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1

Objective and methodology

Objective

Target public

In 2017, an evaluation of the overall state of the system of
Supplementary Protection Certificates is being completed jointly by the
EUROPEAN COMMISSION DIRECTORATE-GENERAL FOR  INTERNAL
MARKET, INDUSTRY, ENTREPRENEURSHIP AND SMES, Brussels (BE)1 and the
MAX PLANCK INSTITUTE FOR INNOVATION AND COMPETITION, Munich
(DE).

One of the core elements of the evaluation is a survey among the
stakeholders in the SPC system, i.e. persons who deal with
Supplementary Protection Certificates (SPCs) in all EU Member States,

including -

» Companies active in the pharmaceutical sector,

> Industrial associations in the pharmaceutical sector or
professional associations,

» Law firms or patent law firms,

> Universities and research institutions.

The survey focused on their experiences with the SPC system, their
assessments of its current state and their recommendations for its future

development.

The following report presents the findings of the survey, which was
conducted by the INSTITUT FUR DEMOSKOPIE ALLENSBACH, Allensbach
(DE) in collaboration with the INSTITUT FUR ANGEWANDTE DATENANALYSE
(IFAD), Hamburg (DE).

' Tender No. 55 /IMA/15/15153
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Fieldwork

Sample

Responsibilities

The survey was conducted as an online survey (CAWI),2 with data being
collected from May 22 to June 23, 2017. The deadline for responding was

extended once for an additional 14 days.

The survey was a complete survey of an address file of preselected
potential respondents provided by the MAX PLANCK INSTITUTE FOR
INNOVATION AND COMPETITION (pre-contacted contact persons, email

addresses).

The sampling unit was the individual (company or office), not SPC

applications. The final dataset comprises 203 completed questionnaires.

The MAX PLANCK INSTITUTE FOR INNOVATION AND COMPETITION
provided the address data file but was—in accordance with the data
protection laws and binding rules of professional conduct in Germany—
not informed about which persons/firms/entities included on the original
list ultimately took part in the survey and which did not. In documenting
the respondents' verbatims in the pertinent section of this report, IFD
ALLENSBACH made sure that neither the individuals nor the firms/other

entities the respondents work with are recognizable from their answers.

IFD ALLENSBACH assumes the overall responsibility for the concept of the
survey itself, that is, its methodology, and was also responsible for
franslating the research questions into test questions, supervising the
fieldwork, ensuring the quality of the work completed by the fieldwork
agency (IFAD) and reporting the findings. IFAD was commissioned fo
program the survey interface, conduct the fieldwork and deliver the

data set.

2 Computer Assisted Web Interviewing
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Data collection

Questionnaire

Prospective respondents were sent an invitation by email containing a

link fo the online survey along with a personal codeword.

Respondents were free to call up and complete the online survey at a

fime of their own choosing. Respondents received up to two reminders.

The online interviews were conducted using an online questionnaire that

automatically proceeded from one question to the next.

After receiving numerous requests, all respondents were sent the full

written questionnaire as a PDF file on June 9, 2017.

The invitation, reminders and questionnaire were written in English. The
guestionnaire comprised 63 questions that were posed to the
representatives of companies and 53 questions that were directed at
the representatives of law firms, while the representatives of universities
and research institutions were asked to answer a total of 46 questions,
and the representatives of associations a total of 44 questions (excluding

stafistical questions).

The question wording was developed in close collaboration with the
MAX PLANCK INSTITUTE. The topics of interest, along with the various
aspects that were to be investigated more closely, were provided by the
MAX PLANCK INSTITUTE in the form of a detailed list of so-called "research
questions.” The methodological transformation of these research
questions into the actual test questions was completed by the
Allensbach Institute's experienced and specialized team of

questionnaire developers.

In constructing the questionnaire, various question models and response
formats were employed, namely, both so-called "open-ended"

guestions, for which no pre-formulated response alternatives are
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Survey documentation

provided and which thus require respondents to freely formulate their
replies themselves, and "closed" questions, for which a selection of
response alternatives is provided, including statements, lists of various

items, different types of scales, etc.

Since the questionnaire was aimed af different groups of stakeholders,
so-called "filters" were incorporated so as to ensure that the various
groups were only asked to reply to those questions that were answerable
and relevant given their specific area of knowledge and professional

expertise.

A number of closed questions, especially those pertaining to potentially
controversial issues, were accompanied by a comment box, thus
enabling respondents to enter additional comments on a particular
guestion. At the end of the questionnaire, respondents were also
provided with space to enter any additional comments they might sfill

have (Final question 77).

Since the information obtained via some questions determined the
further course of the interview, these questions were mandatory, that is,
respondents had to enter a response. All other questions could be left

unanswered if the respondent preferred to do so.

The following report presents selected main findings (highlights) in
graphic form plus the complete results in tabular form. Details on the
number of respondents, the statistical composition of the sample and
the methodological approach employed to complete the study are
provided in the appendix, which also includes a complete printout of

the online questionnaire employed.
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2

Online survey

Quality requirements

Response rate

The online survey technique is a particularly appropriate and useful
method for data collection when surveying smaller, specialised

professional circles listed in a reliable database.

An important requirement to ensure the quality of the survey is that the
members of the professional group to be surveyed must be reachable
by email and accustomed to dealing with the Internet in a professional
context. Thisrequirement is fulfilled in the present investigation, since the
vast majority of potential respondents do in fact use the Internet

intensively in the course of their day-to-day work.

To adequately assess the quality of the findings ascertained by the

present online survey, the following aspects should be considered:

Survey quality is often evaluated in view of the so-called "response rate”
(completed interviews as a percentage of the net sample). Online
surveys typically obtain much lower response rates than traditional
survey methods, such as face-to-face or telephone interviewing, but this
is not necessarily indicative of lower quality. The response rate
calculated for the present online survey is 66 percent, a very satisfying
result (details on how the response rate was calculated are provided in

the appendix).

Response rates obtained for online interviews can only be compared to
a limited extent with those obtained for face-to-face or telephone
interviews. The way in which response rates are calculated is stricter
when applied to online interviews, since the reasons for nonresponses
can hardly be divided with complete certainty into quality-neutral and
non-neutral categories, as can be done with other types of inferviews.
In the case of online research, all nonresponses with no feedback have

to be classified as "non-neufral” in terms of quality. Even if substantial—
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albeit non-quantifiable—shares of such nonresponses are actually
"quality-neutral" (for example, incorrect email addresses), they have to

be deducted from the response rate.

In online survey samples, active respondents with above-average
interest in and more distinct views on the fopic being investigated tend
fo be overrepresented. Conversely, users with below-average interest in
the topic and less distinct attitudes tend to be underrepresented.
However, in online surveys conducted among professional groups, as is
the case here, this effect tends to be less pronounced compared with
online surveys aimed atf the general public. Furthermore, the present
survey aims to gather assessments, opinions and proposals rather than
measuring the absolute magnitude of any assessment in percentages.
In any case, the results do not underestimate any distinct opinions—and

this applies fo both positive and negative views.
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3 Methodological basics

Notes on how to read the The following notfes explain some of the ferms used in the computer

tables tables in Section 4.2.

As arule, the findings in the tables refer to all respondents. If a question
was only posed to a subgroup of respondents, or if a table only includes
the findings calculated for a certain subgroup, this subgroup is indicated

right below the question wording at the top of the table.

The compilation may include some tables in which the sum of
percentages is more than 100.0. In such cases, this means that
respondents were able to give more than one response to a particular
question. In a few instances, the sum of the findings is slightly less or more
than 100.0 percent, a difference caused by rounding the findings up or
down, which can lead fo slight discrepencies that are not adjusted by

the computer program when calculating the total result.

The symbol "-" in the tables indicates that the corresponding response

was not given by any respondents.



Institut fiir Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Respondents’ verbatims
and comments

A substantial number of questions in the present survey were so called
"open-ended" questions. Such questions provide no pre-formulated
response alternatives, but instead collect respondents' verbatim replies.
Furthermore, a substantial number of the closed questions with response
alternatives were accompanied by a comment box where respondents
could enter additional comments.

The remarks printed in the section 4.3 are quotations of the answers and
comments: that is, they are cited exactly as entered by respondents so

as not to alter the intended meaning and style in any way.
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4  Results
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4.1  Highlights from the results in graphic form

IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Stakeholders:
Representatives of Originator and Generic Companies

Companies (Q6) Associations (Q11) Law firms (Q14) Representatives of
Would you describe Does your association Does your law firm originator ondlqenerlc
your company as being mainly represent mainly represent bl =
predominantly a research-based research-based
research-based com- companies ("origi- companies ("origi-
pany (‘originator") or nators") or generic nators") or generic
a generic company? companies? companies?
38 32
+ -+
4

. Originator Generic No response, impossible to say

Base: Companies active in any SPC field, law firms and associations -
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 b Alensbach
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

General Attitude towards the Current SPC System

Q26: Please indicate the extent to which you agree or disagree with each of the
following statements:

Positive attitude Negative attitude
(strongly agree/agree) (disagree/ Impossible
strongly disagree) ~ tosay
"The current SPC ‘
regime takes all the
involved interests 37 7
sufficiently into
account"

"The current SPC
Regulations work
well in most cases
and do not result

in legal uncertainty"

Base: Companies, universities/research institutions active in any SPC field, law firms and associations i -
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 TD-Allensbach
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Applications for Marketing Authorisations

Q18: In the last ten years, has your company or university/research institution applied for
authorisation to place a product on the European market before the European Medicines
Agency (EMA) or the corresponding national authorities of any EU Member States?

If you are not sure about the exact number, a rough estimate will suffice.

No, not Don't
50 200 500 during know/
to to or thelast no Mean
Less than 50 199 499 more ten years response value

| | |

Total respondents 38 % 14 12

General atfitude

towards the current 48 16 8
SPC system = Positive

General atfitude

towards the current 25 -n“ 6 19
SPC system = Negative

CNONO

Base: Companies, universities/research institutions active in any SPC field
Source: Allensbach Archives, IfD Survey 3754, May - July 2017

O IfD-Allensbach
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Assessment of the Current SPC Regulations

Q26: Please indicate the extent to which you agree or disagree with each of the
following statements:

Representatives of General aftitude
OC = originator P = positive
Total respondents companies
GC =generic N = negative
"The current SPC companies

regime fosters

the investment oc H2 P _is
in research and Es

development

(R6D) civies! < EEIEY: EENEL:

"The current SPC
Regulations act as an

incentive to develop ocC VA7 P m4
more products for
which a longer time _m]s

is needed until the
marketing authori-
sation is obtained"

"The SPC Regulations,

as interpreted by the ocC _mls P mls

CJEU, sufficiently pro-
tect new medical uses 63 3 e

of known compounds GC Eé Nm 33 [

(second medical use)"

"When it comes to
examining SPC appli-
cations, the practice

and procedures of the ocC mnll P mnlo
national offices in the _m]z

EU Member States differ 4

significantly in terms of GC I 13 N _12

predictability, frans-
parency and quality
of the rights granted"

"The current SPC

regime takes m Statement was
all the involved _7 used to build the
interests sufficiently Ge mz analysis group
info account"

B strongly agree/agree [l Disagree/strongly disagree Impossible to say

© IfD-Allensbach
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Assessment of the Current SPC Regulations

Representatives of General attitude
/... OC = originator P = positive
Total respondents companies
GC =generic N = negative
companies

"The current SPC

Regulations work oc 3 Statement was
well in most cases n3 used to build the
and do not result analysis group

in legal uncertainty" GC mz

"The SPC Regulations,

as interpreted by the

CJEU, encourage oc mﬂ 28 P m 27
investment in the m I 24

development of com-

bination products in GC m” Nm 15
Europe"

"The SPC system as
currently practised

encourages European ocC m“ 23 P m 25
manufacturers of “ 21

generic medicines to

relocate production GC 7 6 lez

facilities to countries
outside the EU"

"The current SPC Regu-
lations on medicinal

and plant protection

e et «ENlE> -CZENE]
prevent research E 34 30

centres situated in EU

Member States from GC m“ o NE“ 35
relocating to countries

outside the EU"

"The current SPC Regu-

lations act as an incen-

five to increase the oc m" P 0
time span between the E“M

pre-clinical frial phase

and the fiing of the < HNIEN " ‘ENIEN
marketing authorisation

application"

B strongly agree/agree [l Disagree/strongly disagree Impossible to say

Base:  Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017




Institut fiir Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Assessment of the Current SPC Regulations

Q26: Please indicate the extent to which you agree or disagree with each of the
following statements:

Total Originator Generic
respondents companies companies  Law firms  Associations

% % % % %
"The current SPC 80 84 90 78
regime fosters 58
the investment
in research and Agree . . . .
development ] _ — ]
(R&D) activities" Disagree 15 12 ] 10 13

36

"The current SPC

Regulations act as an

68
incentive to develop
more products for Agree
[
19

which a longer fime
is needed until the Disagree
marketing authori-
sation is obtained"

N ~
[
I.o
2

— ~
~N E-N

"The SPC Regulations, 63
as interpreted by the
CJEU, sufficiently pro- Agree .
tect new medical uses
|
23

of known compounds = Disagree
(second medical use)"

—_ ~
'S —_
NI.\I
w —
l.uI
et
— o
w (3]

"When it comes to
examining SPC appli-
cations, the practice
and procedures of the

62
national offices inthe ~ A\9ree .
[

26

EU Member States differ —
significantly in terms of ~ Disagree
predictability, frans-

parency and quality

of the rights granted"

N ~N

N N B [N
N o 0o —

"The current SPC

regime takes Agree - 13 - .

all the involved —

interests sufficiently Disagree - - [

info account" 37 33 26
Difference between the fotal 84 /
percenftages and 100 percent:
"mpossible to say" . Strongly agree/agree . Disagree/strongly disagree

© IfD-Allensbach
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|
IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH
Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU
Assessment of the Current SPC Regulations
/. Total Originator ~ Generic
respondents companies companies Law firms  Associations
% % % % %
82
53 40 65
"The current SPC 19
Regulations work Agree - -
well in most cases .
and do noft result Disagree - 14 - -
in legal uncertainty" 33
44
57
81
"The SPC Regulations, 55 59
as interpreted by the 45 45 30
CJEU, encourage Agree - - - .
investment in the -
development of com- Di - [ - - —
o ) isagree 13
bination products in 31 22 29
Europe" 52
90
"The SPC system as
currently practised 38 40 24
encourages European  Agree 18
manufacturers of - [ | - [ |
generic medicines to . 3 -
relocate production Disagree - . ?
facilities to countries 41 46
outside the EU" 67
"The current SPC Regu-
lations on medicinal 57
and plant protection 36 o 24 41
products effectively Agree -
prevent research [ ] [ | [ -
cenfres situated in EU Disagree - L - - I
Member States from 34 23 36 26
relocating to countries 55
outside the EU"
"The current SPC Regu- 48
lations act as an incen- 26 24 21 22
Ll TN N
fime span between the |
pre-clinical frial phase  pisagree . .
and the filing of the 26
marketing authorisation 60 7 68 61
application"
Difference between the total
percentages and 100 percent: i ;
ImpOssible 10 say" . Strongly agree/agree . Disagree/strongly disagree
Base:  Companies, universities/research institutions active in any SPC field, law firms and associations © D-Allensbach
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 o AlensReen
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Opinions on the Proposed Definition of "Active Ingredient"

Q44 Excerpt: ... In your view, would this definition of active ingredients provide legal certainty?

Proposed  "An active ingredient of the medicinal product is the product infended to exert

definition: g pharmacological, immunological or metabolic effect of its own with a view to
restoring, correcting or modifying physiological functions or fo make a medical
diagnosis that falls within the therapeutic or diagnostic indications covered by
the wording of the marketing authorisation granted under Directive 2001/83/EC
and Directive 2001/82/EC to which the SPC application refers."

Yes, would provide Impossible to say,
legal certainty No No response

Total respondents 26 % “ 24
Respondents who favour _
including a definition 50 32 18
Respondents who oppose

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017

20
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

"Evergreening" Strategies

Q31: Do you think that the current SPC Regulations have encouraged "evergreening" strategies?

3
Lm

1
Yes, to a great

Yes, somewhat

79
No, not 61 74
substantially
38
22

Impossible to
say, no opinion 7 8 2 7 3

Total Representatives of - General aftitude -

respondents | — ] | " ; I
originator generic positive negative
companies companies

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017

21
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Development Activities

Q33: In your opinion, which of the following development activities should be covered by SPCs?
[} The development of new active ingredients

[A] The development of new formulations of existing active ingredients
(3) The development of new indications for existing active ingredients
[@) The development of new derivatives of existing active ingredients

93 89

M @ Q) 4

Total
respondents

M @ Q) 4

Representatives
of originator
companies

37
24 24

Mm@ Q@ @

Representatives
of generic
companies

Mm@ Q) @

Positive
general
aftitude

56
39
33 I

Mm@ Q) @

Negative
general
attitude

Companies, universities/research institutions active in any SPC field, law firms and associations

Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Legal Protection for the Development of
New Chemical Entities (I)

Q34 Please indicate the extent to which you agree or disagree with the following statement:

"The development of new chemical entities requires more effort and investment and thus
deserves longer legal protection ...

Impossible
Strongly Strongly to say, no
agree Agree Disagree disagree response
\ \ \ \ |
Total respondents 20 % 32 -“ 13
| 52 : 35 '
— Representatives

of originator
the development companies “ 18 - 17
of new forms of ' 34 I 49

|
existing active Representatives
ingredients. Companies -H

| 83 II_'|3_I
Positive
cenoral attiuce LI 21 T o
I [ |
35 49 -
Negative
generdl atftude 50 9l 6
l

85 II_9_|

- = not cited by any respondents

Base: Companies, universities/research institutions active in any SPC field, law firms and associations -
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 TD-Allensbach

23
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Legal Protection for the Development of
New Chemical Entities (ll)

Q34 Please indicate the extent to which you agree or disagree with the following statement:

"The development of new chemical entities requires more effort and investment and thus
deserves longer legal protection ...

Impossible
Strongly Strongly to say, no
agree Agree Dlsogree dlsogree response
\
L
Representatives
Seteoer PRETA Iﬂ Ja -_ 15
development of companies
new formulations '
of existing active Representatives
ingredients of generic 48 B
companies | 13
Positive
General attitude 22 __ 13
: 35
Negative
general aiitude a4 e
' 79 L 15 -
Base: Companies, universities/research institutions active in any SPC field, law firms and associations )
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 O lD-Alensbach
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Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Legal Protection for the Development of
New Chemical Entities (lll)

Q34 Please indicate the extent to which you agree or disagree with the following statement:

"The development of new chemical entities requires more effort and investment and thus
deserves longer legal protection ...

Impossible
Strongly Strongly o say, no
agree  Agree Dlsogree dlsogree response
\ \
piresponcers |} IS —n s

Representatives

...compared tothe  of originator
development of companies Iﬂ 16 -_ 17

new indications for

existing active Represerﬁo’rives
ingredients." of generic 55 -E 6
companies | 68 i % |
Positive
panoraratiiuce A 22 NN IENE -
| 28 Il 57 |
Negative
general aftitude m 47 _ 1
L 59 IL 30 |

- = not cited by any respondents

Base: Companies, universities/research institutions active in any SPC field, law firms and associations )
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 ©lib-Allensbach
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Amending Regulation 469/2009/EC

Q35: It is sometimes said that there is insufficient investment in the development of new antibioftics.
Would you favour or oppose changing Regulation 469/2009/EC in response to this assumed deficit?

Total Companies I_low Assp— Representatives of - General aftitude -
respondents firms ciations Iorigincﬁror genericI I|oosiTive nego’riveI

tloteet
RN

no opinion 28 % 27 30 26 21 35 23 36

Favour

Oppose i

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Amending Regulation 469/2009/EC
Q37: It is sometimes said that there is insufficient investment in the development of some categories
of orphan drugs. Would you favour or oppose changing Regulation 469/2009/EC in response
to this deficit?
Total Companies I_low Assp— Representatives of - General aftitude -
respondents firms ciations | originator  generic H positive  negative !
companies companies
N i i i i i i i i
Impossible
to say,
no opinion 23 % 18 27 24 20 20 23 21
Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Amending Regulation 469/2009/EC

Q39: Regulation 469/2009/EC was conceived in view of new molecules, new applications and new
manufacturing methods. The pharmaceutical industry is now increasingly investing in new
formulations of existing drugs, new delivery systems and combination products. Taking this into
account, would you favour or oppose amending the Regulation in this regard?

Total Companies Law Asso- Representatives of - General attitude -
respondents firms ciations Iorigincu’ror genericI I|oosi’rive negq’riveI

~teletend
BRI RN

no opinion 13 % 11 10 19 9 13 11 12

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Extending SPC Protection to Other Fields?

Q40: Would you favour or oppose extending SPC protection to other fields of tfechnology, such as medical
devices, cosmetic products, or food products and food additives (both for humans and animals)?

Total Companies Law AssSO- Representatives of - General aftitude -
respondents firms ciations

21

omoseii igiii

no opinion 36 % 47 16 4] 54 13 43 17

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017

Iorigincﬁror genericI I|oos,i’rive negc:1’riveI
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Products That Should Receive SPC Protection

Q41: To which types of products would you favour extending the current SPC protection?

Medical devices AR
Cosmetic products
Food additives 38
Food products 34

Other

Base: Respondents who favour extending the current SPC protection -
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 ) IfD-Allensbach
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Should a Definition of "Active Ingredient” Be Included in
Regulation 469/2009/EC?

Q43: Regulation 469/2009/EC does not define the concept of "active ingredient”. Allin all, would you
favour or oppose including a definition of "active ingredient" in Regulation 469/2009/EC?

Total Companies Law ASsSO- Representatives of - General aftitude -
respondents firms ciations

R e

BEAETI Y
RARE N A8 N

to say,

no opinion 10 % 9 8 15 11 9 9 11

Iorigincﬁror generic ! Iposi’rive nego’riveI

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017

31



Institut fiir Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Opinions on the Proposed Definition of "Active Ingredient"

Q44 Excerpt: ... In your view, would this definition of active ingredients provide legal certainty?

Proposed  "An active ingredient of the medicinal product is the product infended to exert

definition: g pharmacological, immunological or metabolic effect of its own with a view to
restoring, correcting or modifying physiological functions or fo make a medical
diagnosis that falls within the therapeutic or diagnostic indications covered by
the wording of the marketing authorisation granted under Directive 2001/83/EC
and Directive 2001/82/EC to which the SPC application refers."

Yes, would provide Impossible to say,
legal certainty No No response

Total respondents 26 % “ 24
Respondents who favour _
including a definition 50 32 18
Respondents who oppose

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Opinions on the Proposed Definition of "Active Ingredient"

Q44 Excerpt: ... In your view, would this definition of active ingredients provide legal certainty?

Proposed  "An active ingredient of the medicinal product is the product infended to exert

definition: g pharmacological, immunological or metabolic effect of its own with a view to
restoring, correcting or modifying physiological functions or fo make a medical
diagnosis that falls within the therapeutic or diagnostic indications covered by
the wording of the marketing authorisation granted under Directive 2001/83/EC
and Directive 2001/82/EC to which the SPC application refers."

Yes, would provide Impossible to say,
legal certainty No No response

Total respondents 26 % “ 24
Respondents who favour _
including a definition 50 32 18
Respondents who oppose

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Opinions on the Proposed Clarification Concerning Derivatives

Q45 Excerpt: ... Allin all, would you favour or oppose this clarification?

Proposed clarification:  "The different salts, esters, ethers, isomers, mixtures of isomers, complexes
or derivatives of an active ingredient shall be considered to be the same
active ingredient, unless they differ significantly in properties with regard
to safety and/or efficacy", see Art. 10(2)(b) Directive 2001/83/EC

Total Companies  Law AsSO- Representatives of - General attitude -
respondents firms ciations

Iorigind’ror genericI I|oosi’rive negc1’riveI
companies companies

SR LTSRS
RS S S A

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Attitudes towards the CJEU Case Law on Art. 3(a) and (b)
of Regulation 469/2009/EC and Regulation 1610/96/EC

Q46: Our next question pertains to the CJEU case law on Art. 3(a) and (b) of Regulation
469/2009/EC and 1610/96/EC: According to the CJEU, a product is protected by the
basic patent within the meaning of Art. 3(a) SPC Regulations when it is specified in the
wording of the claims of the basic patent (see, for instance, decision C-322/10 - Medeva)

In your opinion, fo what extent does this case law provide a clear criterion for deciding on
SPC applications and/or resolving legal disputes?

Unclear criterion Clear criterion
Mean @ ) @ @
Total respondents -0.15 | |
Companies 0.43 | |
Law firms -1.03 |
Associations 0.00 | |

Representatives of -
originator companies  0.34

generic companies -0.30 | |
General aftitude -

positive 0.23 | |

negative -0.82 |

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Amending the Regulation in Order to Ensure Greater
Legal Certainty

Q48: When it comes to Art. 3 (a) of Regulation 469/2009/EC and Art. 3(a) of Regulation 1610/96/EC,
which of the following amendments would you favour in order to ensure greater legal certainty?

A new paragraph in the Regulations with the following wording: "The product is protected
by a basic patent in force when it falls under the scope of protection of the basic patent
pursuant to Art. 69 EPC and corresponding national provisions and is, be it explicitly or
implicitly, directly and unambiguously disclosed to the skilled person in said basic patent
and in the patent application as filed." According to this, the SPC may only be granted
for subject matter to which the basic patent may be limited without violating Art. 123(2)
EPC(1) or the corresponding national provisions

12 % E 17
| 8 |

A new paragraph with the following wording: "The product is protected when
it falls under the scope of protection of the basic patent pursuant to Art. 69 EPC
or the corresponding national provisions." This would be an infringement test.

A new paragraph providing a "core inventive advance test" (as in UK case law)
whereby the subject matter of the SPC is protected by the basic patent when
tfwo requirements are cumulatively met: it falls under the scope of protection

of the patent AND it represents the core inventive advance of the invention

No amendment of Art. 3 (a) SPC Regulation is needed
I e | ! I o ! e

No opinion, impossible to say, no response

11 13 10 9 10 15 8 17
Total Com- Law Asso- Representatives of - General attitude -
respondents  panies firms ciations ’ | ‘
originator generic positive negative

companies companies

Base:  Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Should Changes That Require an Extension of the

Marketing Authorisation Be Considered to Be a New
Marketing Authorisation?

Q50: In your opinion, should changes that require an extension of the marketing authorisation

be considered to be a new marketing authorisation for the purposes of Art. 3(b) and (d)
Regulation 469/2009/EC or not?

60 % No
No opinion,
No response

Base: Companies active in any SPC field and law firms
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Should Any "Type Il Variation" Constitute a New Marketing
Authorisation?

Q51: Regulation 1234/2008/EC refers to three types of variations which have different implications
depending on the likely impact of the change on the quality, safety or efficacy of the medicinal
product. This includes "type Il variations", that is, major variations that do not constitute an
extension and which may have a significant impact "on the quality, safety or efficacy" of the
medicinal product concerned. In your view, should any "type Il variation" constitute a new
marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Yes

59 % No

25

No opinion,
NO response

Base: Companies active in any SPC field and law firms
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Patent Extensions

Q56 In Europe it is not possible to obtain an SPC if the patent expires before the marketing
authorisation has been granted. By contrast, in the United States it is possible to obtain a
patent extension even if the patent expires before the marketing authorisation has been
granted. The patent holder can in fact file an application for an interim extension before
the expiration date of the patent. In practice, do you favour amending the EU Regulations

in this regard?

Total
respondents Companies Law firms

No i a
No opinion 8 % 5 11

Base: Companies active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Should It Be Possible to Obtain an SPC if the Patent Was
Granted after the Expiration Date of the Patent Itself?

Q57: In Europe, the prevailing view is that it is not possible to obtain an SPC if the patent was
granted after the expiration date of the patent itself. In practice, do you favour amending
the EU Regulations in this regard?

Total Com- Law Representatives of - General aftitude -

respondents - panies firms ! originator generic ! Iposi‘rive negoﬁve'
companies companies

- Aafdant
RAIRAIEL

Base: Companies active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Should the Subject Matter for Which Protection Is Sought
Already Be Specified in the SPC Application?

Q58 Patent claims are statements that define the matter for which protection is sought in terms
of the technical features of the invention. So far, Regulation 469/2009/EC does not seem to
provide that such statements should be included in the SPC application. If the subject matter
for which protection is sought had to be specified already in the SPC application in a form
similar to patent claims: Do you think that this would facilitate the examination procedure or,
on the conftrary, make it more difficult, or do you think it would make no difference?

Would facilitate
the examination
procedure

Make it more difficult

Would
make No
difference
15
No opinion
Base: Companies active in any SPC field and law firms ) -
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 © IfD-Allensbach
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Measures Expected to Have a Positive Impact

Q59: Which of the following measures would you expect to have a positive impact?
Please mark all applicable measures.
Total Representatives of - General attitude -

respondents Ioriginc’ror generic !
companies companies

If the procedures for granting SPCs
were harmonised within the EU

! positive negative !

If third parties had the right to file
observations like in proceedings

before the EPO under Art. 115 EPC - T

If the examination of all requirements
provided under Art. 3 of the SPC
Regulations was made mandatory -

If oppositions against SPCs were made

possible in cases where the right was

granted in violation of Art. 3 of the

Regulations - 27

| do not expect any of the above
to have a positive impact 4 6 3 4

Base: Companies active in any SPC field and law firms
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 ©IfD-Allensbach
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Suggestions for New Rules in Both SPC Regulations
Analogous to Some EPC Rules

Q060: There are suggestions for new rules in both SPC Regulations (Regulation 469/2009/EC and
Regulation 1610/96/EC) analogous to some EPC rules. Which of the following rules would
you welcome under SPC Regulations? First, would you welcome a right of the SPC holder to
amend the product definition after grant before the Patent Office, analogous to Art. 105a EPC?

Total Representatives of -
respondents Companies Law firms

[ L o
originator  generic

companies companies
ﬁ f Q A
No a i a i i
No opinion,
no response 16 % 18 13 12 24

Base: Companies active in any SPC field and law firms
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Suggestions for New Rules in Both SPC Regulations
Analogous to Some EPC Rules

Q61: Secondly, would you welcome a right of the SPC holder to amend the product definition
during revocation proceedings before the revocation judge, analogous to Art. 138 (3) EPC?

Total Representatives of -

respondents Companies Law firms
companies companies
NO i i a i i

No opinion,

no response 15% 18 11 12 22

' originator generic '

Yes

Base: Companies active in any SPC field and law firms
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Suggestions for New Rules in Both SPC Regulations:
Share of Respondents Who Would Welcome the Proposed
Amendments

(According to

Q60 and Q6T) Total Representatives of -
respondents Companies Law firms

' originator generic '
57 companies companies

32 % 33
Would welcome 12
both new rules [

5
| |
Would welcome 19
one of the new 11 10 13 9
rules [ [ | | [ ]
57
40 a8 i

—
~N

Would not
welcome any
of the new rules

Base: Companies active in any SPC field and law firms
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Does the Availability of SPC Protection Affect Companies’
Decisions About Where to Produce Active Ingredients?

Q63: Does the availability of SPC protection affect your company's decisions about where, in which
country, to produce active ingredients?

Total Originator Generic
respondents ompanies ompanies

No

. A a
v

Varies from
casetocase 50 59 35

No opinion 7 % 6 10

- = not cited by any respondents

Base: Companies active in any SPC field
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Does the Scope of the Bolar Exemption Influence Decisions
on Where to Conduct Pre-Clinical and Clinical Trials?

Q64 Is the scope of the Bolar exemption in the case law of a given country a relevant factor
for you when deciding where to conduct pre-clinical and clinical trials?

No Yes

Varies from 22
case to case

No opinion,
NO response

Base: Companies active in any SPC field
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 ©lib-Alensboch
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A Narrow or Broader Bolar Exemption?

Q65: Are you in favour of a narrow Bolar exemption as laid down in Art. 10(6) Directive 2001/83/EC
and Art, 13(6) Directive 2001/82/EC and, by reference, in Art. 27(d) UPCA; or would you favour
a broader exemption as recently infroduced in UK patent law?

2
Narrow Bolar n
exemption 18 % 30

Broader Bolar 72 83
exemption 61 43 57
65

No opinion, 27
no response 21 19 15 2s 15

Total Companies Law firms  Associations Representatives of -

respondents I oriai . I
ginator generic

companies companies

Base: Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Measures to Prevent Stockpiling or Exportation If a
Manufacturing Waiver Were to Be Intfroduced

Q68: Assuming a manufacturing waiver was infroduced, which of the following measures would

you suggest in order to prevent stockpiling or exportation to countries where equivalent

protection is still in force?

Granting the patent holder a
right to information, enforceable
before the courts

Total

Representatives of -

respondents |

55 %

originator
companies

~N
N

generic !
companies

Making it mandatory for the
manufacturer to provide specific
labelling for the product

-c’.I
(3}

72

22

New rules shiftfing the burden of
proof for infringement from the
SPC holder to the manufacturer

-u.I
—

70

9
[ |
Making it mandatory for the 72
manufacturer to communicate
to the right holder the quantity S0
produced and the destination
before starting distribution 7
||
35
Other measures 23
m B :
61

| do not suggest any such measures

20
]

Base:

Companies, universities/research institutions active in any SPC field, law firms and associations
Source: Allensbach Archives, IfD Survey 3754, May - July 2017

© IfD-Allensbo

icn
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Is There a Need for a "Unitary SPC"?

Q69: The creation of a "unitary SPC" which can be obtained with a single granting procedure
is currently under consideration. In your opinion, is there actually a need for creating a
"unitary SPC" or is there no actual need?

Total Companies Law firms Associations Representatives of -
respondents

originator generic !
companies companies

No

STIT

No opinion,
no response 11 % 7 13 13 6 13

Base: Companies, universities/research institutions active in any SPC field, law firms and associations

Source: Allensbach Archives, IfD Survey 3754, May - July 2017 O Ifb-Allensbach
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Authority That Should Grant a "Unitary SPC"

Q70: In your opinion, which authority shown on this list should grant a "unitary SPC"?

Total Representatives of -
respondents  ——— ]
originator generic
companies companies
71
54 %
A virtual patent office created based 23
on new EU rules and composed of
examiners from national patent offices -

25
The EPO

An EU authority such as the EU 13

Intellectual Property Office (EUIPO)

|
. 23
An EU authority such as the
European Medicines Agency (EMA) -
16

National patent offices based
on a mutual recognition system

o |-

N

Base: All respondents who, in response to Q69, replied that "Yes, there is actually a need" for creating a "unitary SPC"
Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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Where Should the Decisions of the Body That Grants
a "Unitary SPC" Be Subject to Appeal?

Q74: In your view, should the decisions of the body that grants a "unitary SPC" be subject to appeal
before the Unified Patent Court (UPC) or before an EU court, such as the Court of First Instance,
as in the case with EU tfrade marks or designs?

Before the UPC

Before an EU court

9
5

No preference

No opinion,
no response

Base: All respondents who, in response to Q69, replied that "Yes, there is actually a need" for creating a "unitary SPC"
Source: Allensbach Archives, IfD Survey 3754, May - July 2017 ©IfD-Allensbach
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IfD INSTITUT FUR DEMOSKOPIE ALLENSBACH

Max Planck Institute for Innovation and Competition: Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Granting "Unitary SPCs"

Q75: Should a "unitary SPC" be granted only when the product is covered by a European marketing

authorisation granted by EMA?

Total Companies Law firms Associations  Representatives of -
respondents

originator generic !
companies companies

- teleel
bidigl

Base:

All respondents who, in response to Q69, replied that "Yes, there is actually a need" for creating a "unitary SPC"

Source: Allensbach Archives, IfD Survey 3754, May - July 2017
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4.2 Complete results in tfabular form

Contents
Question 1 EWhich of the following applies to you? | represent a ... 60
Question 2 In which country is the company entity you represent located? 62
Question 3 Is the company entity you represent active in a field for which SPC (Supplementary 67
:Protection Certificate) profection is available? b
Question 4 ;Who’r is your company's sector of activity? (Multiple responses possible) 69
Question 5 ;Who‘r is your company's main sector of activity? 71
Question 6 ;Would you describe your company as being predominantly a research-based 73
icompany (‘originator™ or a generic company?
Question 7 ;hGT type of association do you represent? 75
Question 8 In which country is the association you represent located? 77
Question 9 How many members does your association have? 82
Question 10 Does your association mainly represent pharmaceutical companies or companies 84
ifrom the agrochemical sector? &
Question 11 Does your association mainly represent research-based companies ("originators") or 86
igeneric companies?
Question 12 iDoes your association mainly represent memibers of a particular industry, legal 88
isector or academic?
Question 13 ;Who‘r type of law firm do you represent? 90
Question 14 ;Does your law firm mainly represent research-based companies ("originators") or 92
el ooy oo g S
Question 15 Does your law firm mainly represent right holders or competitors of right holders? 94
Question 16 In which country is the university or research institution you represent located? 96
Question 17 Is the university or the research institution you represent involved in research and 101
gdevelopmen‘r activities in fields for which Supplementary Protection Certificate
§(SPC) protection is available?
Question 18 In the last ten years, has your company or university/research institution applied for 103
;ou‘rhoriso‘rion to place a product on the European market before the European
Medicines Agency (EMA) or the corresponding national authorities of any EU
Member States? If you are not sure about the exact number, a rough estimate will
isuffice.
Question 19 In the last ten years, has your company or university/research institution applied for 106
O P G Y BN O ) b
Question 20 Did your company or university/research institution ever obtain such an SPC? 108
Question 21 On average, in how many EU Member States do you apply for SPCs? If you're not 110
isure about the exact number, a rough estimate will suffice. &+
Question 22 Is the geographical coverage of your SPC applications generally the same as the 112

i geographical coverage of the basic patent or is it smaller?
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Swéuesfion 23

gwéuesfion 24

gwéuesfion 24

gwéuesfion 24

gwéuesfion 25

Now thinking specifically about cases where your company or university/research
institution applies for an SPC and markets pharmaceutical products: Does the
geographical scope of the requested SPC generally match the geographical
scope of the ferifory in which you market the pharmaceutical products?
How do SPCs and patents relate to your research activity? For each activity listed
below, please select the applicable frequency. 1) We conduct freedom to
operate searches on granted patents or patent applications in the preparation
How do SPCs and patents relate to your reseommmwwmed
below, please select the applicable frequency. 2) We conduct freedom to
operate searches on granted SPCs or SPC applications in the preparation stage of
(O8OOI DIOIOCHS. | e
How do SPCs and patents relate to your research activity? For each activity listed
below, please select the applicable frequency. 3) We consult patent applications
or patents as a source of information for our research before we start or when we
Which of the following statements W%@Wﬁ%ﬁ%ng
whether molecules or biological substances fulfill specific intfended purposes?
(Multiple responses possible)

‘Question 264

gwéuesfion 26a

gguesfion 26a

Please indicate the extent to which you agree or disagree with each of the
following statements: 1) The current SPC Regulations on medicinal and plant
protection products (Regulation 469/2009/EC and Regulation 1610/96/EC)
effectively prevent research centres situated in EU Member States from relocating
focountriesoutside the BU
Please indicate the extent to which you agree or disagree with each of the
following statements: 2) The SPC system as currently practised encourages
European manufacturers of generic medicines to relocate production facilities to
countriesoutside the BU e
Please indicate the extent to which you agree or disagree with each of the
following statements: 3) The current SPC regime takes all the involved interests

sufficiently infto account

‘Question 260

gguesfion 26a

gguesfion 26b

gguesfion 26b

Please indicate the extent to which you agree or disagree with each of the
following statements: 4) The current SPC regime fosters the investment in research

Please indicate the extent to which you agree or disagree with each of the

following statements: 5) The current SPC Regulations act as an incentive to increase

the fime span between the pre-clinical trial phase and the filing of the marketing
Here are some additional statements. Again please indicate the extent to which
you agree or disagree with each of them: 6) The current SPC Regulations act as an
incentive to develop more products for which a longer time is needed until the
Here are some additional sToTemen%mTéaggmm?éﬁm)mh
you agree or disagree with each of them: 7) The current SPC Regulations work well

in most cases and do not result in legal uncerfainty

136

139]

142]

145

‘Question 260

Here are some additional statements. Again please indicate the extent to which

you agree or disagree with each of them: 8) The SPC Regulations, as interpreted by

the CJEU, encourage investment in the development of combination products in
Europe

i

‘Question 260

Here are some additional statements. Again please indicate the extent to which
you agree or disagree with each of them: 9) The SPC Regulations, as interpreted by
the CJEU, sufficiently protect new medical uses of known compounds (second
medical use)

i

‘Question 260

Here are some additional statements. Again please indicate the extent to which
you agree or disagree with each of them: 10) When it comes to examining SPC

applications, the practice and procedures of the national offices in the EU Member

States differ significantly in terms of predictability, transparency and quality of the

LSS 01 S S
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§Ques’rion 27 Regulation 1768/92/EEC (now Regulation 469/2009/EC) was conceived with
traditional chemical compounds in mind. In the meantime, biopharmaceuticals

and products of recombinant DNA technology (such as proteins, antibodies,
microbes, cells and cell lines, vaccines, viruses, DNA/RNA sequences or products for ;
i gene therapy) have grown in importance.

gQues’rion 28 Please explain why you think the present system does not adequately

i accommodate biopharmaceuticals and products of recombinant DNA

159

b Ll
§Ques’rion 29 In your opinion, does Regulation 469/2009/EC need to be changed or amended in

order to better accommodate biopharmaceuticals and products of recombinant

160

i DNA technology?

gQues’rion 30 In your opinion, what specific changes or amendments are needed with respect to ;
i Regulation 469/2009/EC and/or Regulation 1610/96/EC in order to better
accommodate these technical developments?

Sguesfion 31 Do you think that the current SPC Regulations have encouraged "evergreening"

'
E
'
E
:
:
'
E
'
E
:
:
'
E
'
N shategies?
gQues’rion 32 In your view, what specific aspects of the SPC Regulations have encouraged E 165
: '
E
'
E
'
E
'
E
'
E
'
E
'
E
'

162

163

§Ques’rion 33 In your opinion, which of the following development activities should be covered 166
- by SPCs? (Multiple responses possidle)

i Question 34 Please indicate the extent to which you agree or disagree with the following

i statement: The development of new chemical entities requires more effort and

investment and thus deserves longer legal protection... 1) ...compared o the

169]

H

Swéuesfion 34 Please indicate the extent to which you agree or disagree with the following
i statement: The development of new chemical entities requires more effort and
investment and thus deserves longer legal protection... 2) ...compared o the

172]

H

Swéuesfion 34 Please indicate the extent to which you agree or disagree with the following
i statement: The development of new chemical entities requires more effort and
investment and thus deserves longer legal protection... 3) ...compared o the

1751

H

§Ques’rion 35 It is sometimes said that there is insufficient investment in the development of new 178
i antibiotics. Would you favour or oppose changing Regulation 469/2009/EC in
i response to this assumed deficit?
gQues’rion 36 What changes would you propose in response to insufficient investment in the 180
development of new antibiotics?
iQuestion 37 It is sometimes said that there is insufficient investment in the development of some  ; 181
i categories of orphan drugs. Would you favour or oppose changing Regulation i
- 469/2009/EC n response fo thisdleficit
§Ques’rion 38 What changes would you propose in response to insufficient investment in the ‘ 183
P development of some categories of orphan drugs? E
iQuestion 39  iRegulation 469/2009/EC was conceived in view of new molecules, new :
i applications and new manufacturing methods. The pharmaceutical industry is now E
increasingly investing in new formulations of existing drugs, new delivery systems i
and combination products. Taking this info account, would you favour or oppose E
i
E
|

O VUV NN WV UNUPU

i amending the Regulation in this regard?
gQues’rion 40 Would you favour or oppose extending SPC protection to other fields of
i technology, such as medical devices, cosmetic products, or food products and

- food additives (both for humans and animalS)? e
§Ques’rion 41 To which types of products would you favour extending the current SPC ‘ 188
H protection? (Multiple responses possible) E

Seubucdburdl ol Phiviemion. Siistusistuit avedivhnsfGNthusiond hediutt e e U T N VLUV WUV

§Ques’rion 42 Please comment on the pros and cons of extending SPC protection to other fields ‘ 190
i of technology, such as medical devices, cosmetic products, or food products and E

food additives (both for humans and animals)? i
iQuestion 43 Regulation 469/2009/EC does not define the concept of "active ingredient”. Allin E 191
all, would you favour or oppose including a definition of "active ingredient" in i ;
e ROQUGRON A0,
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iQuestion 44

iQuestion 45

Please read through the following proposed definition on the left side of the screen. i
Prosposed defintion: "An active ingredient of the medicinal product is the product E
infended to exert a pharmacological, immunological or metabolic effect of its own i
with a view to restoring, correcting or modify physiological functions or to make a E
medical diagnosis that falls within the therapeutic or diagnostic indications 5
covered by the wording of the marketing authorisation granted under Directive E
2001/83/EC and Directive 2001/82/EC to which the SPC application refers." In your E

et PV Mt N ow R Gue Uity e U U VN LUV OO WUV VS|

Regulation 1610/96/EC clarifies that “the issue of a certificate for a product :
consisting of an active substance does not prejudice the issue of other certificates E
for derivatives (salts and esters) of the substance, provided that the derivatives are i
the subject of patents specifically covering them”. Neither Regulation 1610/96/EC E
nor Regulation 469/2009/EC do clarify, however, under which conditions the ‘
derivative may be considered a new product that satisfies the requirement under E
Art. 3 of Regulation 1610/96/EC. Prosposed defintion: "The different salts, esters, ‘
ethers, isomers, mixtures of isomers, complexes or derivatives of an active ingredient E
shall be considered to be the same active ingredient, unless they differ significantly
in properties with regard to safety and/or efficacy", see Art. 10(2)(b) Directive
2001/83/EC - All in all, would you favour or oppose this clarification?

%Ques’rion 46

iQuestion 47

iQuestion 48

H

|
Our next question pertains to the CJEU case law on Art. 3(a) and (b) of Regulation
469/2009/EC and Regulation 1610/96/EC: According to the CJEU, a product is ‘
protected by the basic patent within the meaning of Art. 3(a) SPC Regulation when E
it is specified in the wording of the claims of the basic patent (see, for instance, ‘
decision C- 322/10 - Medeva) - In your opinion, to what extent does this case law E
provide a clear criterion for deciding on SPC applications and/or resolving legall E

o e Y e e e Y e Y e e M e Y e M Y A MY e M e A e

Please indicate the extent to which you agree or disagree with the following i
statement: "According fo the case law of the CJEU, the fact that the product falls E
within the scope of protection of one patent claim of the basic patent within the 5
meaning of Art. 69 EPC (or any domestic provision corresponding to Art. 69 EPC)7 is E
a necessary but not sufficient requirement to consider a product as protected by E

AerioiuifheutiuRuntill it N uOU L hwiwisu Puuis. >~ Sl U U e e

When it comes to Art. 3(a) of Regulation 469/2009/EC, and Art. 3(a) of Regulation i
1610/96/EC, which of the following amendments would you favour in order to
ensure greater legal certainty?

%Ques’rion 49

Our next questions refer to variations of marketing authorisations as described in
Regulation 1234/2008/EC. In your view, should all variations of a marketing
authorisation constitute a new marketing authorisation for the purposes of Art. 3(b)
and (d) Regulation 469/2009/EC or not?

210

‘Question 50

iQuestion 51

In your opinion, should changes that require an extension of the marketing {
authorisation be considered to be a new marketing authorisation for the purposes E

e e e e Y e e e Y Y Y e Y Y ey

Regulation 1234/2008/EC refers to three types of variations which have different
implications depending on the likely impact of the change on the quality, safety or
efficacy of the medicinal product. This includes "type Il variations", that is, major
variations that do not constitute an extension and which may have a significant

your view, should any "type Il variation" constitute a new marketing authorisation for :
the purposes of Art. 3(b)14 and (d)15 Regulation 469/2009/EC or not?

%Ques’rion 52

In the decision 'Neurim C-130/11' the CJEU set out the conditions under which a

i
'
impact "on the quality, safety or efficacy" of the medicinal product concerned. - In E
'
E
"different application of the same product" meets the requirements for SPC E

e e e T e Y Y Y Y Y e Y Y e

Would you consider a type Il marketing authorisation variation (Art. 2 para 3 of i
Regulation 1234/2008) as sufficient to meet the requirements for a "different E
application of the same product”,as set out in the Neurim decision (‘Neurim C- E

H
KA R
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i Question

i Question

Our next question is about the possibility-by filing an SPC application-of referring to ‘
a third-party marketing authorisation without obtaining the consent of that third E
party. In your experience, to what extent does that lead to practical problems for E

e e Y e R R MR Y e A e e e e R e e A Y Y e

e O eVt o Ssttons Nt U ULt oo heioucéhivlouiGhhulisniol = Siuns uctu s vhiChuibutviuattuitol ot st D e e U VU VNV WUV US|

In Europe it is not possible to obtain an SPC if the patent expires before the i
marketing authorisation has been granted. By contrast, in the United States it is E
possible to obtain a patent extension even if the patent expires before the i
marketing authorisation has been granted. The patent holder can in fact file an E
application for an interim extension before the expiration date of the patent. - In E
|n"é"d?85§,'"fﬁ'é'" %/E%Taﬁigmo‘r it is not possible to obtain an SPC if the patent
was granted after the expiration date of the patent itself. In practice, do you
favour amending the EU Regulations in this regard?

e PNV VN NIUU. VWUV UUVO. |

i Question

iQuestion

58

i
|
Patent claims are statements that define the matter for which protection is sought E
in terms of the technical features of the invention. So far, Regulation 469/2009/EC19 i
does not seem to provide that such statements should be included in the SPC E
application. If the subject matter for which protection is sought had to be specified i
already in the SPC application in a form similar to patent claims: Do you think that E
this would facilitate the examination procedure or, on the contrary, make it more E

e T A e Y e Y e Y e Y e MY Y e e

e e o ety efl et Gl Rl SR eVl bufierlbibedasbusts hefbuuttibiudivtie NNV VU NUTEVTV NS |

There are suggestions for new rules in both SPC Regulations (Regulation
469/2009/EC and Regulation 1610/96/EC) analogous to some EPC rules. Which of
the following rules would you welcome under SPC Regulations? - First, would you

before the Patent Office, analogous to Art. 1056a EPC?

i Question

iQuestion

60/61

Secondly, would you welcome a right of the SPC holder to amend the product

i
i
welcome a right of the SPC holder to amend the product definition after grant E
i
:
definition during revocation proceedings before the revocation judge, analogous E

VU UV NN WEVVEPUUU VO |

iQuestion

62

In your experience as an SPC applicant, are there aspects of the national granting
procedures that constitute a burden for applicants, and where harmonisation
would make sense?

i Question

63

Does the availability of SPC protection affect your company's decisions about
where, in which country, fo produce active ingredients?

i Question

64

Is the scope of the Bolar exemption in the case law of a given country a relevant
factor for you when deciding where to conduct pre-clinical and clinical trials?

i Question

63/64

i Question

65

Are you in favour of a narrow Bolar exemption as laid down in Art. 10(6) Directive
2001/83/EC and Art. 13(6) Directive 2001/82/EC and, by reference, in Art. 27(d)

UPCA; or would you favour a broader exemption as recently infroduced in UK i
patent law?

i Question

66

SPC protection is not provided in all WTO Member States. Moreover, countries with
a significant generic industry exclude new uses of known compounds from patent
protection and strongly limit the patentability of new forms of existing active i
ingredients. Consequently, the production of a substance for a specific technical or E
therapeutic purpose in these countries is or becomes patent-free, while a patent or
an SPC in Europe may sfill exist. - In such an asymmetric situation, to what extent E
would you expect generic manufacturers o outsource the production of active §
ingredients that are sfill protected in Europe, but that are patent-free in several non- E
European jurisdictions? i

254
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§Ques’rion 67 The introduction of a "SPC manufacturing waiver" for the export of SPC-protected ‘ 257;
i active ingredients to patent-free markets is currently being considered. This would E I
allow generic companies to manufacture SPC-protected drugs in Europe for export i ;
to patent-free countries without infringing the SPC rights. By manufacturing we E I
understand "manufacturing of a final product", and not packaging. - What do you i ;
mmmmmmm t hﬂ&%ﬁbﬁ@ﬁ%@ﬁ%&@&m&%ﬁwﬁwﬁmmmmmmmmmmﬁmmj
Question 68 Assuming a manufacturing waiver was introduced, which of the following measures 258}
would you suggest in order to prevent stockpiling or exportation to countries where E I
equivalent protection is still in force? Please mark the applicable measures: i ;
mmmmmmm Mutigleresporsesposile)
§Ques’rion 69 The creation of a "unitary SPC" which can be obtained with a single granting i 261}
i procedure is currently under consideration. In your opinion, is there actually a need E I
i for creating a "unitary SPC" or is there no actual need? ; :
EQues’rion 70 And in your opinion, which authority shown on this list should grant a "unitary SPC"? ‘ 2633
éQues’rion 71 You opted for a mutual recognition system. In that case, in which language should E 2661
i the “unitary SPC” be filed and prosecuted? i i
éQues’rion 72 You opted for an EU authority/the EPO/a virtual EU patent office. In that case, in E 2681
i which language should the "unitary SPC" be prosecuted? i
éQues’rion 73 In which language should the “unitary SPC” be granted and, possibly, tfranslated? E 2703
§Ques‘rion 74 In your view, should the decisions of the body that grants a "unitary SPC" be subject : 272
] to appeal before the Unified Patent Court (UPC) or before an EU court, such as the E I
i Court of First Instance, as in the case with EU frade marks or designs? i i
§Ques‘rion 75 Should a "unitary SPC" be granted only when the product is covered by a European 274
marketing authorisation granted by EMA? ; i
§Ques‘rion 76 Do you have any further comments, questions or criticism regarding the current SPC 276
i regulations or case law or on other aspects regarding SPCs that have not been ; i
i addressed in this survey and that are important to you?
iQuestion 77 If there is anything else you would like to suggest or tell us in connection with this 277
survey, please feel free to do so now:
§Ques‘rion S1 What is your age? (Please check the applicable category) 278
gQues’rion S2 What position do you hold at your company? 280;
§Ques’rion S3 What position do you hold at your office/firm? 283
§Ques‘rion S4 What is the total number of employees at your company? If you work for a 285
] company with offices, plants or facilities in more than one location, please indicate
i the total number of all employees. ; i
§Ques‘rion S5 Approximately how high was the total turnover of your company in the year 2015 in 287
i euros? Again, if you work for a company with offices, plants or facilities in more i i
than one location, please indicate the total turnover of all locations on a I
i worldwide basis. ; i
§Ques‘rion S4/S5 §S5 What is the total number of employees at your company? Approximately how 289
high was the fotal turnover of your company in the year 2015 in euros? i i
§Ques‘rion S6 In how many EU Member States does your company offer its products or services? 291
Question S7 For each of the activities listed below, please select the applicable share that your 203i
mmmmmmm company completes n the EU. (Research & developmend,
Question S7 For each of the activities listed below, please select the applicable share that your 205;
mmmmmmm compony complefes n the EU. (Mandfacturng)
Question S7 For each of the activities listed below, please select the applicable share that your 207;
mmmmmmm company completes n the EU. (isoution, morketngd_______
§Ques’rion S8 Is your company a parent company, a subsidiary or an independent company? ‘ 200i
gQues’rion S9 Is your parent company registered outside the European Union? i 301 5
§Ques‘rion S10 iWhat position do you hold at the association you represent? Please specify: 303
‘Question S11 iWhat position do you hold at the university or research institution you represent? & 304

e e Y Y e Y e e e M e Y e e A MY e MY A A e e
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Question 1

Which of the following applies to you?

| representa ...

Base = all respondents

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies

Base 203 189 89 51 31 63 46 5 99 46
Company 43,84% 44,97% 100,00% 100,00% 100,00% - - - 51,52% 67,39%
Association 22,66% 21,69% - - - - 100,00% - 18,18% 19,57%

Law firm or patent law firm 31,03% 30,69% - - - 100,00% - - 30,30% 13,04%

University or research institution 2,46% 2,65% - - - - - 100,00% - -

No response - - - - - - - - - -

Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regional, New Owner, Meir?aa}?e— High (in 10 melcii(L)JVr\g (in
Global national, EU 28 EZ 19 S"[\g?emti)r?ée Small Medium Large m%rgkzgrgf Non- &;ﬁ%r:r 1-9
local 2034 Director | managerial Stat Member
Irector position ates) States)
Base 203 21 41 64 48 6 14 20 53 19 53 70 15
Company 43,84% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Association 22,66% - - - - - - - - - - - -
Law firm or patent law firm 31,03% 100,00% 100,00% - - - - - - - - - -
University or research institution 2,46% - - - - - - - - - - - -
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
60
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Question 1

Which of the following applies to you?

| representa ...

Base = all respondents

General attitude towards
current SPC system
Total
positiv negativ
Base 203 124 66
Company 43,84% 40,32% 46,97%
Association 22,66% 26,61% 18,18%
Law firm or patent law firm 31,03% 33,06% 33,33%
University or research institution 2,46% - 1,52%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 2

In which country is the company entity you represent located?

Base = all companies

Total Type of stakeholder Representatives of
(without the
Total aclfetg{w Company ; ot University/ Originator Generic
tici- Law firm Association Research p p

r‘))grnlél) Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - - 51 31
Austria 2,25% 2,35% 2,25% 1,96% 3,23% - - - 1,96% 3,23%
Belgium 3,37% 3,53% 3,37% 1,96% - - - - 1,96% -
Bulgaria - - - - - - - - - -
Croatia - - - - - - - - - -
Cyprus - - - - - - - - - -
Czech Republic 1,12% 1,18% 1,12% - 3,23% - - - - 3,23%
Denmark 3,37% 3,53% 3,37% 5,88% - - - - 5,88% -
Estonia - - - - - - - - - -
Finland - - - - - - - - - -
France 7,87% 8,24% 7,87% 11,76% - - - - 11,76% -
Germany 16,85% 16,47% 16,85% 17,65% 16,13% - - - 17,65% 16,13%
Greece 3,37% 3,53% 3,37% - 9,68% - - - - 9,68%
Hungary 2,25% 2,35% 2,25% - 6,45% - - - - 6,45%
Ireland 1,12% 1,18% 1,12% - 3,23% - - - - 3,23%
Italy 5,62% 5,88% 5,62% 1,96% 6,45% - - - 1,96% 6,45%
Latvia - - - - - - - - - -
Lithuania - - - - - - - - - -
Luxembourg - - - - - - - - - -
Malta - - - - - - - - - -
The Netherlands - - - - - - - - - -
Poland 2,25% 2,35% 2,25% - 6,45% - - - - 6,45%
Portugal 1,12% 1,18% 1,12% - 3,23% - - - - 3,23%
Romania - - - - - - - - - -
Slovakia - - - - - - - - - -
Slovenia 1,12% 1,18% 1,12% - 3,23% - - - - 3,23%
Spain 11,24% 11,76% 11,24% 5,88% 19,35% - - - 5,88% 19,35%
Sweden - - - - - - - - - -
United Kingdom 8,99% 9,41% 8,99% 11,76% 6,45% - - - 11,76% 6,45%
Other country 28,09% 25,88% 28,09% 41,18% 12,90% - - - 41,18% 12,90%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 2

In which country is the company entity you represent located?

Base = all companies

. Company, Association, . . . Scope of compan

Type of law firm University/respear)éh institution is located Companies by size Position at company pactivitiesp Y

Manage- : . Low/
Total Regional, Mglr%‘ger ) Mgr\;lvgg:‘of rial,g ch?rhnglc?réo medium (in

Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9

local f ’ managerial Member
2004 Director i States)
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
Austria 2,25% - - 3,13% 4,17% - - 10,00% - - 3,77% 2,86% -
Belgium 3,37% - - 4,69% 6,25% - 14,29% - 1,89% 10,53% 1,89% 2,86% 6,67%
Bulgaria - - - - - - - - - - - - -
Croatia - - - - - - - - - - - - -
Cyprus - - - - - - - - - - - - -
Czech Republic 1,12% - - 1,56% - 16,67% - - 1,89% 5,26% - 1,43% -
Denmark 3,37% - - 4,69% - - - - 5,66% - 1,89% 4,29% -
Estonia - - - - - - - - - - - - -
Finland - - - - - - - - - - - - -
France 7,87% - - 10,94% 14,58% - 14,29% 5,00% 7,55% 5,26% 11,32% 5,71% 13,33%
Germany 16,85% - - 23,44% 31,25% - 21,43% 10,00% 18,87% 10,53% 18,87% 15,71% 20,00%
Greece 3,37% - - 4,69% 6,25% - 7,14% 10,00% - - 5,66% 4,29% -
Hungary 2,25% - - 3,13% - 33,33% - - 3,77% - 1,89% 1,43% 6,67%
Ireland 1,12% - - 1,56% 2,08% - 7,14% - - - - 1,43% -
Italy 5,62% - - 7,81% 10,42% - 14,29% 15,00% - - 9,43% 1,43% 26,67%
Latvia - - - - - - - - - - - - -
Lithuania - - - - - - - - - - - - -
Luxembourg - - - - - - - - - - - - -
Malta - - - - - - - - - - - - -
The Netherlands - - - - - - - - - - - - -
Poland 2,25% - - 3,13% - 33,33% - - 3,77% 5,26% 1,89% 1,43% 6,67%
Portugal 1,12% - - 1,56% 2,08% - - 5,00% - 5,26% - 1,43% -
Romania - - - - - - - - - - - - -
Slovakia - - - - - - - - - - - - -
Slovenia 1,12% - - 1,56% 2,08% 16,67% - - 1,89% - - 1,43% -
Spain 11,24% - - 15,63% 20,83% - 7,14% 30,00% 5,66% 10,53% 11,32% 12,86% 6,67%
Sweden - - - - - - - - - - - - -
United Kingdom 8,99% - - 12,50% - - 14,29% 10,00% 7,55% 10,53% 7,55% 8,57% 13,33%
Other country 28,09% - - - - - - 5,00% 41,51% 36,84% 24,53% 32,86% -
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 63
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Question 2

In which country is the company entity you represent located?

Base = all companies

General attitude towards
current SPC system
Total
positiv negativ
Base 89 50 31
Austria 2,25% 2,00% 3,23%
Belgium 3,37% 2,00% -
Bulgaria - - -
Croatia - - -
Cyprus - - -
Czech Republic 1,12% - 3,23%
Denmark 3,37% 6,00% -
Estonia - - -
Finland - - -
France 7,87% 10,00% -
Germany 16,85% 18,00% 16,13%
Greece 3,37% - 9,68%
Hungary 2,25% - 6,45%
Ireland 1,12% 2,00% -
Italy 5,62% 2,00% 6,45%
Latvia - - -
Lithuania - - -
Luxembourg - - -
Malta - - -
The Netherlands - - -
Poland 2,25% - 6,45%
Portugal 1,12% - 3,23%
Romania - - -
Slovakia - - -
Slovenia 1,12% - 3,23%
Spain 11,24% 10,00% 12,90%
Sweden - - -
United Kingdom 8,99% 10,00% 9,68%
Other country 28,09% 38,00% 19,35%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 2

In which country is the company entity you represent located?

Base = all companies

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total actﬂég{ed Company ; ot University/ Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - - 51 31
Total EU 28 71,91% 74,12% 71,91% 58,82% 87,10% - - - 58,82% 87,10%
EZ 19 53,93% 55,29% 53,93% 41,18% 64,52% - - - 41,18% 64,52%
New Member States since 2004 6,74% 7,06% 6,74% - 19,35% - - - - 19,35%
Outside of the EU 28,09% 25,88% 28,09% 41,18% 12,90% - - - 41,18% 12,90%
No response - - - - - - - - - -
; Company, Association, ) ] - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
e s | vounStg || HERE 0| medum
Global national, EU 28 EZ 19 - Small Medium Large Non- 1-9
| i State since the board, ial Member b
ocal 2004 Director | Manageria States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
Total EU 28 71,91% - - 100,00% 100,00% 100,00% 100,00% 95,00% 58,49% 63,16% 75,47% 67,14% 100,00%
EZ 19 53,93% - - 75,00% 100,00% 16,67% 85,71% 85,00% 35,85% 42,11% 62,26% 50,00% 73,33%
New Member States since 2004 6,74% - - 9,38% 2,08% 100,00% - - 11,32% 10,53% 3,77% 5,71% 13,33%
Outside of the EU 28,09% - - - - - - 5,00% 41,51% 36,84% 24,53% 32,86% -
No response - - - - - - - - - - - - -
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Question 2
In which country is the company entity you represent located?

Base = all companies

General attitude towards
current SPC system
Total
positiv negativ
Base 89 50 31
Total EU 28 71,91% 62,00% 80,65%
EZ 19 53,93% 46,00% 54,84%
New Member States since 2004 6,74% - 19,35%
Outside of the EU 28,09% 38,00% 19,35%
No response - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 3
Is the company entity you represent active in a field for which SPC (Supplementary Protection Certificate) protection is available?

Base = all companies

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ; ot % Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - - 51 31
Yes 92,13% 91,76% 92,13% 100,00% 100,00% - - - 100,00% 100,00%
No 7,87% 8,24% 7,87% - - - - - - -
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total : New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
; Member : Member of or more
Global national, EU 28 EZ 19 State since Small Medium Large the board, Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
Yes 92,13% - - 89,06% 85,42% 100,00% 64,29% 95,00% 98,11% 89,47% 92,45% 95,71% 73,33%
No 7,87% - - 10,94% 14,58% - 35,71% 5,00% 1,89% 10,53% 7,55% 4,29% 26,67%
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 3
Is the company entity you represent active in a field for which SPC (Supplementary Protection Certificate) protection is available?

Base = all companies

General attitude towards
current SPC system
Total
positiv negativ

Base 89 50 31
Yes 92,13% 100,00% 100,00%
No 7,87%

No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 4
What is your company's sector of activity?
(Multiple responses possible)

Base = all companies active in any SPC field (according to Q3)

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies
Base 82 78 82 51 31 - - - 51 31
Pharmaceuticals (humans) 91,46% 91,03% 91,46% 92,16% 90,32% - - - 92,16% 90,32%
Pharmaceuticals (animals) 15,85% 15,38% 15,85% 19,61% 9,68% - - - 19,61% 9,68%
Plant protection 8,54% 8,97% 8,54% 7,84% 9,68% - - - 7,84% 9,68%
Sum of answers 115,85% 115,38% 115,85% 119,61% 109,68% - - - 119,61% 109,68%
No response - - - - - - - - - -
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Reg_mnal, Member . Member of rial, or more medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member -
local 2004 Director | managerial States) Member
position States)
Base 82 - - 57 41 6 9 19 52 17 49 67 11
Pharmaceuticals (humans) 91,46% - - 91,23% 87,80% 100,00% 100,00% 84,21% 92,31% 94,12% 87,76% 91,04% 90,91%
Pharmaceuticals (animals) 15,85% - - 19,30% 21,95% 16,67% 55,56% 10,53% 11,54% 17,65% 10,20% 14,93% 18,18%
Plant protection 8,54% - - 8,77% 12,20% - - 10,53% 9,62% - 12,24% 8,96% 9,09%
Sum of answers 115,85% - - 119,30% 121,95% 116,67% 155,56% 105,26% 113,46% 111,76% 110,20% 114,93% 118,18%
No response - - - - - - - - - - - - -
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Question 4
What is your company's sector of activity?
(Multiple responses possible)

Base = all companies active in any SPC field (according to Q3)

General attitude towards
Total current SPC system

positiv negativ
Base 82 50 31
Pharmaceuticals (humans) 91,46% 90,00% 93,55%
Pharmaceuticals (animals) 15,85% 24,00% 3,23%
Plant protection 8,54% 8,00% 9,68%
Sum of answers 115,85% 122,00% 106,45%
No response - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 5

What is your company's main sector of activity?

Base = all companies active in any SPC field (according to Q3) and more than one answer in Q4

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research : )
ggrf:él) Total Originator Generic institution companies companies
Base 12 11 12 9 3 - - - 9 3
Pharmaceuticals (humans) 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
Pharmaceuticals (animals) - - - - - - - - - -
Plant protection - - - - - - - - - -
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Global Regional, Member . Member of rial, or more medium (in
oba national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director | managerial States) Member
position States)
Base 12 - - 10 8 1 5 1 6 2 5 9 2
Pharmaceuticals (humans) 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Pharmaceuticals (animals) - - - - - - - - - - - - -
Plant protection - - - - - - - - - - - - -
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 5
What is your company's main sector of activity?

Base = all companies active in any SPC field (according to Q3) and more than one answer in Q4

General attitude towards
current SPC system
Total

positiv negativ
Base 12 10 2
Pharmaceuticals (humans) 100,00% 100,00% 100,00%
Pharmaceuticals (animals) - - -
Plant protection - - -
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 6

Would you describe your company as being predominantly a research-based company ("originator") or a generic company?

Base = all companies active in any SPC field (according to Q3)

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ; ot % Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 82 78 82 51 31 - - - 51 31
Originator 62,20% 61,54% 62,20% 100,00% - - - - 100,00% -
Generic 37,80% 38,46% 37,80% - 100,00% - - - - 100,00%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
; Member : Member of or more
Global national, EU 28 EZ 19 State since Small Medium Large the board, Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 82 - - 57 41 6 9 19 52 17 49 67 11
Originator 62,20% - - 52,63% 51,22% - 66,67% 36,84% 71,15% 64,71% 59,18% 61,19% 63,64%
Generic 37,80% - - 47,37% 48,78% 100,00% 33,33% 63,16% 28,85% 35,29% 40,82% 38,81% 36,36%
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 6
Would you describe your company as being predominantly a research-based company ("originator") or a generic company?

Base = all companies active in any SPC field (according to Q3)

General attitude towards
current SPC system
Total
positiv negativ
Base 82 50 31
Originator 62,20% 86,00% 22,58%
Generic 37,80% 14,00% 77,42%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 7

What type of association do you represent?

Base = all associations
Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
artici- Law firm Association Research : )
F;))ants) Total Originator Generic institution companies companies
Base 46 41 - - - - 46 - 18 9
Industry association 71,74% 73,17% - - - - 71,74% - 100,00% 100,00%
Professional association 19,57% 21,95% - - - - 19,57% - - -
Other association 8,70% 4,88% - - - - 8,70% - - -
No response - - - - - - - - - -
Total 100,00% 100,00% - - - - 100,00% - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regional New Owner, Marri]:lge_ High (in 10 meI&i?J\Arcwl (in
- ’ Member . Member of ) or more
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 46 - - - - - - - - -
Industry association 71,74% - - - - - - - - - -
Professional association 19,57% - - - - - - - - - -
Other association 8,70% - - - - - - - - - -
No response - - - - - - - - - - -
Total 100,00% - - - - - - - - - -
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Question 7
What type of association do you represent?

Base = all associations

General attitude towards
current SPC system
Total
positiv negativ
Base 46 33 12
Industry association 71,74% 78,79% 58,33%
Professional association 19,57% 15,15% 25,00%
Other association 8,70% 6,06% 16,67%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 8
In which country is the association you represent located?

Base = all associations

Total Type of stakeholder Representatives of
(without the
Total aclgetggw Company University/ Originator Generic

partici- Law firm Association Reﬂeat_rch companies | companies

pants) Total Originator Generic institution
Base 46 41 - - - - 46 - 18 9
Austria 2,17% 2,44% - - - - 2,17% - - 11,11%
Belgium 15,22% 14,63% - - - - 15,22% - 16,67% -
Bulgaria - - - - - - - - - -
Croatia 2,17% 2,44% - - - - 2,17% - 5,56% -
Cyprus - - - - - - - - - -
Czech Republic 2,17% 2,44% - - - - 2,17% - - 11,11%
Denmark 2,17% 2,44% - - - - 2,17% - 5,56% -
Estonia - - - - - - - - - -
Finland 2,17% 2,44% - - - - 2,17% - 5,56% -
France 8,70% 7,32% - - - - 8,70% - - -
Germany 13,04% 14,63% - - - - 13,04% - 16,67% 11,11%
Greece 6,52% 7,32% - - - - 6,52% - 5,56% 11,11%
Hungary 2,17% 2,44% - - - - 2,17% - - 11,11%
Ireland - - - - - - - - - -
Italy 4,35% 4,88% - - - - 4,35% - 5,56% -
Latvia - - - - - - - - - -
Lithuania - - - - - - - - - -
Luxembourg - - - - - - - - - -
Malta - - - - - - - - - -
The Netherlands - - - - - - - - - -
Poland 2,17% 2,44% - - - - 2,17% - - 11,11%
Portugal 2,17% 2,44% - - - - 2,17% - - 11,11%
Romania - - - - - - - - - -
Slovakia - - - - - - - - - -
Slovenia - - - - - - - - - -
Spain 8,70% 4,88% - - - - 8,70% - - 22,22%
Sweden 2,17% - - - - - 2,17% - 5,56% -
United Kingdom 8,70% 9,76% - - - - 8,70% - 16,67% -
Other country 15,22% 17,07% - - - - 15,22% - 16,67% -
No response - - - - - - - - - -
Total 100,00% 100,00% - - - - 100,00% - 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 8
In which country is the association you represent located?

Base = all associations

, Company, Association : : . Scope of compan

Type of law firm University/res%ar)éh institution is located Companies by size Position at company pactivitiesp Y

Manage- . . Low/
e | Vot || MO0 e G

Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9

local 2004 Director ! managerial States) Member
position States)
Base 46 - - - - - - - - R R R -
Austria 2,17% - - - - - - - - R R R -
Belgium 15,22% - - - - - - - R R R - -
Bulgaria - - - - - - - - R R R _ _
Croatia 2,17% - - - - - - - R R - - -
Cyprus - - - R - - - - R R - - _
Czech Republic 2,17% - - - - - - - R R - - R
Denmark 2,17% - - - - - - - - - - - -
Estonia - - - - - - - - - R - - -
Finland 2,17% - - - - - - - R - - - R
France 8,70% - - - - - - - - - - - -
Germany 13,04% - - - - - - R R - - - R
Greece 6,52% - - - - - - - - - - - -
Hungary 2,17% - - - - - - - - - - - R
Ireland - - B - - - - R R - - R R
Italy 4,35% - - - - - - - - - - R R
Latvia - - - - - - - - - - - R N
Lithuania - - - - - - - - - - - - -
Luxembourg - - - - - - - - - - - R R
Malta - - - - - - - - - - - - -
The Netherlands - - - - - - - - - - - R R
Poland 2,17% - - - - - - - - - - - -
Portugal 2,17% - - - - - - - - - - - -
Romania - - - - - - - - - - R R R
Slovakia - - - - - - - - - - - R -
Slovenia - - - - - - - - - - - - -
Spain 8,70% - - - - - - - - R R - -
Sweden 2,17% - - - - - - - - - N - -
United Kingdom 8,70% - - - - - - - - R R . _
Other country 15,22% - - - - - - - - - N - -
No response - - - - - - - - R - R - -
Total 100,00% - - - - - - - - - - - -
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 78
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Question 8
In which country is the association you represent located?

Base = all associations

General attitude towards
Total current SPC system
positiv negativ
Base 46 33 12
Austria 2,17% 3,03% -
Belgium 15,22% 15,15% 16,67%
Bulgaria - - -
Croatia 2,17% 3,03% -
Cyprus - - -
Czech Republic 2,17% - 8,33%
Denmark 2,17% 3,03% -
Estonia - - -
Finland 2,17% 3,03% -
France 8,70% 9,09% 8,33%
Germany 13,04% 18,18% -
Greece 6,52% 6,06% 8,33%
Hungary 2,17% - 8,33%
Ireland - - -
Italy 4,35% 3,03% -
Latvia - - -
Lithuania - - -
Luxembourg - - -
Malta - - -
The Netherlands - - -
Poland 2,17% - 8,33%
Portugal 2,17% - 8,33%
Romania - - -
Slovakia - - -
Slovenia - - -
Spain 8,70% 6,06% 16,67%
Sweden 2,17% 3,03% -
United Kingdom 8,70% 12,12% -
Other country 15,22% 15,15% 16,67%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 8

In which country is the association you represent located?

Base = all associations

Outside of the EU

No response

Total ype of stakeholder epresentatives o
T f stakehold R i f
(without the
Total aclcaetS{ed Company ) - University/ | qyiginator Generic
partici- Law firm Association Reﬂeat_rch companies | companies
pants) Total Originator Generic institution
Base 46 41 - - - 46 18 9
Total EU 28 84,78% 82,93% - - - 84,78% - 83,33% 100,00%
EZ 19 63,04% 60,98% - - - 63,04% - 50,00% 66,67%
New Member States since 2004 8,70% 9,76% - - - 8,70% - 5,56% 33,33%
Outside of the EU 15,22% 17,07% - - - 15,22% - 16,67% -
No response - - - - - - - -
; Company, Association, ) : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
o Regional, Mglrivk\)ler M(e)r\gggrr’of rial, ch?rhnsgréo medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director | managerial States) Member
position States)
Base 46 - - - - - - - -
Total EU 28 84,78% - - - - - - - - -
EZ 19 63,04% - - - - - - - - -
New Member States since 2004 8,70% - - - - - - - - -
15,22% - - - - - - - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 8
In which country is the association you represent located?

Base = all associations

General attitude towards
Total current SPC system

positiv negativ
Base 46 33 12
Total EU 28 84,78% 84,85% 83,33%
EZ 19 63,04% 63,64% 58,33%
New Member States since 2004 8,70% 3,03% 25,00%
QOutside of the EU 15,22% 15,15% 16,67%
No response - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 9

How many members does your association have?

Base = all associations

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total
(without the
Total aclgetg{ed Company University/ Originator Generic
tici- Law firm Association Research : )
ggrf:él) Total Originator Generic institution companies companies
Base 46 41 - - - 46 18 9
Below 50 members 36,96% 39,02% - - - 36,96% - 38,89% 77,78%
50 upto 99 members 13,04% 12,20% - - - 13,04% - 27,78% -
100 upto 299 members 15,22% 17,07% - - - 15,22% - 22,22% -
300 members and more 34,78% 31,71% - - - 34,78% - 11,11% 22,22%
No response - - - - - - - - -
Total 100,00% 100,00% - - - 100,00% - 100,00% 100,00%
Mean value 1362,17 1363,49 - - 1362,17 180,06 103,56
: Company, Association, ; ; i Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ) Manage- ik Low/
o — | vounsrog | wa | 9010 | medm o
Global national, EU 28 EZ 19 . Small Medium Large Non- 1-9
State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 46 - - - - - - - - -
Below 50 members 36,96% - - - - - - - - -
50 upto 99 members 13,04% - - - - - - - - -
100 upto 299 members 15,22% - - - - - - - - -
300 members and more 34,78% - - - - - - - - -
No response - - - - - - - - - -
Total 100,00% - - - - - - - - -
Mean value 1362,17 - - - -
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Question 9 o
How many members does your association have?

Base = all associations

General attitude towards
current SPC system
Total
positiv negativ
Base 46 33 12
Below 50 members 36,96% 33,33% 50,00%
50 upto 99 members 13,04% 18,18% -
100 upto 299 members 15,22% 12,12% 25,00%
300 members and more 34,78% 36,36% 25,00%
No response - - -
Total 100,00% 100,00% 100,00%
Mean value 1362,17 1643,82 599,25

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 10

Does your association mainly represent pharmaceutical companies or companies from the agrochemical sector?

Base = all industry associations
Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association :?]t;iﬁilrgg companies | companies
pants) Total Originator Generic
Base 33 30 - - - - 33 - 18 9
Pharmaceutical companies 84,85% 83,33% - - - - 84,85% - 100,00% 100,00%
Agrochemical companies 15,15% 16,67% - - - - 15,15% - - -
No response - - - - - - - - - -
Total 100,00% 100,00% - - - - 100,00% - 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
Global national, EU 28 EZ 19 Sg?ems?r?:;e Small Medium Large m%nf,%?rgf Non- l\(;lre%%reer 1-9
local 2004 Director | managerial States) Member
position States)
Base 33 - - - - - - - -
Pharmaceutical companies 84,85% - - - - - - - - - -
Agrochemical companies 15,15% - - - - - - - - - -
No response - - - - - - - - - - -
Total 100,00% - - - - - - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 10
Does your association mainly represent pharmaceutical companies or companies from the agrochemical sector?

Base = all industry associations

General attitude towards
current SPC system
Total
positiv negativ
Base 33 26 7
Pharmaceutical companies 84,85% 80,77% 100,00%
Agrochemical companies 15,15% 19,23% -
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders



Institut fr Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 11

Does your association mainly represent research-based companies ("originators") or generic companies?

Base = industry associations and "pharmaceutical companies” in Q10
Total Type of stakeholder Representatives of
(without the
Total aclgetg{ed Company University/ Originator Generic
tici- Law firm Association Research : )
ggrf:él) Total Originator Generic institution companies companies
Base 28 25 - - - - 28 - 18 9
Originators 64,29% 68,00% - - - - 64,29% - 100,00% -
Generic companies 32,14% 28,00% - - - - 32,14% - - 100,00%
No response 3,57% 4,00% - - - - 3,57% - - -
Total 100,00% 100,00% - - - - 100,00% - 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total : New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 28 - - - - - - - - -
Originators 64,29% - - - - - - - - - - -
Generic companies 32,14% - - - - - - - - - - -
No response 3,57% - - - - - - - - - - -
Total 100,00% - - - - - - - - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 11
Does your association mainly represent research-based companies ("originators") or generic companies?

Base = industry associations and "pharmaceutical companies” in Q10

General attitude towards
current SPC system
Total
positiv negativ
Base 28 21 7
Originators 64,29% 85,71% -
Generic companies 32,14% 14,29% 85,71%
No response 3,57% - 14,29%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 12

Does your association mainly represent members of a particular industry, legal sector or academia?

Base = all professional association

Type of stakeholder

Representatives of

Total
(without the
later
Total Company University/ - ;
accepted ; ot % Originator Generic
tici- Law firm Association Research : )
par ItCI — . institution companies companies
pants) Total Originator Generic
Base 9 9 - - - - 9 - - -
Particular industry 22,22% 22,22% - - - - 22,22% - - -
Legal sector 77,78% 77,78% - - - - 77,78% - - -
Academia - - - - - - - - - -
Other - - - - - - - - - -
No response - - - - - - - - - -
Total 100,00% 100,00% - - - - 100,00% - - -
: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total , Manage- igh (i Low/
e | vompSr |l | HERO0 | medum n
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
local State since the board, managerial Member Member
2004 Director position States) States)
Base 9 - - - - - - -
Particular industry 22,22% - - - - - - - - -
Legal sector 77,78% - - - - - - - - -
Academia - - - - - - - - - -
Other - - - - - - - - -
No response - - - - - - - - -
Total 100,00% - - - - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 12
Does your association mainly represent members of a particular industry, legal sector or academia?

Base = all professional association

General attitude towards
current SPC system
Total
positiv negativ
Base 9 5 3
Particular industry 22,22% - 33,33%
Legal sector 77,78% 100,00% 66,67%
Academia - - -
Other - - -
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 13

What type of law firm do you represent?

Base = all law firm or patent law firm

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association :?]t;iﬁilrgg companies | companies
pants) Total Originator Generic
Base 63 58 - 63 - - 30 6
Global/international 33,33% 31,03% - - 33,33% - - 40,00% 16,67%
Regional (active in more than
one country) 30,16% 31,03% - - 30,16% - - 30,00% 16,67%
National (office(s) in only one
country) 33,33% 34,48% - - 33,33% - - 30,00% 66,67%
Local 1,59% 1,72% - - 1,59% - - - -
No response 1,59% 1,72% - - 1,59% - - - -
Total 100,00% 100,00% - - 100,00% - - 100,00% 100,00%
Global/international 33,33% 31,03% - - 33,33% - - 40,00% 16,67%
Regional/National/Local 65,08% 67,24% - - 65,08% - - 60,00% 83,33%
: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total , Manage- igh (i Low/
Regional, Myr%\ger . M‘Ce)r\;]vggrr,of rial, chg’hrrgglrelo medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director | managerial States) Member
position States)
Base 63 21 41 - - - - - - -
Global/international 33,33% 100,00% - - - - - - - - -
Regional (active in more than
one country) 30,16% - 46,34% - - - - - - -
National (office(s) in only one
country) 33,33% - 51,22% - - - - - - -
Local 1,59% - 2,44% - - - - - - -
No response 1,59% - - - - - - - - -
Total 100,00% 100,00% 100,00% - - - - - - -
Global/international 33,33% 100,00% - - - - - - - -
Regional/National/Local 65,08% - 100,00% - - - - - - -
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Question 13
What type of law firm do you represent?

Base = all law firm or patent law firm

General attitude towards
Total current SPC system
positiv negativ
Base 63 41 22
Global/international 33,33% 41,46% 18,18%
Regional (active in more than
one country) 30,16% 29,27% 31,82%
National (office(s) in only one
country) 33,33% 24,39% 50,00%
Local 1,59% 2,44% -
No response 1,59% 2,44% -
Total 100,00% 100,00% 100,00%
Global/international 33,33% 41,46% 18,18%
Regional/National/Local 65,08% 56,10% 81,82%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 14

Does your law firm mainly represent research-based companies ("originators") or generic companies?

Base = all law firm or patent law firm
Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association :?]t;iﬁilrgg companies | companies
pants) Total Originator Generic
Base 63 58 - - 63 - - 30 6
Originators 47,62% 44,83% - - 47,62% - - 100,00% -
Generic companies 9,52% 8,62% - - 9,52% - - - 100,00%
Impossible to say, it varies 42,86% 46,55% - - 42,86% - - - -
No response - - - - - - - - -
Total 100,00% 100,00% - - 100,00% - - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
e | wommetog |l | M0 medum
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
| State since the board, . Member
ocal 2004 Director managerial States) Member
position States)
Base 63 21 41 - - - - - - - - -
Originators 47,62% 57,14% 43,90% - - - - - - - - -
Generic companies 9,52% 4,76% 12,20% - - - - - - - - -
Impossible to say, it varies 42,86% 38,10% 43,90% - - - - - - - - -
No response - - - - - - - - - - -
Total 100,00% 100,00% 100,00% - - - - - - - - -
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Question 14
Does your law firm mainly represent research-based companies ("originators") or generic companies?

Base = all law firm or patent law firm

General attitude towards
current SPC system
Total
positiv negativ
Base 63 41 22
Originators 47,62% 56,10% 31,82%
Generic companies 9,52% 4,88% 18,18%
Impossible to say, it varies 42,86% 39,02% 50,00%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 15

Does your law firm mainly represent right holders or competitors of right holders?

Base = all law firm or patent law firm
Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association :?]t;iﬁilrgg companies | companies
pants) Total Originator Generic
Base 63 58 - 63 - 30 6
Right holders 46,03% 46,55% - - 46,03% - - 76,67% 16,67%
Competitors of right holders 3,17% 1,72% - - 3,17% - - - 33,33%
Impossible to say, it varies 49,21% 50,00% - - 49,21% - - 23,33% 50,00%
No response 1,59% 1,72% - - 1,59% - - - -
Total 100,00% 100,00% - 100,00% - - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- s Low/
e wommetog |l | M0 medum
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 63 21 41 - - - - - - -
Right holders 46,03% 52,38% 43,90% - - - - - - -
Competitors of right holders 3,17% 4,76% 2,44% - - - - - - -
Impossible to say, it varies 49,21% 38,10% 53,66% - - - - - - -
No response 1,59% 4,76% - - - - - - - -
Total 100,00% 100,00% 100,00% - - - - - - -
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Question 15
Does your law firm mainly represent right holders or competitors of right holders?

Base = all law firm or patent law firm

General attitude towards
current SPC system
Total
positiv negativ
Base 63 41 22
Right holders 46,03% 51,22% 36,36%
Competitors of right holders 3,17% 2,44% 4,55%
Impossible to say, it varies 49,21% 43,90% 59,09%
No response 1,59% 2,44% -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 16

In which country is the university or research institution you represent located?

Base = all university or research institution

Total

Total
(without the
later
accepted
partici-
pants)

Type of stakeholder

Representatives of

Company

Total

Originator

Generic

Law firm

Association

University/
Research
institution

Originator
companies

Generic
companies

Base

Austria
Belgium
Bulgaria
Croatia
Cyprus
Czech Republic
Denmark
Estonia
Finland
France
Germany
Greece
Hungary
Ireland

Italy

Latvia
Lithuania
Luxembourg
Malta

Poland

Portugal
Romania
Slovakia
Slovenia

Spain

Sweden

United Kingdom
Other country

No response

Total

The Netherlands

100,00%

100,00%

100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 16

In which country is the university or research institution you represent located?

Base = all university or research institution

Company, Association,
University/research institution is located

Scope of company

Type of law firm Companies by size Position at company activities

Total New Owner, Manage- High (in 10 Low/

Regional, rial, medium (in
Global national, EU 28 EZ 19 S{\/I«temk;er Small Medium Large er1er’rl13bercci)f Non- I\C;Ir mcl))re 1-9
local ate since the board, managerial ember Member
2004 Director States)

position States)

Base 5 - - - - - - - - - - - -

Austria - - - - - - - - - R R - -
Belgium - - - - - - - - R R R - -
Bulgaria - - - - - - - - R R - _ _
Croatia - - - - - - - - R R - _ -
Cyprus - - - B - - - - R R - - -
Czech Republic - - - - - - - - R R - - R
Denmark - - - - - - - - R R - _ -
Estonia - - - - - - - - - . - - R
Finland - - - - - - - - - - - - R
France -
Germany 80,00% - - - - - - R R - - - R
Greece - - - - - - - - R - - - -
Hungary - - - - - - - - R - - - R
Ireland - - B - - - - R - - - R R
Italy - - - - - - - - R - - R R
Latvia - - - - - - - - - - - R -
Lithuania - - - - - - - - - - - R N
Luxembourg - - - - - - - - - - - R R
Malta -
The Netherlands 20,00% - - - - - - - - - - N -
Poland - - - - - - - R - - R R R
Portugal - - - - - - - - - - R R R
Romania - - - - - - - - - - R R R
Slovakia - - - - - - - - - - R R R
Slovenia - - - - - - - - - - R - -
Spain - - - - - - - - - R R N -
Sweden - - - - - - - - - R R - -
United Kingdom - - - - - - - - - - . - -
Other country - - - - - - - - - R R - -

No response - - - - - - - - R R R - -

Total 100,00% - - - - - - - - - - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 97
Base: SPC Stakeholders



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU
Question 16

In which country is the university or research institution you represent located?

Base = all university or research institution

General attitude towards

rrent SP m
Total current SPC systel

positiv negativ

Base 5 - 1

Austria - - -
Belgium - - -
Bulgaria - - -
Croatia - - -
Cyprus - - -
Czech Republic - - -
Denmark - - -
Estonia - - -
Finland - - -
France - -
Germany 80,00% - 100,00%
Greece - - -
Hungary - - -
Ireland - - -
Italy - - -
Latvia - - -
Lithuania - - -
Luxembourg - - -
Malta -
The Netherlands 20,00% - -
Poland - - -
Portugal - - -
Romania - - -
Slovakia - - -
Slovenia - - -
Spain - - -
Sweden - - -
United Kingdom - - -
Other country - - -

No response - - -

Total 100,00% - 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 16

In which country is the university or research institution you represent located?

Base = all university or research institution

Type of stakeholder

Representatives of

New Member States since 2004
Outside of the EU

No response

Total
(without the
later
Total Company University/ - ;
accepted X . Y/ Originator Generic
partici- Law firm Association :?]t;iﬁilrgg companies | companies
pants) Total Originator Generic
Base 5 5 - - - - - 5 - -
Total EU 28 100,00% 100,00% - - - - - 100,00% - -
EZ 19 100,00% 100,00% - - - - - 100,00% - -
New Member States since 2004 - - - - - - - - - -
Outside of the EU - - - - - - - - - -
No response - - - - - - - - - -
; Company, Association, ) ] - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regional New Owner, Marri:}ge— High (in 10 melai?jvrvrﬁ (in
Global national, EU 28 EZ 19 S't\z/lateemski)r?:;e Small Medium Large l;/rllzngk()grrgf Non- &;ﬁ%‘; 1-9
local 2004 Director | managerial States) Member
position States)
Base 5 - - - - - - - -
Total EU 28 100,00% - - - - - - - -
EZ 19 100,00% - - - - - - - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 16

In which country is the university or research institution you represent located?

Base = all university or research institution

General attitude towards
current SPC system

New Member States since 2004
Outside of the EU

No response

Total
positiv negativ
Base 5 1
Total EU 28 100,00% 100,00%
EZ 19 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 17

Is the university or the research institution you represent involved in research and development activities in

fields for which Supplementary Protection Certificate (SPC) protection is available?

Base = all university or research institution
Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - Y Originator Generic
partici- Law firm Association Eliiﬁilrgtr: companies | companies
pants) Total Originator Generic
Base 5 5 - - - - - 5 - -
Yes 40,00% 40,00% - - - - - 40,00% - -
No 60,00% 60,00% - - - - - 60,00% - -
No response - - - - - - - - - -
Total 100,00% 100,00% - - - - - 100,00% - -
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
o Regional, M'(;lﬁ]vk\)ler M(ejr\gggrr’of rial, H'[ﬂhnsgréo medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 5 - - - - - - - -
Yes 40,00% - - - - - - - - -
No 60,00% - - - - - - - - - -
No response - - - - - - - - - -
Total 100,00% - - - - - - - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 17

Is the university or the research institution you represent involved in research and development activities in
fields for which Supplementary Protection Certificate (SPC) protection is available?

Base = all university or research institution

General attitude towards
current SPC system

Total
positiv negativ
Base 5 1
Yes 40,00% 100,00%
No 60,00%
No response
Total 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 18

In the last ten years, has your company or university/research institution applied for authorisation to place a product on the European market

before the European Medicines Agency (EMA) or the corresponding national authorities of any EU Member States?

If you are not sure about the exact number, a rough estimate will suffice.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17)

Total Type of stakeholder Representatives of
(without the
Total acléletg{ed Company ; ot University/ Originator Generic
tici- Law firm Association Research ; )

Fignlél) Total Originator Generic institution comparies companies
Base 84 80 82 51 31 - 2 51 31
Below 50 38,10% 38,75% 39,02% 49,02% 22,58% - - 49,02% 22,58%
50 upto 199 19,05% 20,00% 19,51% 9,80% 35,48% - - 9,80% 35,48%
200 upto 499 4,76% 5,00% 4,88% 3,92% 6,45% - - 3,92% 6,45%
500 and more 11,90% 12,50% 12,20% 9,80% 16,13% - - 9,80% 16,13%
No, not during the last ten years 14,29% 13,75% 12,20% 15,69% 6,45% - 100,00% 15,69% 6,45%
Don't know 5,95% 3,75% 6,10% 5,88% 6,45% - - 5,88% 6,45%
No response 5,95% 6,25% 6,10% 5,88% 6,45% - - 5,88% 6,45%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - 100,00% 100,00% 100,00%
Mean value 172,53 175,33 172,53 149,11 207,20 - - 149,11 207,20

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

103



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 18

In the last ten years, has your company or university/research institution applied for authorisation to place a product on the European market
before the European Medicines Agency (EMA) or the corresponding national authorities of any EU Member States?

If you are not sure about the exact number, a rough estimate will suffice.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17)

, Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities

Total . New owner, Manage- High (in 10 Low/
Global iy EU 28 EZ 19 Member Small Medium Large Member of Nor- ormore | MeGe (N

local State since 9 the board, managerial Member Member

2004 Director position States) States)
Base 84 - - 57 41 6 9 19 52 17 49 67 11
Below 50 38,10% - - 31,58% 34,15% 50,00% 11,11% 31,58% 48,08% 35,29% 46,94% 44,78% 9,09%
50 upto 199 19,05% - - 24,56% 24,39% 16,67% 33,33% 21,05% 17,31% 29,41% 16,33% 22,39% 9,09%
200 upto 499 4,76% - - 5,26% 4,88% 16,67% 11,11% - 577% 5,88% 2,04% 5,97% -
500 and more 11,90% - - 7,02% 4,88% - - 5,26% 15,38% 11,76% 10,20% 13,43% -
No, not during the last ten years 14,29% - - 17,54% 17,07% - 44,44% 26,32% 1,92% 17,65% 10,20% 5,97% 45,45%
Don't know 5,95% - - 5,26% 7,32% - - 10,53% 3,85% - 10,20% 2,99% 18,18%
No response 5,95% - - 8,77% 7,32% 16,67% - 5,26% 7,69% - 4,08% 4,48% 18,18%
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Mean value 172,53 - - 140,56 99,86 83,60 100,20 75,82 185,84 158,07 126,62 165,36 52,50
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Question 18

In the last ten years, has your company or university/research institution applied for authorisation to place a product on the European market
before the European Medicines Agency (EMA) or the corresponding national authorities of any EU Member States?

If you are not sure about the exact number, a rough estimate will suffice.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17)

General attitude towards
current SPC system
Total
positiv negativ
Base 84 50 32
Below 50 38,10% 48,00% 25,00%
50 upto 199 19,05% 14,00% 28,13%
200 upto 499 4,76% 4,00% 6,25%
500 and more 11,90% 10,00% 15,63%
No, not during the last ten years 14,29% 16,00% 6,25%
Don't know 5,95% 2,00% 12,50%
No response 5,95% 6,00% 6,25%
Total 100,00% 100,00% 100,00%
Mean value 172,53 149,11 209,63
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 105
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Question 19

In the last ten years, has your company or university/research institution applied for an SPC in Europe?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17)

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association ﬁliiﬁilrgtr: companies | companies
pants) Total Originator Generic
Base 84 80 82 51 31 - - 2 51 31
Yes, several times 46,43% 46,25% 47,56% 72,55% 6,45% - - - 72,55% 6,45%
Yes, only once 5,95% 6,25% 6,10% 3,92% 9,68% - - - 3,92% 9,68%
No, never 45,24% 46,25% 43,90% 23,53% 77,42% - - 100,00% 23,53% 77,42%
Don't know 2,38% 1,25% 2,44% - 6,45% - - - - 6,45%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00% 100,00%
: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Manage- i h (i Low/
e e vompSr |l | HERO0 | medum n
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director | managerial States) Member
position States)
Base 84 - - 57 41 6 9 19 52 17 49 67 11
Yes, several times 46,43% - - 29,82% 26,83% - - 10,53% 69,23% 47,06% 42,86% 56,72% -
Yes, only once 5,95% - - 8,77% 9,76% 16,67% 11,11% 5,26% 5,77% 5,88% 8,16% 7,46% -
No, never 45,24% - - 59,65% 60,98% 83,33% 88,89% 78,95% 25,00% 47,06% 44,90% 34,33% 100,00%
Don't know 2,38% - - 1,75% 2,44% - - 5,26% - - 4,08% 1,49% -
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
106




Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 19

In the last ten years, has your company or university/research institution applied for an SPC in Europe?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17)

General attitude towards
current SPC system

Total
positiv negativ
Base 84 50 32
Yes, several times 46,43% 66,00% 18,75%
Yes, only once 5,95% 6,00% 6,25%
No, never 45,24% 26,00% 71,88%
Don't know 2,38% 2,00% 3,13%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 20

Did your company or university/research institution ever obtain such an SPC?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 44 42 44 39 5 - - - 39 5
Yes 97,73% 97,62% 97,73% 100,00% 80,00% - - - 100,00% 80,00%
No 2,27% 2,38% 2,27% - 20,00% - - - - 20,00%
Don't know - - - - - - - - - -
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Global Redona. EU 28 EZ 19 Member Small Medium Large Member of Not- ormore | Mgt (1
! State since 9 the board, . Member
local 2004 Director managerial States) Member
position States)
Base 44 - - 22 15 1 1 3 39 9 25 43 -
Yes 97,73% - - 95,45% 100,00% - 100,00% 100,00% 97,44% 100,00% 96,00% 97,67% -
No 2,27% - - 4,55% - 100,00% - - 2,56% - 4,00% 2,33% -
Don't know - - - - - - - - - - - - -
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% -
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Question 20

Did your company or university/research institution ever obtain such an SPC?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

General attitude towards
current SPC system

Total
positiv negativ
Base 44 36 8
Yes 97,73% 100,00% 87,50%
No 2,27% - 12,50%
Don't know - - -
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 21

On average, in how many EU Member States do you apply for SPCs? If you're not sure about the exact number, a rough estimate will suffice.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total actﬂég{ed Company ; ot University/ Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 44 42 44 39 5 - - - 39 5
In all EU member states (28) 40,91% 40,48% 40,91% 41,03% 40,00% - - - 41,03% 40,00%
In less than 28 member states 40,91% 42,86% 40,91% 43,59% 20,00% - - - 43,59% 20,00%
Impossible to say, it varies 18,18% 16,67% 18,18% 15,38% 40,00% - - - 15,38% 40,00%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
Mean value 23,86 23,74 23,86 23,88 23,67 - - - 23,88 23,67
! Company, Association, ! : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total : New Owner, Manage- | igh (in 10 Low/
Regional, Member . Member of rial, or more medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 44 - - 22 15 1 1 3 39 9 25 43 -
In all EU member states (28) 40,91% - - 36,36% 26,67% 100,00% - - 46,15% 22,22% 40,00% 41,86% -
In less than 28 member states 40,91% - - 50,00% 60,00% - 100,00% 100,00% 33,33% 33,33% 48,00% 39,53% -
Impossible to say, it varies 18,18% - - 13,64% 13,33% - - - 20,51% 44,44% 12,00% 18,60% -
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% -
Mean value 23,86 - - 23,32 21,69 28,00 16,00 20,00 24,61 21,40 23,27 23,97 -
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Question 21
On average, in how many EU Member States do you apply for SPCs? If you're not sure about the exact number, a rough estimate will suffice.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

General attitude towards
current SPC system
Total
positiv negativ
Base 44 36 8
In all EU member states (28) 40,91% 41,67% 37,50%
In less than 28 member states 40,91% 41,67% 37,50%
Impossible to say, it varies 18,18% 16,67% 25,00%
No response - - -
Total 100,00% 100,00% 100,00%
Mean value 23,86 23,93 23,50

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 22

Is the geographical coverage of your SPC applications generally the same as the geographical coverage of the basic patent or is it smaller?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ; ot % Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 44 42 44 39 5 - - - 39 5
The same 86,36% 85,71% 86,36% 87,18% 80,00% - - - 87,18% 80,00%
Smaller than the basic patent 11,36% 11,90% 11,36% 12,82% - - - - 12,82% -
Impossible to say, it varies 2,27% 2,38% 2,27% - 20,00% - - - - 20,00%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Global Redona. EU 28 EZ 19 Member Small Medium Large Member of Not- ormore | Mgt (1
! State since 9 the board, . Member
local 2004 Director managerial States) Member
position States)
Base 44 - - 22 15 1 1 3 39 9 25 43 -
The same 86,36% - - 81,82% 73,33% 100,00% - 100,00% 87,18% 88,89% 80,00% 86,05% -
Smaller than the basic patent 11,36% - - 13,64% 20,00% - 100,00% - 10,26% 11,11% 16,00% 11,63% -
Impossible to say, it varies 2,27% - - 4,55% 6,67% - - - 2,56% - 4,00% 2,33% -
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% -
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Question 22
Is the geographical coverage of your SPC applications generally the same as the geographical coverage of the basic patent or is it smaller?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

General attitude towards
current SPC system
Total
positiv negativ
Base 44 36 8
The same 86,36% 91,67% 62,50%
Smaller than the basic patent 11,36% 8,33% 25,00%
Impossible to say, it varies 2,27% - 12,50%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 23

Now thinking specifically about cases where your company or university/research institution applies for an SPC and markets pharmaceutical products:
Does the geographical scope of the requested SPC generally match the geographical scope of the territory in which you market the pharmaceutical products?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ) - Y Originator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 44 42 44 39 5 - - - 39 5
Always 27.27% 28,57% 27,27% 30,77% - - - - 30,77% -
In most cases 65,91% 64,29% 65,91% 61,54% 100,00% - - - 61,54% 100,00%
Rarely 2,27% 2,38% 2,27% 2,56% - - - - 2,56% -
Never - - - - - - - - - -
Impossible to say, it varies 2,27% 2,38% 2,27% 2,56% - - - - 2,56% -
No response 2,27% 2,38% 2,27% 2,56% - - - - 2,56% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
Always, In most cases 93,18% 92,86% 93,18% 92,31% 100,00% - - - 92,31% 100,00%
Rarely, Never 2,27% 2,38% 2.27% 2,56% - - - - 2,56% -
, Company, Association, N ! - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regional, New Owner, Mar?aal,ge_ High (in 10 melai?m (in
Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 19
| i State since the board, ial Member b
oca 2004 Director | Managena States) Member
position States)
Base 44 - - 22 15 1 1 3 39 9 25 43 -
Always 27,27% - - 22,73% 20,00% - - 33,33% 25,64% 11,11% 32,00% 25,58% -
In most cases 65,91% - - 68,18% 80,00% 100,00% 100,00% 66,67% 66,67% 88,89% 64,00% 67,44% -
Rarely 2,27% - - - - - - - 2,56% - 4,00% 2,33% -
Never - - - - - - - - - - - - -
Impossible to say, it varies 2,27% - - 4,55% - - - - 2,56% - - 2,33% -
No response 2,27% - - 4,55% - - - - 2,56% - - 2,33% -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% -
Always, In most cases 93,18% - - 90,91% 100,00% 100,00% 100,00% 100,00% 92,31% 100,00% 96,00% 93,02% -
Rarely, Never 2,27% - - - - - - - 2,56% - 4,00% 2,33% -
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Question 23
Now thinking specifically about cases where your company or university/research institution applies for an SPC and markets pharmaceutical products:

Does the geographical scope of the requested SPC generally match the geographical scope of the territory in which you market the pharmaceutical products?

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

General attitude towards
current SPC system
Total
positiv negativ
Base 44 36 8
Always 27,27% 27,78% 25,00%
In most cases 65,91% 63,89% 75,00%
Rarely 2,27% 2,78% -
Never - - -
Impossible to say, it varies 2.27% 2,78% -
No response 2,27T% 2,78% -
Total 100,00% 100,00% 100,00%
Always, In most cases 93,18% 91,67% 100,00%
Rarely, Never 2,27% 2,78% -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

1) We conduct freedom to operate searches on granted patents or patent applications in the preparation stage of research projects.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Type of stakeholder

Representatives of

Now and then, Never

Total
1) We conduct freedom to ;
operate searches on granted (wn?aczg the
patents or patent applications in Total Company University/ - )
the preparation stage of acgﬁ?gﬁd Law firm Association | Research Originator Generic
research projects. p . - institution companies companies
pants) Total Originator Generic
Base 44 42 44 39 5 - - 39 5
Always 29,55% 30,95% 29,55% 20,51% 100,00% - - 20,51% 100,00%
In most cases 65,91% 64,29% 65,91% 74,36% - - - 74,36% -
Now and then - - - - - - - - -
Never - - - - - - - - -
Don't know 4,55% 4,76% 4,55% 5,13% - - - 5,13% -
No response - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
Always, In most cases 95,45% 95,24% 95,45% 94,87% 100,00% - - 94,87% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

1) We conduct freedom to operate searches on granted patents or patent applications in the preparation stage of research projects.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Company, Association,

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Type of law firm University/research institution is located Companies by size activities
1) We conduct freedom to
operate searches on granted Manage Low/
patents or patent applications in Total ) New Owner . i High (in 10 h )
th ti . f Reglonal, ) ! rial, medium (in
i prepareon sage o ciobal | naol | Evzo | Ezis | UMDY | smar | wesom | laee | YRS en | ogmee | Tore
2004 Director position States) States)
Base 44 - 22 15 1 1 3 39 9 25 43 -
Always 29,55% - 40,91% 40,00% 100,00% 100,00% 66,67% 25,64% 22,22% 28,00% 30,23% -
In most cases 65,91% - 54,55% 60,00% - - 33,33% 69,23% 77,78% 64,00% 65,12% -
Now and then - - - - - - - - - - - -
Never - - - - - - - - - - - -
Don't know 4,55% - 4,55% - - - - 5,13% - 8,00% 4,65% -
No response - - - - - - - - - - - -
Total 100,00% - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% -
Always, In most cases 95,45% - 95,45% 100,00% 100,00% 100,00% 100,00% 94,87% 100,00% 92,00% 95,35% -
Now and then, Never - - - - - - - - - - - -
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How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

1) We conduct freedom to operate searches on granted patents or patent applications in the preparation stage of research projects.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

1) We conduct freedom to General attitude towards
operate searches on granted current SPC system
patents or patent applications in Total

the preparation stage of

research projects. positiv negativ
Base 44 36 8
Always 29,55% 22,22% 62,50%
In most cases 65,91% 72,22% 37,50%
Now and then - - -
Never - - -
Don't know 4,55% 5,56% -

No response - -

Total 100,00% 100,00% 100,00%

Always, In most cases 95,45% 94,44% 100,00%

Now and then, Never - -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

2) We conduct freedom to operate searches on granted SPCs or SPC applications in the preparation stage of research projects.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

2) We conduct freedom to Total Type of stakeholder Representatives of
operate searches on granted Mitmg the
SPCs or SPC applications in the Total Company University/ - )

. ted ) - Y
preparation stage of research aggﬁ?cﬁ Law firm Association | Research c?)g?";%tigrs cfn? nae;'és
projects. pants) Total Originator Generic institution P P
Base 44 42 44 39 5 - - 39 5
Always 20,45% 21,43% 20,45% 10,26% 100,00% - - 10,26% 100,00%
In most cases 13,64% 11,90% 13,64% 15,38% - - - 15,38% -
Now and then 52,27% 54,76% 52,27% 58,97% - - - 58,97% -
Never 6,82% 4,76% 6,82% 7,69% - - - 7,69% -
Don't know 6,82% 7,14% 6,82% 7,69% - - - 7,69% -
No response - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
Always, In most cases 34,09% 33,33% 34,09% 25,64% 100,00% - - 25,64% 100,00%
Now and then, Never 59,09% 59,52% 59,09% 66,67% - - - 66,67% -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

2) We conduct freedom to operate searches on granted SPCs or SPC applications in the preparation stage of research projects.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

2) We conduct freedom to Type of law firm University/research institution is located activities
operate searches on granted Manage Low/
SPCs or SPC applications in the Total ) New Owner . i High (in 10 h )
ti t f h Reglonal, ) ! rial, medium (in
pre_parta on stage of researc Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
projects. State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 44 - 22 15 1 1 3 39 9 25 43 -
Always 20,45% - - 27,27% 26,67% 100,00% - 66,67% 17,95% 11,11% 24,00% 20,93% -
In most cases 13,64% - - 13,64% 20,00% - - 33,33% 12,82% 11,11% 20,00% 13,95% -
Now and then 52,27% - - 50,00% 46,67% - - - 56,41% 55,56% 40,00% 51,16% -
Never 6,82% - 4,55% 6,67% - 100,00% - 5,13% 11,11% 8,00% 6,98% -
Don't know 6,82% - 4,55% - - - - 7,69% 11,11% 8,00% 6,98% -
No response - - - - - - - - - - - -
Total 100,00% - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% -
Always, In most cases 34,09% - 40,91% 46,67% 100,00% - 100,00% 30,77% 22,22% 44,00% 34,88% -
Now and then, Never 59,09% - 54,55% 53,33% - 100,00% - 61,54% 66,67% 48,00% 58,14% -
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

2) We conduct freedom to operate searches on granted SPCs or SPC applications in the preparation stage of research projects.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

2) We conduct freedom to
operate searches on granted

General attitude towards
current SPC system

SPCs or SPC applications in the Total

preparation stage of research

projects. positiv negativ
Base 44 36 8
Always 20,45% 11,11% 62,50%
In most cases 13,64% 13,89% 12,50%
Now and then 52,27% 61,11% 12,50%
Never 6,82% 5,56% 12,50%
Don't know 6,82% 8,33% -
No response - - -
Total 100,00% 100,00% 100,00%
Always, In most cases 34,09% 25,00% 75,00%
Now and then, Never 59,09% 66,67% 25,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

3) We consult patent applications or patents as a source of information for our research before we start or when we are completing a research project.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

3) We consult patent Total Type of stakeholder Representatives of
applications or patents as a (without the
source of information for our later . .
research before we start or Total accepted Company ) - University/ Originator Generic
when we are completing a partici- Law firm Association | Research | 0 0 hies | companies
A tituti P P
research project. pants) Total Originator Generic institution
Base 44 42 44 39 5 - - - 39 5
Always 18,18% 19,05% 18,18% 15,38% 40,00% - - 15,38% 40,00%
In most cases 70,45% 71,43% 70,45% 74,36% 40,00% - - 74,36% 40,00%
Now and then 9,09% 7,14% 9,09% 7,69% 20,00% - - 7,69% 20,00%
Never - - - - - - - - - -
Don't know 2,27% 2,38% 2,27% 2,56% - - - - 2,56% -
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
Always, In most cases 88,64% 90,48% 88,64% 89,74% 80,00% - - - 89,74% 80,00%
Now and then, Never 9,09% 7,14% 9,09% 7,69% 20,00% - - - 7,69% 20,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 122
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

3) We consult patent applications or patents as a source of information for our research before we start or when we are completing a research project.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Company, Association,

Companies by size

Position at company

Scope of company

3) We consult patent Type of law firm University/research institution is located activities

applications or patents as a

source of information for our Manage- L

research before we start or Total Regional, New Owner, ,—iaLQ High (in 10 | - Giim (in

when we are completing a Global national EU 28 EZ 19 Member Small Medium Large Member of Non- or more

research project. local ~ Staé%gzllnce thsz_ board, managerial l\éember Member
rector position tates) States)

Base 44 - 22 15 1 1 3 39 9 25 43

Always 18,18% - - 27,27% 40,00% - 100,00% 66,67% 12,82% 22,22% 20,00% 18,60%

In most cases 70,45% - - 59,09% 46,67% 100,00% - - 76,92% 66,67% 64,00% 69,77%

Now and then 9,09% - - 9,09% 6,67% - - 33,33% 7,69% 11,11% 12,00% 9,30%

Never - - - - - - - - - - -

Don't know 2,27% - 4,55% 6,67% - - - 2,56% - 4,00% 2,33%

No response - - - - - - - - - - -

Total 100,00% - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

Always, In most cases 88,64% - 86,36% 86,67% 100,00% 100,00% 66,67% 89,74% 88,89% 84,00% 88,37%

Now and then, Never 9,09% - 9,09% 6,67% - - 33,33% 7,69% 11,11% 12,00% 9,30%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 24

How do SPCs and patents relate to your research activity? For each activity listed below, please select the applicable frequency.

3) We consult patent applications or patents as a source of information for our research before we start or when we are completing a research project.

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

3) We consult patent
applications or patents as a
source of information for our

General attitude towards
current SPC system

research before we start or Total

when we are completing a

research project. positiv negativ
Base 44 36 8
Always 18,18% 19,44% 12,50%
In most cases 70,45% 77,78% 37,50%
Now and then 9,09% - 50,00%
Never - - -
Don't know 2,27% 2,78% -
No response - - -
Total 100,00% 100,00% 100,00%
Always, In most cases 88,64% 97,22% 50,00%
Now and then, Never 9,09% - 50,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 25

Which of the following statements apply if your research objectives involve testing whether molecules or biological substances fulfill specific intended purposes?

(Multiple responses possible)

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company - ot University/ Originator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 44 42 44 39 5 - - - 39 5
We manufacture the molecules
or compounds that we need for
our research activity ourselves 88,64% 90,48% 88,64% 89,74% 80,00% - - - 89,74% 80,00%
We employ specific suppliers
who manufacture the molecules
or compounds or isolate the
biological material 81,82% 83,33% 81,82% 82,05% 80,00% - - - 82,05% 80,00%
We buy the compounds on the
market without specifically
employing a manufacturer. 70,45% 69,05% 70,45% 69,23% 80,00% - - - 69,23% 80,00%
Sum of answers 240,91% 242,86% 240,91% 241,03% 240,00% - - - 241,03% 240,00%
No response 4,55% 4,76% 4,55% 2,56% 20,00% - - - 2,56% 20,00%
! Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Manage- k(i Low/
o Reg_ional, M';rivt\)ler . Mgr\;]\lgeerrvof rial, H:%hngg]réo medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
local State since the board, managerial Member Memb
2004 Director gerial States) ember
position States)
Base 44 - - 22 15 1 1 3 39 9 25 43 -
We manufacture the molecules
or compounds that we need for
our research activity ourselves 88,64% - - 90,91% 93,33% 100,00% 100,00% 66,67% 89,74% 77,78% 88,00% 88,37% -
We employ specific suppliers
who manufacture the molecules
or compounds or isolate the
biological material 81,82% - - 81,82% 73,33% 100,00% 100,00% 66,67% 82,05% 77,78% 80,00% 81,40% -
We buy the compounds on the
market without specifically
employing a manufacturer. 70,45% - - 68,18% 60,00% 100,00% - 66,67% 74,36% 55,56% 76,00% 72,09% -
Sum of answers 240,91% - - 240,91% 226,67% 300,00% 200,00% 200,00% 246,15% 211,11% 244,00% 241,86% -
No response 4,55% - - - - - - - 5,13% 22,22% - 4,65% -
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Question 25

Which of the following statements apply if your research objectives involve testing whether molecules or biological substances fulfill specific intended purposes?
(Multiple responses possible)

Base = all companies and universities/research institutions active in any SPC field (according to Q3 and Q17) and "yes" in Q19

General attitude towards

rrent SP m
Total current SPC systel

positiv negativ

Base 44 36 8

We manufacture the molecules
or compounds that we need for
our research activity ourselves 88,64% 94,44% 62,50%

We employ specific suppliers
who manufacture the molecules
or compounds or isolate the
biological material 81,82% 88,89% 50,00%

We buy the compounds on the
market without specifically

employing a manufacturer. 70,45% 72,22% 62,50%
Sum of answers 240,91% 255,56% 175,00%
No response 4,55% 2,78% 12,50%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 126
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

1) The current SPC Regulations on medicinal and plant protection products (Regulation 469/2009/EC and Regulation 1610/96/EC)

effectively prevent research centres situated in EU Member States from relocating to countries outside the EU

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

on medicinal and plant

1) The current SPC Regulations

Type of stakeholder

; - Total Representatives of
protection products (Regulation ;
469/2009/EC and Regulation (W'tmg} the Company
1610/96/EC) Total accepted University/
ef‘fetctlvelyt Pffvgm rEGLsJeISI‘rChb partici- Law firm | Association | Research originat Generi
centres situated in ember L ) institution riginator eneric
States from relocating to pants) Total Originator Generic companies companies
countries outside the EU
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 12,44% 12,85% 19,51% 29,41% 3,23% - 17,39% - 20,20% 6,52%
Agree 23,32% 24,02% 23,17% 27,45% 16,13% 23,81% 23,91% - 31,31% 17,39%
Disagree 22,28% 21,23% 25,61% 17,65% 38,71% 19,05% 19,57% 50,00% 17,17% 36,96%
Strongly disagree 11,40% 11,17% 9,76% 5,88% 16,13% 17,46% 6,52% - 6,06% 15,22%
Impossible to say 30,57% 30,73% 21,95% 19,61% 25,81% 39,68% 32,61% 50,00% 25,25% 23,91%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 35,75% 36,87% 42,68% 56,86% 19,35% 23,81% 41,30% - 51,52% 23,91%
Disagree, Strongly disagree 33,68% 32,40% 35,37% 23,53% 54,84% 36,51% 26,09% 50,00% 23,23% 52,17%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

127



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

1) The current SPC Regulations on medicinal and plant protection products (Regulation 469/2009/EC and Regulation 1610/96/EC)
effectively prevent research centres situated in EU Member States from relocating to countries outside the EU

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

1) The current SPC Regulations ' Company, Association . . - Scope of company
on medicinal and plant . Type of law firm University/research institution is located Companies by size Position at company activities
protection products (Regulation
469/2009/EC and Regulation
1610/96/EC) Total Manage- T Low/
effectively prevent research Regional, Myrivk\)ler ng]\’gee:' of rial, H:)grhrélgré.o medium (in
centres situated in EU Member Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
States from relocating to local 2004 Director managerial States) Member
countries outside the EU position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 12,44% - - 12,28% 12,20% - - - 28,85% 29,41% 8,16% 20,90% 9,09%
Agree 23,32% 38,10% 17,07% 21,05% 17,07% 16,67% 11,11% 10,53% 30,77% 11,76% 26,53% 25,37% 18,18%
Disagree 22,28% 9,52% 21,95% 29,82% 34,15% 33,33% 55,56% 36,84% 15,38% 23,53% 32,65% 23,88% 27,27%
Strongly disagree 11,40% 28,57% 12,20% 14,04% 12,20% 33,33% 11,11% 5,26% 11,54% 17,65% 8,16% 8,96% 18,18%
Impossible to say 30,57% 23,81% 48,78% 22,81% 24,39% 16,67% 22,22% 47,37% 13,46% 17,65% 24,49% 20,90% 27,27%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 35,75% 38,10% 17,07% 33,33% 29,27% 16,67% 11,11% 10,53% 59,62% 41,18% 34,69% 46,27% 27,27%
Disagree, Strongly disagree 33,68% 38,10% 34,15% 43,86% 46,34% 66,67% 66,67% 42,11% 26,92% 41,18% 40,82% 32,84% 45,45%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 128

Base: SPC Stakeholders



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

1) The current SPC Regulations on medicinal and plant protection products (Regulation 469/2009/EC and Regulation 1610/96/EC)
effectively prevent research centres situated in EU Member States from relocating to countries outside the EU

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

on medicinal and plant

469/2009/EC and Regulation

1) The current SPC Regulations

protection products (Regulation

General attitude towards
current SPC system

1610/96/EC) Total

effectively prevent research

centres situated in EU Member

States from relocating to

countries outside the EU positiv negativ
Base 193 124 66
Strongly agree 12,44% 17,74% 3,03%
Agree 23,32% 29,84% 12,12%
Disagree 22,28% 15,32% 36,36%
Strongly disagree 11,40% 10,48% 13,64%
Impossible to say 30,57% 26,61% 34,85%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 35,75% 47,58% 15,15%
Disagree, Strongly disagree 33,68% 25,81% 50,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

2) The SPC system as currently practised encourages European manufacturers of generic medicines to relocate production facilities to countries outside the EU

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

2) The SPC system as currently Total Type of stakeholder Representatives of
practised encourages European (without the
manufacturers of generic later . .
medicines to relocate production Total accepted Company ) - University/ Originator Generic
facilities to countries outside the partici- Law firm Association Reﬁfat.“:h companies | companies
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 17,62% 17,32% 28,05% 9,80% 58,06% 4,76% 17,39% - 8,08% 52,17%
Agree 20,21% 21,23% 17,07% 7,84% 32,26% 34,92% 6,52% - 11,11% 34,78%
Disagree 23,32% 22,91% 21,95% 33,33% 3,23% 23,81% 23,91% 50,00% 29,29% 4,35%
Strongly disagree 17,62% 17,32% 20,73% 33,33% - 11,11% 21,74% - 28,28% 2,17%
Impossible to say 21,24% 21,23% 12,20% 15,69% 6,45% 25,40% 30,43% 50,00% 23,23% 6,52%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 37,82% 38,55% 45,12% 17,65% 90,32% 39,68% 23,91% - 19,19% 86,96%
Disagree, Strongly disagree 40,93% 40,22% 42,68% 66,67% 3,23% 34,92% 45,65% 50,00% 57,58% 6,52%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

2) The SPC system as currently practised encourages European manufacturers of generic medicines to relocate production facilities to countries outside the EU

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

2) The SPC system as currently Type of law firm University/research institution is located activities
practised encourages European
manufacturers of generic Manage- L Low/
medicines to relocate production Total Regional, New Owner, rial,g High (in 10 | - Giim (in
facilities to countries outside the Global national EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
local State since the board, managerial Member Member
2004 Director position States) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 17,62% 9,52% 2,44% 35,09% 29,27% 100,00% 33,33% 31,58% 23,08% 35,29% 24,49% 26,87% 27,27%
Agree 20,21% 28,57% 36,59% 19,30% 24,39% - 22,22% 36,84% 9,62% 11,76% 20,41% 14,93% 36,36%
Disagree 23,32% 28,57% 21,95% 19,30% 19,51% - 22,22% 10,53% 26,92% 23,53% 22,45% 25,37% -
Strongly disagree 17,62% 14,29% 9,76% 15,79% 14,63% - 11,11% - 30,77% 23,53% 18,37% 22,39% 18,18%
Impossible to say 21,24% 19,05% 29,27% 10,53% 12,20% - 11,11% 21,05% 9,62% 5,88% 14,29% 10,45% 18,18%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 37,82% 38,10% 39,02% 54,39% 53,66% 100,00% 55,56% 68,42% 32,69% 47,06% 44,90% 41,79% 63,64%
Disagree, Strongly disagree 40,93% 42,86% 31,71% 35,09% 34,15% - 33,33% 10,53% 57,69% 47,06% 40,82% 47,76% 18,18%
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

2) The SPC system as currently practised encourages European manufacturers of generic medicines to relocate production facilities to countries outside the EU

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

2) The SPC system as currently
practised encourages European
manufacturers of generic

General attitude towards
current SPC system

medicines to relocate production Total
facilities to countries outside the
positiv negativ

Base 193 124 66
Strongly agree 17,62% 7,26% 37,88%
Agree 20,21% 14,52% 31,82%
Disagree 23,32% 26,61% 16,67%
Strongly disagree 17,62% 26,61% 1,52%
Impossible to say 21,24% 25,00% 12,12%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 37,82% 21,77% 69,70%
Disagree, Strongly disagree 40,93% 53,23% 18,18%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

3) The current SPC regime takes all the involved interests sufficiently into account

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
3) The current SPC regime (wn?aczg the
takes all the involved interests Total Company University/ - )
sufficiently into account accepted ) o Originator Generic
utticiently 1 u partici- Law firm Association E]v;ﬁﬁilrgg companies | companies
pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 26,42% 26,82% 32,93% 52,94% - 11,11% 36,96% - 45,45% 4,35%
Agree 29,53% 30,17% 19,51% 23,53% 12,90% 46,03% 26,09% - 30,30% 15,22%
Disagree 24,35% 25,14% 29,27% 17,65% 48,39% 25,40% 13,04% 50,00% 17,17% 43,48%
Strongly disagree 12,44% 10,61% 15,85% 3,92% 35,48% 7,94% 13,04% - 4,04% 34,78%
Impossible to say 7,25% 7,26% 2,44% 1,96% 3,23% 9,52% 10,87% 50,00% 3,03% 2,17%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 55,96% 56,98% 52,44% 76,47% 12,90% 57,14% 63,04% - 75,76% 19,57%
Disagree, Strongly disagree 36,79% 35,75% 45,12% 21,57% 83,87% 33,33% 26,09% 50,00% 21,21% 78,26%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

3) The current SPC regime takes all the involved interests sufficiently into account

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Type of law firm University/research institution is located activities
3) The current SPC regime Manage Low/
takes all the involved interests Total ) New Owner . i High (in 10 h )
fficiently int t Reglonal, ) ! rial, medium (in
sufticiently Into aceoun Global national, EU 28 EZ 19 Sg?emsk?ﬁée Small Medium Large m%r%?grgf Non- '\c;lrer:q%reer 1-9
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 26,42% 23,81% 4,88% 21,05% 17,07% - - - 51,92% 35,29% 28,57% 38,81% 9,09%
Agree 29,53% 52,38% 41,46% 22,81% 26,83% - 66,67% 21,05% 9,62% 35,29% 12,24% 16,42% 18,18%
Disagree 24,35% 4,76% 36,59% 31,58% 29,27% 50,00% 33,33% 36,84% 26,92% 17,65% 34,69% 28,36% 45,45%
Strongly disagree 12,44% 14,29% 4,88% 21,05% 21,95% 50,00% - 31,58% 11,54% 11,76% 20,41% 14,93% 18,18%
Impossible to say 7,25% 4,76% 12,20% 3,51% 4,88% - - 10,53% - - 4,08% 1,49% 9,09%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 55,96% 76,19% 46,34% 43,86% 43,90% - 66,67% 21,05% 61,54% 70,59% 40,82% 55,22% 27,27%
Disagree, Strongly disagree 36,79% 19,05% 41,46% 52,63% 51,22% 100,00% 33,33% 68,42% 38,46% 29,41% 55,10% 43,28% 63,64%
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

3) The current SPC regime takes all the involved interests sufficiently into account

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

3) The current SPC regime

General attitude towards
current SPC system

takes all the involved interests Total
sufficiently into account N ]
positiv negativ
Base 193 124 66
Strongly agree 26,42% 41,13% -
Agree 29,53% 45,97% -
Disagree 24,35% 6,45% 59,09%
Strongly disagree 12,44% 1,61% 33,33%
Impossible to say 7,25% 4,84% 7,58%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 55,96% 87,10% -
Disagree, Strongly disagree 36,79% 8,06% 92,42%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

4) The current SPC regime fosters the investment in research and development (R&D) activities

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
4) The current SPC regime (without the
fosters the investment in later . .
research and development Total accepted Company ) - University/ Originator Generic
(R&D) activities partici- Law firm Association Refteatmh companies companies
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 38,34% 38,55% 43,90% 68,63% 3,23% 22,22% 50,00% 50,00% 59,60% 6,52%
Agree 41,97% 43,58% 30,49% 15,69% 54,84% 68,25% 28,26% - 28,28% 56,52%
Disagree 12,95% 12,29% 17,07% 9,80% 29,03% 7,94% 13,04% - 9,09% 21,74%
Strongly disagree 2,07% 1,68% 3,66% 1,96% 6,45% 1,59% - - 1,01% 6,52%
Impossible to say 4,66% 3,91% 4,88% 3,92% 6,45% - 8,70% 50,00% 2,02% 8,70%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 80,31% 82,12% 74,39% 84,31% 58,06% 90,48% 78,26% 50,00% 87,88% 63,04%
Disagree, Strongly disagree 15,03% 13,97% 20,73% 11,76% 35,48% 9,52% 13,04% - 10,10% 28,26%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

4) The current SPC regime fosters the investment in research and development (R&D) activities

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

University/research institution is located activities
4) The current SPC regime
fosters the investment in Manage- L Low/
research and development Total Regional, New Owner, rial,g High (in 10 | - Giim (in
(R&D) activities Global national EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
’ State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 38,34% 38,10% 14,63% 35,09% 36,59% - 33,33% 5,26% 61,54% 41,18% 40,82% 49,25% 18,18%
Agree 41,97% 52,38% 75,61% 38,60% 36,59% 33,33% 44,44% 57,89% 19,23% 35,29% 34,69% 29,85% 45,45%
Disagree 12,95% 4,76% 9,76% 15,79% 17,07% 50,00% 11,11% 15,79% 15,38% 17,65% 16,33% 13,43% 18,18%
Strongly disagree 2,07% 4,76% - 3,51% 2,44% 16,67% - 5,26% 3,85% 5,88% 2,04% 2,99% 9,09%
Impossible to say 4,66% - - 7,02% 7,32% - 11,11% 15,79% - - 6,12% 4,48% 9,09%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 80,31% 90,48% 90,24% 73,68% 73,17% 33,33% 77,78% 63,16% 80,77% 76,47% 75,51% 79,10% 63,64%
Disagree, Strongly disagree 15,03% 9,52% 9,76% 19,30% 19,51% 66,67% 11,11% 21,05% 19,23% 23,53% 18,37% 16,42% 27,27%
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

4) The current SPC regime fosters the investment in research and development (R&D) activities

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

4) The current SPC regime
fosters the investment in

General attitude towards
current SPC system

research and development Total

(R&D) activities positiv negativ
Base 193 124 66
Strongly agree 38,34% 55,65% 7,58%
Agree 41,97% 34,68% 57,58%
Disagree 12,95% 5,65% 27,27%
Strongly disagree 2,07% 1,61% 3,03%
Impossible to say 4,66% 2,42% 4,55%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 80,31% 90,32% 65,15%
Disagree, Strongly disagree 15,03% 7,26% 30,30%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

5) The current SPC Regulations act as an incentive to increase the time span between the pre-clinical trial phase and the filing of the marketing authorisation application

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

5) The current SPC Regulations Total Type of stakeholder Representatives of

act as an incentive to increase (without the

the time span between the later . .

pre-clinical trial phase and the Total accepted Company ) - University/ Originator Generic

filing of the marketing partici- Law firm Association Res.ea.mh companies companies

authorisation application pants) Total Originator Generic Institution

Base 193 179 82 51 31 63 46 2 99 46

Strongly agree 6,22% 6,15% 10,98% 15,69% 3,23% 3,17% 2,17% - 9,09% 4,35%

Agree 20,21% 21,23% 21,95% 7,84% 45,16% 17,46% 19,57% 50,00% 11,11% 43,48%

Disagree 23,32% 22,35% 15,85% 13,73% 19,35% 44,44% 8,70% - 18,18% 23,91%

Strongly disagree 36,27% 36,31% 37,80% 56,86% 6,45% 23,81% 52,17% - 52,53% 10,87%

Impossible to say 13,99% 13,97% 13,41% 5,88% 25,81% 11,11% 17,39% 50,00% 9,09% 17,39%

No response - - - - - - - - - -

Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

Strongly agree, Agree 26,42% 27,37% 32,93% 23,53% 48,39% 20,63% 21,74% 50,00% 20,20% 47,83%

Disagree, Strongly disagree 59,59% 58,66% 53,66% 70,59% 25,81% 68,25% 60,87% - 70,71% 34,78%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 139
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Question 26a

Please indicate the extent to which you agree or disagree with each of the following statements:

5) The current SPC Regulations act as an incentive to increase the time span between the pre-clinical trial phase and the filing of the marketing authorisation application

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

5) The current SPC Regulations University/research institution is located activities
act as an incentive to increase
the time span between the Manage- L Low/
pre-clinical trial phase and the Total Regional, MNevk\)I MOWQEL " rial,g High (in 10 | - Giim (in
filing of the marketing Global national, EU 28 EZ 19 st ?m er Small Medium Large thenl]a eré) Non- I\C;Ir m%re 1-9
authorisation application local az%gzllnce § oard, managerial Sem er Member
rector position tates) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 6,22% - 4,88% 10,53% 14,63% - 11,11% 15,79% 7,69% 11,76% 12,24% 8,96% 18,18%
Agree 20,21% 19,05% 17,07% 29,82% 36,59% 33,33% 33,33% 42,11% 13,46% 17,65% 26,53% 25,37% -
Disagree 23,32% 42,86% 43,90% 17,54% 14,63% 33,33% 33,33% 15,79% 13,46% 29,41% 10,20% 14,93% 18,18%
Strongly disagree 36,27% 33,33% 19,51% 24,56% 19,51% - 11,11% 5,26% 53,85% 35,29% 32,65% 41,79% 18,18%
Impossible to say 13,99% 4,76% 14,63% 17,54% 14,63% 33,33% 11,11% 21,05% 11,54% 5,88% 18,37% 8,96% 45,45%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 26,42% 19,05% 21,95% 40,35% 51,22% 33,33% 44,44% 57,89% 21,15% 29,41% 38,78% 34,33% 18,18%
Disagree, Strongly disagree 59,59% 76,19% 63,41% 42,11% 34,15% 33,33% 44,44% 21,05% 67,31% 64,71% 42,86% 56,72% 36,36%
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Question 26a
Please indicate the extent to which you agree or disagree with each of the following statements:

5) The current SPC Regulations act as an incentive to increase the time span between the pre-clinical trial phase and the filing of the marketing authorisation application

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

5) The current SPC Regulations .
act as an incentive to increase General attitude towards
the time span between the Total current SPC system
pre-clinical trial phase and the
filing of the marketing

authorisation application positiv negativ

Base 193 124 66
Strongly agree 6,22% 8,06% 3,03%
Agree 20,21% 15,32% 30,30%
Disagree 23,32% 16,94% 34,85%
Strongly disagree 36,27% 50,00% 12,12%
Impossible to say 13,99% 9,68% 19,70%

No response - - -

Total 100,00% 100,00% 100,00%
Strongly agree, Agree 26,42% 23,39% 33,33%
Disagree, Strongly disagree 59,59% 66,94% 46,97%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 141
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

6) The current SPC Regulations act as an incentive to develop more products for which a longer time is needed until the marketing authorisation is obtained

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

6) The current SPC Regulations Total Type of stakeholder Representatives of

act as an incentive to develop (without the

more products for which a later . .

longer time is needed until the Total accepted Company ) - University/ Originator Generic
marketing authorisation is partici- Law firm Association Reﬁfat.“:h companies | companies
obtained pants) Total Originator Generic institution

Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 31,61% 31,28% 39,02% 56,86% 9,68% 14,29% 41,30% 50,00% 48,48% 10,87%
Agree 36,79% 37,43% 29,27% 13,73% 54,84% 50,79% 32,61% - 27,27% 60,87%
Disagree 13,47% 13,97% 9,76% 15,69% - 20,63% 10,87% - 14,14% -
Strongly disagree 5,18% 4,47% 3,66% 3,92% 3,23% 6,35% 6,52% - 3,03% 2,17%
Impossible to say 12,95% 12,85% 18,29% 9,80% 32,26% 7,94% 8,70% 50,00% 7,07% 26,09%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 68,39% 68,72% 68,29% 70,59% 64,52% 65,08% 73,91% 50,00% 75,76% 71,74%
Disagree, Strongly disagree 18,65% 18,44% 13,41% 19,61% 3,23% 26,98% 17,39% - 17,17% 2,17%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

6) The current SPC Regulations act as an incentive to develop more products for which a longer time is needed until the marketing authorisation is obtained

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

6) The current SPC Regulations University/research institution is located activities
act as an incentive to develop
more products for which a Manage- L Low/
longer time is needed until the Total Regional, New Owner, rial,g High (in 10 | - Giim (in
marketing authorisation is Global national EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
btained ’ State since the board, - Member
o local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 31,61% 28,57% 7,32% 33,33% 34,15% - 11,11% 10,53% 55,77% 58,82% 28,57% 43,28% 18,18%
Agree 36,79% 42,86% 56,10% 29,82% 29,27% 66,67% 66,67% 26,32% 23,08% 17,65% 32,65% 29,85% 18,18%
Disagree 13,47% 14,29% 21,95% 8,77% 9,76% - 11,11% 10,53% 7,69% 11,76% 10,20% 8,96% 9,09%
Strongly disagree 5,18% 14,29% 2,44% 5,26% 4,88% - 11,11% 5,26% 1,92% 5,88% 2,04% 4,48% -
Impossible to say 12,95% - 12,20% 22,81% 21,95% 33,33% - 47,37% 11,54% 5,88% 26,53% 13,43% 54,55%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 68,39% 71,43% 63,41% 63,16% 63,41% 66,67% 77,78% 36,84% 78,85% 76,47% 61,22% 73,13% 36,36%
Disagree, Strongly disagree 18,65% 28,57% 24,39% 14,04% 14,63% - 22,22% 15,79% 9,62% 17,65% 12,24% 13,43% 9,09%
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

6) The current SPC Regulations act as an incentive to develop more products for which a longer time is needed until the marketing authorisation is obtained

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

6) The current SPC Regulations
act as an incentive to develop
more products for which a

General attitude towards
current SPC system

longer time is needed until the Total

marketing authorisation is

obtained positiv negativ
Base 193 124 66
Strongly agree 31,61% 44,35% 9,09%
Agree 36,79% 30,65% 50,00%
Disagree 13,47% 14,52% 12,12%
Strongly disagree 5,18% 6,45% 3,03%
Impossible to say 12,95% 4,03% 25,76%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 68,39% 75,00% 59,09%
Disagree, Strongly disagree 18,65% 20,97% 15,15%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

7) The current SPC Regulations work well in most cases and do not result in legal uncertainty

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
7) The current SPC Regulations (wn?aczg the
work well in most cases and do Total Company University/ - )
not result in legal uncertain accepted i iati Originator Generic
ultin legal u inty partici- Law firm Association E]v;ﬁﬁilrgg companies | companies
pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 27,46% 27,93% 37,80% 56,86% 6,45% 7,94% 36,96% - 45,45% 6,52%
Agree 25,91% 26,82% 20,73% 25,49% 12,90% 31,75% 28,26% - 28,28% 13,04%
Disagree 23,32% 24,02% 19,51% 7,84% 38,71% 38,10% 8,70% 50,00% 16,16% 30,43%
Strongly disagree 20,21% 17,88% 19,51% 5,88% 41,94% 19,05% 23,91% - 7,07% 47,83%
Impossible to say 3,11% 3,35% 2,44% 3,92% - 3,17% 2,17% 50,00% 3,03% 2,17%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 53,37% 54,75% 58,54% 82,35% 19,35% 39,68% 65,22% - 73,74% 19,57%
Disagree, Strongly disagree 43,52% 41,90% 39,02% 13,73% 80,65% 57,14% 32,61% 50,00% 23,23% 78,26%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

7) The current SPC Regulations work well in most cases and do not result in legal uncertainty

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

, Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
7) The current SPC Regulations Manage Low/
work well in most cases and do Total ) New Owner . i High (in 10 h )
t It in legal tai Regional, ) ' rial, medium (in
not result in legal uncertainty Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 27,46% 19,05% 2,44% 26,32% 21,95% - 11,11% 15,79% 50,00% 41,18% 32,65% 40,30% 27,27%
Agree 25,91% 33,33% 31,71% 24,56% 29,27% - 66,67% 21,05% 13,46% 23,53% 18,37% 20,90% 9,09%
Disagree 23,32% 28,57% 41,46% 21,05% 24,39% 33,33% - 26,32% 21,15% 17,65% 24,49% 20,90% 18,18%
Strongly disagree 20,21% 19,05% 19,51% 24,56% 19,51% 66,67% 22,22% 26,32% 15,38% 17,65% 20,41% 16,42% 36,36%
Impossible to say 3,11% - 4,88% 3,51% 4,88% - - 10,53% - - 4,08% 1,49% 9,09%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 53,37% 52,38% 34,15% 50,88% 51,22% - 77,78% 36,84% 63,46% 64,71% 51,02% 61,19% 36,36%
Disagree, Strongly disagree 43,52% 47,62% 60,98% 45,61% 43,90% 100,00% 22,22% 52,63% 36,54% 35,29% 44,90% 37,31% 54,55%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 146
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

7) The current SPC Regulations work well in most cases and do not result in legal uncertainty

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

7) The current SPC Regulations

General attitude towards
current SPC system

work well in most cases and do Total
not result in legal uncertainty N ]
positiv negativ
Base 193 124 66
Strongly agree 27,46% 42,74% -
Agree 25,91% 40,32% -
Disagree 23,32% 12,10% 45,45%
Strongly disagree 20,21% 3,23% 53,03%
Impossible to say 3,11% 1,61% 1,52%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 53,37% 83,06% -
Disagree, Strongly disagree 43,52% 15,32% 98,48%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

8) The SPC Regulations, as interpreted by the CJEU, encourage investment in the development of combination products in Europe

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

8) The SPC Regulations, as Total Type of stakeholder Representatives of
interpreted by the CJEU,' M“mg the
encourage investment in the Total Company University/ - )
development of combination accepted Law firm Association Researcﬁ Originator Generic
products in Europe partici- institution companies | companies
pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 7,25% 7,26% 10,98% 13,73% 6,45% 3,17% 6,52% - 11,11% 4,35%
Agree 37,82% 40,22% 37,80% 31,37% 48,39% 26,98% 52,17% 50,00% 32,32% 52,17%
Disagree 24,87% 25,14% 20,73% 19,61% 22,58% 42,86% 8,70% - 23,23% 19,57%
Strongly disagree 5,70% 4,47% 3,66% 1,96% 6,45% 9,52% 4,35% - 5,05% 6,52%
Impossible to say 24,35% 22,91% 26,83% 33,33% 16,13% 17,46% 28,26% 50,00% 28,28% 17,39%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 45,08% 47,49% 48,78% 45,10% 54,84% 30,16% 58,70% 50,00% 43,43% 56,52%
Disagree, Strongly disagree 30,57% 29,61% 24,39% 21,57% 29,03% 52,38% 13,04% - 28,28% 26,09%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b
Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

8) The SPC Regulations, as interpreted by the CJEU, encourage investment in the development of combination products in Europe

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

, Company, Association, : : . Scope of company
8) The SPC Regulations, as Type of law firm University/research institution is located Companies by size Position at company activities
interpreted by the CJEU,' Manage Low/
encourage investment in the Total ) New Owner, . i High (in 10 h )
development of combination Regional, Member ) Member of rial, o more medium (in
products in Europe Global national, EU 28 EZ 19 State since Small Medium Large the board, Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 7,25% 9,52% - 5,26% 7,32% - 11,11% 5,26% 13,46% 17,65% 10,20% 10,45% 18,18%
Agree 37,82% 19,05% 31,71% 36,84% 31,71% 33,33% 33,33% 31,58% 42,31% 35,29% 34,69% 41,79% 18,18%
isagree ,87% ,81% ,22% ,56% ,39% ,33% ,33% ,32% ,38% ,93% ,93% ,40% ,18%
Di 24,87% 23,81% 51,22% 24,56% 24,39% 33,33% 33,33% 26,32% 15,38% 23,53% 26,53% 19,40% 18,18%
Strongly disagree 5,70% 14,29% 7,32% 3,51% 2,44% 16,67% - 5,26% 3,85% - 4,08% 2,99% 9,09%
Impossible to say 24,35% 33,33% 9,76% 29,82% 34,15% 16,67% 22,22% 31,58% 25,00% 23,53% 24,49% 25,37% 36,36%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 45,08% 28,57% 31,71% 42,11% 39,02% 33,33% 44,44% 36,84% 55,77% 52,94% 44,90% 52,24% 36,36%
Disagree, Strongly disagree 30,57% 38,10% 58,54% 28,07% 26,83% 50,00% 33,33% 31,58% 19,23% 23,53% 30,61% 22,39% 27,27%
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Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

8) The SPC Regulations, as interpreted by the CJEU, encourage investment in the development of combination products in Europe

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

8) The SPC Regulations, as
interpreted by the CJEU,

General attitude towards
current SPC system

encourage investment in the Total

development of combination

products in Europe positiv negativ
Base 193 124 66
Strongly agree 7,25% 9,68% 3,03%
Agree 37,82% 40,32% 34,85%
Disagree 24,87% 18,55% 37,88%
Strongly disagree 5,70% 4,03% 9,09%
Impossible to say 24,35% 27,42% 15,15%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 45,08% 50,00% 37,88%
Disagree, Strongly disagree 30,57% 22,58% 46,97%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

9) The SPC Regulations, as interpreted by the CJEU, sufficiently protect new medical uses of known compounds (second medical use)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

) T f stakehold R tati f
9) The SPC Regulations, as (witEgLatlthe ype of stakeholder epresentatives o
interpreted by the CJEU, later
sufficiently protect new medical Total Company University/ - )
uses of known compounds accepted Law firm Association Researcﬁ Originator Generic
(second medical use) partici- — i institution companies | companies

pants) Total Originator Generic

Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 6,22% 6,15% 12,20% 13,73% 9,68% - 2,17% 50,00% 7,07% 6,52%
Agree 56,48% 56,42% 58,54% 56,86% 61,29% 50,79% 63,04% - 60,61% 65,22%
Disagree 16,58% 16,76% 14,63% 13,73% 16,13% 25,40% 8,70% - 15,15% 17,39%
Strongly disagree 6,74% 6,70% 2,44% - 6,45% 14,29% 4,35% - 4,04% 4,35%
Impossible to say 13,99% 13,97% 12,20% 15,69% 6,45% 9,52% 21,74% 50,00% 13,13% 6,52%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 62,69% 62,57% 70,73% 70,59% 70,97% 50,79% 65,22% 50,00% 67,68% 71,74%
Disagree, Strongly disagree 23,32% 23,46% 17,07% 13,73% 22,58% 39,68% 13,04% - 19,19% 21,74%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

9) The SPC Regulations, as interpreted by the CJEU, sufficiently protect new medical uses of known compounds (second medical use)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

. University/research institution is located activities
9) The SPC Regulations, as versity insttutiont it
interpreted by the CJEU, Manage Low/
sufficiently protect new medical Total ) New Owner, . i High (in 10 h )
uses of known compounds Regional, Member . Member of rial, or more medium (in
(second medical use) Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 6,22% - - 10,53% 12,20% - 11,11% - 15,38% 17,65% 8,16% 11,94% 9,09%
Agree 56,48% 38,10% 56,10% 54,39% 48,78% 50,00% 55,56% 47,37% 63,46% 47,06% 61,22% 62,69% 45,45%
Disagree 16,58% 38,10% 19,51% 14,04% 12,20% 33,33% 11,11% 21,05% 13,46% 23,53% 14,29% 13,43% 18,18%
Strongly disagree 6,74% 19,05% 12,20% 3,51% 4,88% - - 10,53% - - 4,08% 2,99% -
Impossible to say 13,99% 4,76% 12,20% 17,54% 21,95% 16,67% 22,22% 21,05% 7,69% 11,76% 12,24% 8,96% 27,27%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 62,69% 38,10% 56,10% 64,91% 60,98% 50,00% 66,67% 47,37% 78,85% 64,71% 69,39% 74,63% 54,55%
Disagree, Strongly disagree 23,32% 57,14% 31,71% 17,54% 17,07% 33,33% 11,11% 31,58% 13,46% 23,53% 18,37% 16,42% 18,18%
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

9) The SPC Regulations, as interpreted by the CJEU, sufficiently protect new medical uses of known compounds (second medical use)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

9) The SPC Regulations, as
interpreted by the CJEU,

General attitude towards
current SPC system

sufficiently protect new medical Total

uses of known compounds

(second medical use) positiv negativ
Base 193 124 66
Strongly agree 6,22% 5,65% 7,58%
Agree 56,48% 61,29% 50,00%
Disagree 16,58% 14,52% 21,21%
Strongly disagree 6,74% 4,03% 12,12%
Impossible to say 13,99% 14,52% 9,09%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 62,69% 66,94% 57,58%
Disagree, Strongly disagree 23,32% 18,55% 33,33%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

10) When it comes to examining SPC applications, the practice and procedures of the national offices in the EU Member States
differ significantly in terms of predictability, transparency and quality of the rights granted

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

10) When it comes to examining

Type of stakeholder

SPC applications, the practice (witﬁgtﬁl the Representatives of
and procedures of the national later

offices in the EU Member States Total accepted Company University/

differ significantly in terms of partri’ci— Law firm Association Research Originator Generic
predictability, transparency and pants) — ) institution companies companies
quality of the rights granted Total Originator Generic

Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 28,50% 29,05% 31,71% 21,57% 48,39% 26,98% 23,91% 50,00% 18,18% 43,48%
Agree 33,16% 32,96% 24,39% 19,61% 32,26% 46,03% 32,61% - 29,29% 39,13%
Disagree 23,83% 23,46% 29,27% 47,06% - 20,63% 19,57% - 39,39% -
Strongly disagree 2,59% 2,79% 2,44% 1,96% 3,23% 1,59% 4,35% - 2,02% 4,35%
Impossible to say 11,92% 11,73% 12,20% 9,80% 16,13% 4,76% 19,57% 50,00% 11,11% 13,04%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 61,66% 62,01% 56,10% 41,18% 80,65% 73,02% 56,52% 50,00% 47,47% 82,61%
Disagree, Strongly disagree 26,42% 26,26% 31,71% 49,02% 3,23% 22,22% 23,91% - 41,41% 4,35%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

10) When it comes to examining SPC applications, the practice and procedures of the national offices in the EU Member States
differ significantly in terms of predictability, transparency and quality of the rights granted

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

10) When it comes to examining University/research institution is located activities
SPC applications, the practice
and procedures of the national Manage Low/
offices in the EU Member States Total . New Owner, . B High (in 10 h ]
differ significantly in terms of Regional, Member ) Member of rial, of more medium (in
predictability, transparency and Global ne}ggglal, EU 28 EZ 19 State since Small Medium Large the board, mar’:‘;)gérial Member Ve
quality of the rights granted 2004 Director bosition States) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 28,50% 23,81% 26,83% 38,60% 39,02% 50,00% 33,33% 52,63% 25,00% 5,88% 38,78% 32,84% 36,36%
Agree 33,16% 33,33% 53,66% 22,81% 24,39% 50,00% 33,33% 15,79% 23,08% 35,29% 22,45% 22,39% 18,18%
Disagree 23,83% 38,10% 12,20% 19,30% 14,63% - 11,11% 5,26% 42,31% 35,29% 26,53% 32,84% 18,18%
Strongly disagree 2,59% - 2,44% 3,51% 4,88% - - 5,26% 1,92% - 4,08% 2,99% -
Impossible to say 11,92% 4,76% 4,88% 15,79% 17,07% - 22,22% 21,05% 7,69% 23,53% 8,16% 8,96% 27,27%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 61,66% 57,14% 80,49% 61,40% 63,41% 100,00% 66,67% 68,42% 48,08% 41,18% 61,22% 55,22% 54,55%
Disagree, Strongly disagree 26,42% 38,10% 14,63% 22,81% 19,51% - 11,11% 10,53% 44,23% 35,29% 30,61% 35,82% 18,18%
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Question 26b

Here are some additional statements. Again please indicate the extent to which you agree or disagree with each of them:

10) When it comes to examining SPC applications, the practice and procedures of the national offices in the EU Member States
differ significantly in terms of predictability, transparency and quality of the rights granted

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

10) When it comes to examining
SPC applications, the practice
and procedures of the national

General attitude towards
current SPC system

offices in the EU Member States Total

differ significantly in terms of

predictability, transparency and

quality of the rights granted positiv negativ
Base 193 124 66
Strongly agree 28,50% 19,35% 46,97%
Agree 33,16% 30,65% 37,88%
Disagree 23,83% 35,48% 3,03%
Strongly disagree 2,59% 4,03% -
Impossible to say 11,92% 10,48% 12,12%
No response - - -
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 61,66% 50,00% 84,85%
Disagree, Strongly disagree 26,42% 39,52% 3,03%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 27

Regulation 1768/92/EEC (now Regulation 469/2009/EC) was conceived with traditional chemical compounds in mind.
In the meantime, biopharmaceuticals and products of recombinant DNA technology (such as proteins, antibodies, microbes, cells and cell lines,
vaccines, viruses, DNA/RNA sequences or products for gene therapy) have grown in importance.

In your opinion, does the present system adequately accommodate this technical development?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total acléletg{ed Company University/ Originator Generic
iCi- Law firm Association Research : )
l[F;(P:Irf?tcsl) Total Originator Generic institution comparies companies
Base 193 179 82 51 31 63 46 2 99 46
Yes 45,60% 46,93% 50,00% 62,75% 29,03% 25,40% 65,22% 50,00% 55,56% 39,13%
No 32,12% 32,40% 21,95% 17,65% 29,03% 60,32% 13,04% - 25,25% 30,43%
No opinion 22,28% 20,67% 28,05% 19,61% 41,94% 14,29% 21,74% 50,00% 19,19% 30,43%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
; Company, Association, : : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- R Low/
viomer vomperr | e | M0 medum oo
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local f ’ managerial Member
2004 Director position States) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Yes 45,60% 28,57% 24,39% 42,11% 34,15% 33,33% 44,44% 10,53% 63,46% 52,94% 42,86% 53,73% 27,27%
No 32,12% 57,14% 60,98% 24,56% 26,83% 50,00% 22,22% 36,84% 17,31% 17,65% 28,57% 20,90% 27,27%
No opinion 22,28% 14,29% 14,63% 33,33% 39,02% 16,67% 33,33% 52,63% 19,23% 29,41% 28,57% 25,37% 45,45%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 27

Regulation 1768/92/EEC (now Regulation 469/2009/EC) was conceived with traditional chemical compounds in mind.

In the meantime, biopharmaceuticals and products of recombinant DNA technology (such as proteins, antibodies, microbes, cells and cell lines,
vaccines, viruses, DNA/RNA sequences or products for gene therapy) have grown in importance.

In your opinion, does the present system adequately accommodate this technical development?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ

Base 193 124 66
Yes 45,60% 55,65% 28,79%
No 32,12% 26,61% 42,42%
No opinion 22,28% 17,74% 28,79%
No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 28

Please explain why you think the present system does not adequately accommodate biopharmaceuticals and products of recombinant DNA technology.

Base = all respondents who answered "no" in Q27

Total Type of stakeholder Representatives of
(without the
Total actﬂég{ed Company University/ Originator Generic
partici- Law firm Association Research companies | companies
pants) Total Originator Generic institution
Base 62 58 18 9 9 38 6 - 25 14
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 83,87% 86,21% 83,33% 88,89% 77,78% 84,21% 83,33% - 80,00% 78,57%
| have no opinion on that 16,13% 13,79% 16,67% 11,11% 22,22% 15,79% 16,67% - 20,00% 21,43%
; Company, Association, ! : ” Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
Regional, Mglr%\’k\)ler ) Mgr\;lvgee;’of rial, H'[?rhngg‘réo medium (in
Global na}tlonlal, EU 28 EZ 19 State since Small Medium Large the board, Non- | Member 1-9b
oca 2004 Director manageria States) Member
position States)
Base 62 12 25 14 11 3 2 7 9 3 14 14 3
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 83,87% 91,67% 84,00% 85,71% 81,82% 100,00% 100,00% 85,71% 77,78% 100,00% 85,71% 78,57% 100,00%
| have no opinion on that 16,13% 8,33% 16,00% 14,29% 18,18% - - 14,29% 22,22% - 14,29% 21,43% -
General attitude towards
current SPC system
Total
positiv negativ
Base 62 33 28
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 83,87% 87,88% 78,57%
| have no opinion on that 16,13% 12,12% 21,43%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 159
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Question 29

In your opinion, does Regulation 469/2009/EC need to be changed or amended in order to better accommodate biopharmaceuticals
and products of recombinant DNA technology?

Base = all respondents who answered "no" in Q27

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ] - % Originator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies
Base 62 58 18 9 9 38 6 - 25 14
Yes 72,58% 74,14% 61,11% 77,78% 44,44% 73,68% 100,00% - 76,00% 57,14%
No 12,90% 12,07% 5,56% - 11,11% 18,42% - - 8,00% 14,29%
No opinion 14,52% 13,79% 33,33% 22,22% 44,44% 7,89% - - 16,00% 28,57%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ' New Owner, Manage- High (in 10 Low/
Global Redonal. EU 28 EZ 19 Member Small Medium Large Member of Not- ormore | Mgt (1
local ! State since g the_ board, managerial Member Member
2004 Director position States) States)
Base 62 12 25 14 11 3 2 7 9 3 14 14 3
Yes 72,58% 75,00% 72,00% 64,29% 72,73% 33,33% 100,00% 85,71% 33,33% 66,67% 64,29% 57,14% 66,67%
No 12,90% 16,67% 20,00% 7,14% 9,09% - - 14,29% - - 7,14% 7,14% -
No opinion 14,52% 8,33% 8,00% 28,57% 18,18% 66,67% - - 66,67% 33,33% 28,57% 35,71% 33,33%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 29

In your opinion, does Regulation 469/2009/EC need to be changed or amended in order to better accommodate biopharmaceuticals

and products of recombinant DNA technology?

Base = all respondents who answered "no" in Q27

General attitude towards
current SPC system

Total
positiv negativ

Base 62 33 28
Yes 72,58% 78,79% 64,29%
No 12,90% 18,18% 7,14%
No opinion 14,52% 3,03% 28,57%
No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 30

In your opinion, what specific changes or amendments are needed with respect to Regulation 469/2009/EC and/or Regulation 1610/96/EC
in order to better accommodate these technical developments?

Base = all respondents who answered "no" in Q27 and "yes" in Q29

Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company ] - University/ Originator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 45 43 11 7 4 28 6 - 19 8
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 71,11% 72,09% 81,82% 100,00% 50,00% 71,43% 50,00% - 73,68% 50,00%
| have no opinion on that 28,89% 27,91% 18,18% - 50,00% 28,57% 50,00% - 26,32% 50,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 19
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 45 9 18 9 8 1 2 6 3 2 9 8 2
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 71,11% 88,89% 66,67% 77,78% 75,00% 100,00% 50,00% 83,33% 100,00% 100,00% 77,78% 75,00% 100,00%
| have no opinion on that 28,89% 11,11% 33,33% 22,22% 25,00% - 50,00% 16,67% - - 22,22% 25,00% -
General attitude towards
current SPC system
Total
positiv negativ
Base 45 26 18
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 71,11% 69,23% 72,22%
| have no opinion on that 28,89% 30,77% 27,78%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 162
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Question 31

Do you think that the current SPC Regulations have encouraged "evergreening" strategies?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ; ot % Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 193 179 82 51 31 63 46 2 99 46
Yes, to a great extent 12,44% 11,17% 17,07% 1,96% 41,94% 4,76% 15,22% - 1,01% 43,48%
Yes, somewhat 19,69% 20,67% 17,07% 5,88% 35,48% 30,16% 8,70% 50,00% 12,12% 32,61%
No, not substantially 61,14% 60,89% 58,54% 82,35% 19,35% 61,90% 67,39% - 78,79% 21,74%
Impossible to say, no opinion 6,74% 7,26% 7,32% 9,80% 3,23% 3,17% 8,70% 50,00% 8,08% 2,17%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New Owner, Manage- High (in 10 Low/
Global iy EU 28 EZ 19 Member Small Medium Large Member of . ormore | MeeH ("
local State since the board, managerial Member Member
2004 Director position States) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Yes, to a great extent 12,44% 4,76% 4,88% 22,81% 21,95% 50,00% 11,11% 21,05% 17,31% 11,76% 18,37% 17,91% 18,18%
Yes, somewhat 19,69% 9,52% 39,02% 21,05% 19,51% 33,33% 44,44% 26,32% 7,69% 29,41% 14,29% 16,42% 18,18%
No, not substantially 61,14% 76,19% 56,10% 45,61% 48,78% 16,67% 33,33% 31,58% 73,08% 52,94% 59,18% 61,19% 45,45%
Impossible to say, no opinion 6,74% 9,52% - 10,53% 9,76% - 11,11% 21,05% 1,92% 5,88% 8,16% 4,48% 18,18%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 31

Do you think that the current SPC Regulations have encouraged "evergreening" strategies?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Yes, to a great extent 12,44% 3,23% 30,30%
Yes, somewhat 19,69% 15,32% 28,79%
No, not substantially 61,14% 74,19% 37,88%
Impossible to say, no opinion 6,74% 7,26% 3,03%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 32

In your view, what specific aspects of the SPC Regulations have encouraged "evergreening" strategies? Please explain.

Base = all respondents who answered "yes" in Q31

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{e(j Company University/ Originat Generi
partici- Law firm Association Research co?r’?;];;gérl]igrs con?;ra]gr?i(v:as
pants) Total Originator Generic institution
Base 62 57 28 4 24 22 11 1 13 35
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 72,58% 70,18% 82,14% 100,00% 79,17% 50,00% 90,91% 100,00% 38,46% 85,71%
| have no opinion on that 27,42% 29,82% 17,86% - 20,83% 50,00% 9,09% - 61,54% 14,29%
; Company, Association, ! : ” Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
Regional, Mglr%\’k\)ler Mgr\;lvgee;’of rial, H'[?rhngg‘réo medium (in
Global national, EU 28 EZ 19 State si Small Medium Large the board Non- Memb 1-9
local az%cs);lllnce S- o?r ’ managerial S‘tent] er Member
rector position ates) States)
Base 62 3 18 25 17 5 5 9 13 7 16 23 4
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 72,58% 33,33% 50,00% 80,00% 70,59% 100,00% 100,00% 66,67% 84,62% 71,43% 81,25% 78,26% 100,00%
| have no opinion on that 27,42% 66,67% 50,00% 20,00% 29,41% - - 33,33% 15,38% 28,57% 18,75% 21,74% -
General attitude towards
current SPC system
Total
positiv negativ
Base 62 23 39
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 72,58% 52,17% 84,62%
| have no opinion on that 27,42% 47,83% 15,38%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 165
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Question 33

In your opinion, which of the following development activities should be covered by SPCs?

(Multiple responses possible)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - Y Originator Generic

partici- Law firm Association Eliiﬁ?tlrgtr: companies | companies

pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
The development of new active
ingredients 91,71% 92,74% 95,12% 94,12% 96,77% 93,65% 84,78% 50,00% 95,96% 93,48%
The development of new
formulations of existing active
ingredients 59,59% 60,34% 56,10% 80,39% 16,13% 63,49% 63,04% - 79,80% 23,91%
The development of new
indications for existing active
ingredients 74,09% 74,86% 63,41% 86,27% 25,81% 87,30% 76,09% 50,00% 89,90% 36,96%
The development of new
derivatives of existing active
ingredients 62,18% 62,01% 57,32% 82,35% 16,13% 66,67% 67,39% - 80,81% 23,91%
Sum of answers 287,56% 289,94% 271,95% 343,14% 154,84% 311,11% 291,30% 100,00% 346,46% 178,26%
No response 4,66% 3,35% 3,66% 5,88% - - 10,87% 50,00% 3,03% 2,17%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 33

In your opinion, which of the following development activities should be covered by SPCs?

(Multiple responses possible)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

University/research institution is located activities
Total Manage- i h (i Low/
o Regional, Mglrivk;,er Mgr\’ggg:'of rial, ch?rhn?c?réo medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
The development of new active
ingredients 91,71% 90,48% 95,12% 92,98% 92,68% 100,00% 88,89% 89,47% 98,08% 88,24% 95,92% 95,52% 90,91%
The development of new
formulations of existing active
ingredients 59,59% 71,43% 58,54% 42,11% 41,46% - 22,22% 42,11% 67,31% 52,94% 55,10% 59,70% 36,36%
The development of new
indications for existing active
ingredients 74,09% 80,95% 90,24% 50,88% 48,78% 16,67% 66,67% 26,32% 76,92% 52,94% 61,22% 64,18% 54,55%
The development of new
derivatives of existing active
ingredients 62,18% 71,43% 65,85% 43,86% 46,34% - 22,22% 36,84% 71,15% 52,94% 57,14% 58,21% 54,55%
Sum of answers 287,56% 314,29% 309,76% 229,82% 229,27% 116,67% 200,00% 194,74% 313,46% 247,06% 269,39% 277,61% 236,36%
No response 4,66% - - 5,26% 4,88% - 11,11% 5,26% 1,92% 11,76% 2,04% 2,99% 9,09%
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Question 33

In your opinion, which of the following development activities should be covered by SPCs?

(Multiple responses possible)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ

Base 193 124 66
The development of new active
ingredients 91,71% 93,55% 89,39%
The development of new
formulations of existing active
ingredients 59,59% 75,00% 33,33%
The development of new
indications for existing active
ingredients 74,09% 83,87% 56,06%
The development of new
derivatives of existing active
ingredients 62,18% 75,81% 39,39%
Sum of answers 287,56% 328,23% 218,18%
No response 4,66% 4,03% 4,55%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

1) ...compared to the development of new forms of existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
1) ...compared to the M“mg the
development of new forms of Total Company University/ - )
existing active ingredients. accepted i iati Originator Generic
9 9 partici- Law firm Association ﬁliitelﬁlrgg companies | companies
pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 20,73% 20,67% 28,05% 19,61% 41,94% 20,63% 6,52% 50,00% 16,16% 39,13%
Agree 31,61% 31,28% 24,39% 9,80% 48,39% 36,51% 36,96% 50,00% 18,18% 43,48%
Disagree 16,58% 17,32% 7,32% 9,80% 3,23% 30,16% 15,22% - 17,17% 8,70%
Strongly disagree 18,13% 18,44% 28,05% 43,14% 3,23% - 26,09% - 31,31% 4,35%
Impossible to say 11,92% 12,29% 12,20% 17,65% 3,23% 12,70% 10,87% - 17,17% 2,17%
No response 1,04% - - - - - 4,35% - - 2,17%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 52,33% 51,96% 52,44% 29,41% 90,32% 57,14% 43,48% 100,00% 34,34% 82,61%
Disagree, Strongly disagree 34,72% 35,75% 35,37% 52,94% 6,45% 30,16% 41,30% - 48,48% 13,04%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

1) ...compared to the development of new forms of existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

University/research institution is located activities
1) ...compared to the Manage Low/
development of new forms of Total . New Owner . B High (in 10 h ]
ioti ivia i i Regional, ! rial, medium (in
nts.
existing active ingredients Global national, EU 28 EZ 19 Sg?emsk?ﬁée Small Medium Large m%r%%grrgf Non- '\c;lrer:q%reer -
local f ’ managerial Stat Member
2004 Director position ates) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 20,73% 23,81% 17,07% 33,33% 34,15% 33,33% 55,56% 21,05% 25,00% 35,29% 24,49% 23,88% 45,45%
Agree 31,61% 33,33% 39,02% 29,82% 31,71% 50,00% 33,33% 47,37% 15,38% 11,76% 32,65% 25,37% 27,27%
Disagree 16,58% 33,33% 29,27% 10,53% 12,20% 16,67% 11,11% 5,26% 7,69% - 8,16% 7,46% -
Strongly disagree 18,13% - - 17,54% 14,63% - - - 42,31% 35,29% 24,49% 31,34% 9,09%
Impossible to say 11,92% 9,52% 14,63% 8,77% 7,32% - - 26,32% 9,62% 17,65% 10,20% 11,94% 18,18%
No response 1,04% - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 52,33% 57,14% 56,10% 63,16% 65,85% 83,33% 88,89% 68,42% 40,38% 47,06% 57,14% 49,25% 72,73%
Disagree, Strongly disagree 34,72% 33,33% 29,27% 28,07% 26,83% 16,67% 11,11% 5,26% 50,00% 35,29% 32,65% 38,81% 9,09%
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

1) ...compared to the development of new forms of existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

1) ...compared to the

General attitude towards
current SPC system

development of new forms of Total
existing active ingredients. " ]
positiv negativ

Base 193 124 66
Strongly agree 20,73% 13,71% 34,85%
Agree 31,61% 20,97% 50,00%
Disagree 16,58% 20,97% 9,09%
Strongly disagree 18,13% 28,23% -
Impossible to say 11,92% 16,13% 3,03%
No response 1,04% - 3,03%
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 52,33% 34,68% 84,85%
Disagree, Strongly disagree 34,72% 49,19% 9,09%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

2) ...compared to the development of new formulations of existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
2) ...compared to the (without the
development of new later . .
formulations of existing active Total accepted Company ) - University/ Originator Generic
ingredients. partici- Law firm Association Re?fa}rch companies | companies
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 20,21% 20,11% 26,83% 17,65% 41,94% 20,63% 6,52% 50,00% 15,15% 36,96%
Agree 30,05% 31,28% 20,73% 3,92% 48,39% 36,51% 36,96% 50,00% 14,14% 47,83%
Disagree 20,73% 20,67% 14,63% 19,61% 6,45% 33,33% 15,22% - 24,24% 8,70%
Strongly disagree 18,13% 17,88% 26,83% 41,18% 3,23% 1,59% 26,09% - 31,31% 4,35%
Impossible to say 9,84% 10,06% 10,98% 17,65% - 7,94% 10,87% - 15,15% -
No response 1,04% - - - - - 4,35% - - 2,17%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 50,26% 51,40% 47,56% 21,57% 90,32% 57,14% 43,48% 100,00% 29,29% 84,78%
Disagree, Strongly disagree 38,86% 38,55% 41,46% 60,78% 9,68% 34,92% 41,30% - 55,56% 13,04%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

2) ...compared to the development of new formulations of existing active ingredients.

Base all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

University/research institution is located activities

2) ...compared to the
development of new Manage- . Low/
formulations of existing active Total Regional New Owner, ,—ia|g High (in 10 | Giim (in
i i g ! Member : Member of ! or more (
ingredients. Global national, EU 28 EZ 19 : Small Medium Large Non- -

local State since the board, managerial Member Member

2004 Director position States) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 20,21% 28,57% 14,63% 33,33% 36,59% 33,33% 55,56% 26,32% 21,15% 17,65% 28,57% 22,39% 45,45%
Agree 30,05% 19,05% 46,34% 26,32% 26,83% 50,00% 22,22% 42,11% 13,46% 17,65% 24,49% 22,39% 18,18%
Disagree 20,73% 38,10% 31,71% 15,79% 17,07% 16,67% 22,22% 15,79% 13,46% 11,76% 16,33% 14,93% 9,09%
Strongly disagree 18,13% 4,76% - 17,54% 14,63% - - - 40,38% 29,41% 24,49% 29,85% 9,09%
Impossible to say 9,84% 9,52% 7,32% 7,02% 4,88% - - 15,79% 11,54% 23,53% 6,12% 10,45% 18,18%
No response 1,04% - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 50,26% 47,62% 60,98% 59,65% 63,41% 83,33% 77,78% 68,42% 34,62% 35,29% 53,06% 44,78% 63,64%
Disagree, Strongly disagree 38,86% 42,86% 31,71% 33,33% 31,71% 16,67% 22,22% 15,79% 53,85% 41,18% 40,82% 44,78% 18,18%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 173
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

2) ...compared to the development of new formulations of existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

2) ...compared to the
development of new

General attitude towards
current SPC system

formulations of existing active Total

ingredients. positiv negativ
Base 193 124 66
Strongly agree 20,21% 12,90% 34,85%
Agree 30,05% 21,77% 43,94%
Disagree 20,73% 25,00% 13,64%
Strongly disagree 18,13% 27,42% 1,52%
Impossible to say 9,84% 12,90% 3,03%
No response 1,04% - 3,03%
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 50,26% 34,68% 78,79%
Disagree, Strongly disagree 38,86% 52,42% 15,15%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

3) ...compared to the development of new indications for existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
3) ...compared to the M“mg the
development of new indications Total Company University/ - )
for existing active ingredients. accepted i iati Originator Generic
g g partici- Law firm Association ﬁliitelﬁlrgg companies | companies
pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
Strongly agree 7,77% 7,26% 12,20% 11,76% 12,90% 4,76% 4,35% - 9,09% 13,04%
Agree 31,09% 31,84% 30,49% 11,76% 61,29% 30,16% 30,43% 100,00% 16,16% 54,35%
Disagree 27,46% 27,37% 15,85% 13,73% 19,35% 49,21% 19,57% - 24,24% 23,91%
Strongly disagree 19,17% 19,55% 29,27% 47,06% - 1,59% 26,09% - 33,33% 2,17%
Impossible to say 13,47% 13,97% 12,20% 15,69% 6,45% 14,29% 15,22% - 17,17% 4,35%
No response 1,04% - - - - - 4,35% - - 2,17%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 38,86% 39,11% 42,68% 23,53% 74,19% 34,92% 34,78% 100,00% 25,25% 67,39%
Disagree, Strongly disagree 46,63% 46,93% 45,12% 60,78% 19,35% 50,79% 45,65% - 57,58% 26,09%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

3) ...compared to the development of new indications for existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

University/research institution is located activities
3) ...compared to the Manage Low/
development of new indications Total . New Owner . B High (in 10 h ]
f istin ive ingredients. Regional, ' rial, medium (in
or existing active ingredients Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more -
State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Strongly agree 7,77% 9,52% 2,44% 14,04% 17,07% - 22,22% 10,53% 9,62% 5,88% 14,29% 10,45% 18,18%
Agree 31,09% 28,57% 29,27% 36,84% 41,46% 33,33% 55,56% 47,37% 21,15% 35,29% 30,61% 29,85% 27,27%
Disagree 27,46% 47,62% 51,22% 19,30% 19,51% 33,33% 22,22% 21,05% 13,46% 11,76% 16,33% 14,93% 27,27%
Strongly disagree 19,17% 4,76% - 19,30% 17,07% - - 5,26% 42,31% 29,41% 28,57% 32,84% 9,09%
Impossible to say 13,47% 9,52% 17,07% 10,53% 4,88% 33,33% - 15,79% 13,46% 17,65% 10,20% 11,94% 18,18%
No response 1,04% - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 38,86% 38,10% 31,71% 50,88% 58,54% 33,33% 77,78% 57,89% 30,77% 41,18% 44,90% 40,30% 45,45%
Disagree, Strongly disagree 46,63% 52,38% 51,22% 38,60% 36,59% 33,33% 22,22% 26,32% 55,77% 41,18% 44,90% 47,76% 36,36%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 176
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Question 34

Please indicate the extent to which you agree or disagree with the following statement:
The development of new chemical entities requires more effort and investment and thus deserves longer legal protection...

3) ...compared to the development of new indications for existing active ingredients.

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

3) ...compared to the

General attitude towards
current SPC system

development of new indications Total
for existing active ingredients. " ]
positiv negativ

Base 193 124 66
Strongly agree 7.77% 5,65% 12,12%
Agree 31,09% 22,58% 46,97%
Disagree 27,46% 26,61% 30,30%
Strongly disagree 19,17% 29,84% -
Impossible to say 13,47% 15,32% 7,58%
No response 1,04% - 3,03%
Total 100,00% 100,00% 100,00%
Strongly agree, Agree 38,86% 28,23% 59,09%
Disagree, Strongly disagree 46,63% 56,45% 30,30%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 35

It is sometimes said that there is insufficient investment in the development of new antibiotics.
Would you favour or oppose changing Regulation 469/2009/EC in response to this assumed deficit?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company ] - University/ Originator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Favour 23,32% 22,91% 20,73% 17,65% 25,81% 36,51% 8,70% 50,00% 23,23% 19,57%
Oppose 48,70% 49,16% 52,44% 60,78% 38,71% 33,33% 65,22% - 55,56% 45,65%
Impossible to say, no opinion 27,98% 27,93% 26,83% 21,57% 35,48% 30,16% 26,09% 50,00% 21,21% 34,78%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
ot Regional, Mglrivk\)ler ) ng]vggrr'of rial, H:)grhrégrg'o medium (in
Global national, EU 28 EZ 19 - Small Medium Large Non- -
| i State since the board, ial Member
oca 2004 Director manageria States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Favour 23,32% 28,57% 41,46% 24,56% 26,83% 16,67% 33,33% 36,84% 11,54% 23,53% 24,49% 17,91% 27,27%
Oppose 48,70% 47,62% 24,39% 45,61% 43,90% 33,33% 44,44% 10,53% 69,23% 41,18% 44,90% 58,21% 27,27%
Impossible to say, no opinion 27,98% 23,81% 34,15% 29,82% 29,27% 50,00% 22,22% 52,63% 19,23% 35,29% 30,61% 23,88% 45,45%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 35

It is sometimes said that there is insufficient investment in the development of new antibiotics.
Would you favour or oppose changing Regulation 469/2009/EC in response to this assumed deficit?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Favour 23,32% 20,16% 28,79%
Oppose 48,70% 57,26% 34,85%
Impossible to say, no opinion 27,98% 22,58% 36,36%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 36

What changes would you propose in response to insufficient investment in the development of new antibiotics?

Base = all respondents who answered "Favour" in Q35

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{e(j Company University/ Originat Generi
partici- Law firm Association Research co?r’?;];;gérl]igrs con?;ra]gr?i(v:as
pants) Total Originator Generic institution
Base 45 41 17 9 8 23 4 1 23 9
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 55,56% 56,10% 64,71% 44,44% 87,50% 43,48% 75,00% 100,00% 39,13% 77,78%
Don't know 44,44% 43,90% 35,29% 55,56% 12,50% 56,52% 25,00% - 60,87% 22,22%
; Company, Association, ! : ” Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
Regional, Mglr%\’k\)ler Mgr\;lvgee;’of rial, H'[?rhngg‘réo medium (in
Global national, EU 28 EZ 19 State si Small Medium Large he board Non- Memb 1-9
local ate since the board, managerial ember Member
2004 Director position States) States)
Base 45 6 17 14 11 1 3 7 6 4 12 12 3
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 55,56% 33,33% 47,06% 71,43% 72,73% 100,00% 66,67% 57,14% 66,67% 100,00% 50,00% 58,33% 100,00%
Don't know 44,44% 66,67% 52,94% 28,57% 27,27% - 33,33% 42,86% 33,33% - 50,00% 41,67% -
General attitude towards
current SPC system
Total
positiv negativ
Base 45 25 19
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 55,56% 52,00% 63,16%
Don't know 44,44% 48,00% 36,84%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 180
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Question 37

It is sometimes said that there is insufficient investment in the development of some categories of orphan drugs.
Would you favour or oppose changing Regulation 469/2009/EC in response to this deficit?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research : )
l;))grnlél) Total Originator Generic institution comparies companies
Base 193 179 82 51 31 63 46 2 99 46
Favour 20,21% 20,11% 17,07% 17,65% 16,13% 31,75% 10,87% - 18,18% 17,39%
Oppose 56,99% 57,54% 64,63% 66,67% 61,29% 41,27% 65,22% 50,00% 61,62% 63,04%
Impossible to say, no opinion 22,80% 22,35% 18,29% 15,69% 22,58% 26,98% 23,91% 50,00% 20,20% 19,57%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New Owner, Manage- High (in 10 Low/
Global Redona. EU 28 EZ 19 Member Small Medium Large Member of Not- ormore | Mgt (1
! State since g the board, . Member
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Favour 20,21% 23,81% 34,15% 19,30% 21,95% - 22,22% 42,11% 5,77% 11,76% 24,49% 13,43% 27,27%
Oppose 56,99% 57,14% 34,15% 59,65% 51,22% 100,00% 66,67% 15,79% 82,69% 70,59% 53,06% 68,66% 54,55%
Impossible to say, no opinion 22,80% 19,05% 31,71% 21,05% 26,83% - 11,11% 42,11% 11,54% 17,65% 22,45% 17,91% 18,18%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 37

It is sometimes said that there is insufficient investment in the development of some categories of orphan drugs.
Would you favour or oppose changing Regulation 469/2009/EC in response to this deficit?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Favour 20,21% 15,32% 28,79%
Oppose 56,99% 62,10% 50,00%
Impossible to say, no opinion 22,80% 22,58% 21,21%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 38

What changes would you propose in response to insufficient investment in the development of some categories of orphan drugs?

Base = all respondents who answered "Favour" Q37

Total Type of stakeholder Representatives of
(without the
Total aclgetg{ed Company University/ Originator Generic
artici- Law firm Association Research : )
F;))ants) Total Originator Generic institution companies companies
Base 39 36 14 9 5 20 5 - 18 8
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 48,72% 47,22% 57,14% 55,56% 60,00% 45,00% 40,00% - 44,44% 50,00%
Don't know 51,28% 52,78% 42,86% 44,44% 40,00% 55,00% 60,00% - 55,56% 50,00%
; Company, Association, ! : ” Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
; Member : Member of or more
Global national, EU 28 EZ 19 State since Small Medium Large the board, Non- Member 1-9
local 2004 Director managerial States) Member
position States)
Base 39 5 14 11 9 - 2 8 3 2 12 9 3
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 48,72% 40,00% 50,00% 54,55% 55,56% - 50,00% 37,50% 100,00% 100,00% 50,00% 55,56% 66,67%
Don't know 51,28% 60,00% 50,00% 45,45% 44,44% - 50,00% 62,50% - - 50,00% 44,44% 33,33%
General attitude towards
current SPC system
Total
positiv negativ
Base 39 19 19
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 48,72% 42,11% 52,63%
Don't know 51,28% 57,89% 47,37%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 183
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Question 39

Regulation 469/2009/EC was conceived in view of new molecules, new applications and new manufacturing methods.
The pharmaceutical industry is now increasingly investing in new formulations of existing drugs, new delivery systems and combination products.
Taking this into account, would you favour or oppose amending the Regulation in this regard?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclgetg{ed Company ) - University/ | gyiginator Generic
partici- Law firm Association Research companies | companies
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Favour 34,20% 34,08% 24,39% 23,53% 25,81% 57,14% 19,57% 50,00% 33,33% 23,91%
Oppose 52,85% 54,19% 64,63% 66,67% 61,29% 33,33% 60,87% - 57,58% 63,04%
Impossible to say, no opinion 12,95% 11,73% 10,98% 9,80% 12,90% 9,52% 19,57% 50,00% 9,09% 13,04%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
e e vomper |l | HERE 0| medum o
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
| i State since the board, ial Member b
oca 2004 Director manageria States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Favour 34,20% 61,90% 53,66% 22,81% 19,51% 33,33% 22,22% 36,84% 17,31% 11,76% 32,65% 20,90% 27,27%
Oppose 52,85% 28,57% 36,59% 64,91% 65,85% 66,67% 66,67% 36,84% 76,92% 70,59% 55,10% 71,64% 36,36%
Impossible to say, no opinion 12,95% 9,52% 9,76% 12,28% 14,63% - 11,11% 26,32% 5,77% 17,65% 12,24% 7,46% 36,36%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 39

Regulation 469/2009/EC was conceived in view of new molecules, new applications and new manufacturing methods.
The pharmaceutical industry is now increasingly investing in new formulations of existing drugs, new delivery systems and combination products.

Taking this into account, would you favour or oppose amending the Regulation in this regard?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Favour 34,20% 29,84% 43,94%
Oppose 52,85% 58,87% 43,94%
Impossible to say, no opinion 12,95% 11,29% 12,12%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 40

Would you favour or oppose extending SPC protection to other fields of technology, such as medical devices,
cosmetic products, or food products and food additives (both for humans and animals)?

Base = all respondents

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 203 189 89 51 31 63 46 5 99 46
Favour 27,59% 25,93% 24,72% 23,53% 25,81% 39,68% 19,57% - 27,27% 21,74%
Oppose 36,45% 37,04% 28,09% 13,73% 58,06% 44,44% 39,13% 60,00% 19,19% 65,22%
Impossible to say, no opinion 35,96% 37,04% 47,19% 62,75% 16,13% 15,87% 41,30% 40,00% 53,54% 13,04%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
X Company, Association, . . " Scope of compan
Type of law firm University/res%ar)clzh institution is located Companies by size Position at company pactivitiesp Y
Total _ Manage- igh (i Low/
e iomer . vomperr || MO0 medum o
obal national, : mal edium arge on- -
Global tl | EU 28 EZ 19 Small Med L N
| i State since the board, ial Member
oca 2004 Director manageria States) Member
position States)
Base 203 21 41 64 48 6 14 20 53 19 53 70 15
Favour 27,59% 47,62% 34,15% 18,75% 14,58% 33,33% 28,57% 35,00% 16,98% 26,32% 26,42% 21,43% 33,33%
Oppose 36,45% 47,62% 43,90% 37,50% 39,58% 66,67% 28,57% 45,00% 22,64% 21,05% 30,19% 30,00% 13,33%
Impossible to say, no opinion 35,96% 4,76% 21,95% 43,75% 45,83% - 42,86% 20,00% 60,38% 52,63% 43,40% 48,57% 53,33%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 40

Would you favour or oppose extending SPC protection to other fields of technology, such as medical devices,
cosmetic products, or food products and food additives (both for humans and animals)?

Base = all respondents

General attitude towards
current SPC system

Total
positiv negativ
Base 203 124 66
Favour 27,59% 30,65% 24,24%
Oppose 36,45% 25,81% 59,09%
Impossible to say, no opinion 35,96% 43,55% 16,67%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 41

To which types of products would you favour extending the current SPC protection?
(Multiple responses possible)

Base = all respondents who answered "Favour" Q40

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted X - Y/ Originator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 56 49 22 12 8 25 9 - 27 10
Medical devices 91,07% 93,88% 90,91% 100,00% 87,50% 92,00% 88,89% - 92,59% 80,00%
Cosmetic products 42,86% 48,98% 40,91% 25,00% 62,50% 44,00% 44,44% - 40,74% 50,00%
Food additives 37,50% 40,82% 31,82% 16,67% 50,00% 36,00% 55,56% - 33,33% 40,00%
Food products 33,93% 36,73% 22,73% 25,00% 25,00% 40,00% 44,44% - 37,04% 30,00%
Other 16,07% 16,33% 4,55% 8,33% - 24,00% 22,22% - 22,22% -
Sum of answers 221,43% 236,73% 190,91% 175,00% 225,00% 236,00% 255,56% - 225,93% 200,00%
No response 1,79% - - - - - 11,11% - - 10,00%
: Company, Association, N : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . Manage- S Low/
e . vomergr || M0 medum n
Global national, EU 28 EZ 19 . Small Medium Large Non- 1-9
State since the board, - Member
local 2004 Director managerial States) Member
position States)
Base 56 10 14 12 7 2 4 7 9 5 14 15 5
Medical devices 91,07% 80,00% 100,00% 91,67% 85,71% 100,00% 100,00% 85,71% 88,89% 100,00% 92,86% 86,67% 100,00%
Cosmetic products 42,86% 40,00% 50,00% 58,33% 71,43% 50,00% 25,00% 71,43% 33,33% 40,00% 42,86% 53,33% 20,00%
Food additives 37,50% 30,00% 42,86% 50,00% 71,43% 50,00% 25,00% 57,14% 22,22% 20,00% 35,71% 33,33% 40,00%
Food products 33,93% 30,00% 50,00% 33,33% 42,86% - 50,00% 28,57% 11,11% 20,00% 28,57% 26,67% 20,00%
Other 16,07% 30,00% 21,43% - - - - - 11,11% - 7,14% 6,67% -
Sum of answers 221,43% 210,00% 264,29% 233,33% 271,43% 200,00% 200,00% 242,86% 166,67% 180,00% 207,14% 206,67% 180,00%
No response 1,79% - - - - - - - - - - - -
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Question 41

To which types of products would you favour extending the current SPC protection?

(Multiple responses possible)

Base = all respondents who answered "Favour" Q40

General attitude towards
current SPC system

Total
positiv negativ
Base 56 38 16
Medical devices 91,07% 94,74% 87,50%
Cosmetic products 42,86% 44,74% 37,50%
Food additives 37,50% 42,11% 25,00%
Food products 33,93% 42,11% 18,75%
Other 16,07% 15,79% 18,75%
Sum of answers 221,43% 239,47% 187,50%
No response 1,79% 2,63% -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 42

Please comment on the pros and cons of extending SPC protection to other fields of technology, such as medical devices, cosmetic products,

or food products and food additives (both for humans and animals)?

Base = all respondents

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - '
accepted ] - % Originator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies
Base 203 189 89 51 31 63 46 5 99 46
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 72,41% 71,43% 65,17% 70,59% 64,52% 74,60% 84,78% 60,00% 72,73% 73,91%
Don't know 27,59% 28,57% 34,83% 29,41% 35,48% 25,40% 15,22% 40,00% 27,27% 26,09%
] Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regional, New Owner, Maﬁ;}ge— High (in 10 melc]i?jmrg (in
Global national, EU 28 EZ 19 sMember Small Medium Large Member of Non- or more 19
local ate since the board, managerial ember Member
2004 Director R States)
position States)
Base 203 21 41 64 48 6 14 20 53 19 53 70 15
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 72,41% 80,95% 70,73% 59,38% 56,25% 100,00% 50,00% 45,00% 75,47% 57,89% 66,04% 68,57% 46,67%
Don't know 27,59% 19,05% 29,27% 40,63% 43,75% - 50,00% 55,00% 24,53% 42,11% 33,96% 31,43% 53,33%
General attitude towards
current SPC system
Total
positiv negativ
Base 203 124 66
Persons who gave a concrete
response (For the results on this
question please see report
section "Verbatims") 72,41% 73,39% 77.27%
Don't know 27,59% 26,61% 22,73%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 190
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Question 43

Regulation 469/2009/EC does not define the concept of "active ingredient".

All'in all, would you favour or oppose including a definition of "active ingredient" in Regulation 469/2009/EC?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic

partici- Law firm Association Reﬁeat_rch companies | companies

pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Favour 44,04% 43,58% 41,46% 25,49% 67,74% 58,73% 28,26% 50,00% 26,26% 60,87%
Oppose 45,60% 46,93% 50,00% 66,67% 22,58% 33,33% 56,52% - 62,63% 30,43%
Undecided, no opinion 9,84% 8,94% 8,54% 7,84% 9,68% 7,94% 13,04% 50,00% 11,11% 8,70%
No response 0,52% 0,56% - - - - 2,17% - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- T Low/
iomer vomperr || MO0 medum o
Global national, EU 28 EZ 19 - Small Medium Large Non- -
| i State since the board, ial Member
oca 2004 Director manageria States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Favour 44,04% 66,67% 53,66% 49,12% 56,10% 50,00% 33,33% 84,21% 26,92% 35,29% 53,06% 37,31% 54,55%
Oppose 45,60% 28,57% 36,59% 40,35% 31,71% 33,33% 22,22% 15,79% 67,31% 52,94% 38,78% 53,73% 36,36%
Undecided, no opinion 9,84% 4,76% 9,76% 10,53% 12,20% 16,67% 44,44% - 5,77% 11,76% 8,16% 8,96% 9,09%
No response 0,52% - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 43

Regulation 469/2009/EC does not define the concept of "active ingredient".
All'in all, would you favour or oppose including a definition of "active ingredient" in Regulation 469/2009/EC?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Favour 44,04% 29,03% 71,21%
Oppose 45,60% 61,29% 18,18%
Undecided, no opinion 9,84% 8,87% 10,61%
No response 0,52% 0,81% -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 44

Please read through the following proposed definition on the left side of the screen.

Prosposed defintion:

“An active ingredient of the medicinal product is the product intended to exert a pharmacological, immunological or metabolic effect of its own with a view to restoring,
correcting or modifying physiological functions or to make a medical diagnosis that falls within the therapeutic or diagnostic indications covered by the wording

of the marketing authorisation granted under Directive 2001/83/EC and Directive 2001/82/EC to which the SPC application refers.”

In your view, would this definition of active ingredients provide legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - :
a;gﬁ?éﬁd Law firm Association Reitea}.rch C?)nn?rl’r;?]tigrs cfrsgsrzli%s
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Yes 25,91% 26,82% 23,17% 21,57% 25,81% 36,51% 17,39% - 22,22% 28,26%
No 50,26% 50,84% 53,66% 64,71% 35,48% 41,27% 56,52% 50,00% 58,59% 34,78%
Impossible to say 23,32% 22,35% 23,17% 13,73% 38,71% 22,22% 23,91% 50,00% 19,19% 36,96%
No response 0,52% - - - - - 2,17% - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- S Low/
e vounSt | | MO0 medum
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
local State since the board, managerial Member Member
2004 Director position States) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Yes 25,91% 33,33% 36,59% 28,07% 29,27% 16,67% 33,33% 47,37% 13,46% 23,53% 24,49% 20,90% 36,36%
No 50,26% 52,38% 36,59% 45,61% 39,02% 50,00% 33,33% 21,05% 69,23% 58,82% 48,98% 58,21% 27,27%
Impossible to say 23,32% 14,29% 26,83% 26,32% 31,71% 33,33% 33,33% 31,58% 17,31% 17,65% 26,53% 20,90% 36,36%
No response 0,52% - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 193

Base: SPC Stakeholders



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 44

Please read through the following proposed definition on the left side of the screen.

Prosposed defintion:

“An active ingredient of the medicinal product is the product intended to exert a pharmacological, immunological or metabolic effect of its own with a view to restoring,
correcting or modifying physiological functions or to make a medical diagnosis that falls within the therapeutic or diagnostic indications covered by the wording

of the marketing authorisation granted under Directive 2001/83/EC and Directive 2001/82/EC to which the SPC application refers.”

In your view, would this definition of active ingredients provide legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Yes 25,91% 22,58% 30,30%
No 50,26% 59,68% 34,85%
Impossible to say 23,32% 17,74% 33,33%
No response 0,52% 1,52%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 44

Please read through the following proposed definition on the left side of the screen.

Prosposed defintion:

“An active ingredient of the medicinal product is the product intended to exert a pharmacological, immunological or metabolic effect of its own with a view to restoring,

correcting or modifying physiological functions or to make a medical diagnosis that falls within the therapeutic or diagnostic indications covered by the wording
of the marketing authorisation granted under Directive 2001/83/EC and Directive 2001/82/EC to which the SPC application refers.”

In your view, would this definition of active ingredients provide legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Question 43
Total

Undecided,

Favour Oppose no opinion

Base 193 85 88 19
Yes 25,91% 50,59% 4,55% 15,79%
No 50,26% 31,76% 75,00% 21,05%
Impossible to say 23,32% 17,65% 20,45% 57,89%
No response 0,52% 5,26%
Total 100,00% 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 45

Regulation 1610/96/EC clarifies that “the issue of a certificate for a product consisting of an active substance does not prejudice the issue of other certificates
for derivatives (salts and esters) of the substance, provided that the derivatives are the subject of patents specifically covering them”.

Neither Regulation 1610/96/EC nor Regulation 469/2009/EC do clarify, however, under which conditions the derivative may be considered
a new product that satisfies the requirement under Art. 3 of Regulation 1610/96/EC

Proposed clarification:

"The different salts, esters, ethers, isomers, mixtures of isomers, complexes or derivatives of an active ingredient shall be considered to be the same active ingredient,
unless they differ significantly in properties with regard to safety and/or efficacy”, see Art. 10(2)(b) Directive 2001/83/EC"

All'in all, would you favour or oppose this clarification?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total acl?etS{ed Company ) - University/ | 5yiginator Generic
partici)— Law firm Assaciation Eiﬁﬁilrgg companies | companies
pants Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
Favour 41,45% 39,66% 39,02% 29,41% 54,84% 50,79% 32,61% 50,00% 28,28% 52,17%
Oppose 48,19% 50,28% 53,66% 66,67% 32,26% 36,51% 56,52% - 60,61% 39,13%
Undecided, no opinion 9,84% 9,50% 6,10% 3,92% 9,68% 12,70% 10,87% 50,00% 11,11% 6,52%
No response 0,52% 0,56% 1,22% - 3,23% - - - - 2,17%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
Global national, EU 28 EZ 19 sMember Small Medium Large Member of Non- or more 19
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Favour 41,45% 47,62% 51,22% 45,61% 48,78% 50,00% 77,78% 63,16% 23,08% 35,29% 42,86% 32,84% 63,64%
Oppose 48,19% 42,86% 34,15% 43,86% 46,34% - 22,22% 31,58% 67,31% 47,06% 51,02% 61,19% 18,18%
Undecided, no opinion 9,84% 9,52% 14,63% 8,77% 4,88% 33,33% - 5,26% 7,69% 17,65% 4,08% 4,48% 18,18%
No response 0,52% - - 1,75% - 16,67% - - 1,92% - 2,04% 1,49% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 45

Regulation 1610/96/EC clarifies that “the issue of a certificate for a product consisting of an active substance does not prejudice the issue of other certificates
for derivatives (salts and esters) of the substance, provided that the derivatives are the subject of patents specifically covering them”.

Neither Regulation 1610/96/EC nor Regulation 469/2009/EC do clarify, however, under which conditions the derivative may be considered

a new product that satisfies the requirement under Art. 3 of Regulation 1610/96/EC

Proposed clarification:

"The different salts, esters, ethers, isomers, mixtures of isomers, complexes or derivatives of an active ingredient shall be considered to be the same active ingredient,

unless they differ significantly in properties with regard to safety and/or efficacy”, see Art. 10(2)(b) Directive 2001/83/EC"

All'in all, would you favour or oppose this clarification?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Favour 41,45% 33,87% 56,06%
Oppose 48,19% 58,06% 31,82%
Undecided, no opinion 9,84% 8,06% 10,61%
No response 0,52% 1,52%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 46

Our next question pertains to the CJEU case law on Art. 3(a) and (b) of Regulation 469/2009/EC and Regulation 1610/96/EC:
According to the CJEU, a product is protected by the basic patent within the meaning of Art. 3(a) SPC Regulation when it is specified in
the wording of the claims of the basic patent (see, for instance, decision C322/10 - Medeva).
In your opinion, to what extent does this case law provide a clear criterion for deciding on SPC applications and/or resolving legal disputes?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted . - Y/ Originator Generic

partici- Law firm Association Eliiﬁilrgg companies | companies

pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46
+2 = Clear criterion 21,24% 21,79% 34,15% 50,98% 6,45% 3,17% 23,91% - 37,37% 6,52%
+1 17,10% 16,76% 23,17% 19,61% 29,03% 9,52% 15,22% 50,00% 16,16% 28,26%
0 15,54% 15,64% 9,76% 5,88% 16,13% 17,46% 21,74% 50,00% 12,12% 19,57%
-1 17,62% 17,88% 17,07% 13,73% 22,58% 20,63% 15,22% - 12,12% 19,57%
-2 = Unclear criterion 28,50% 27,93% 15,85% 9,80% 25,81% 49,21% 23,91% - 22,22% 26,09%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
+2 and +1 38,34% 38,55% 57,32% 70,59% 35,48% 12,70% 39,13% 50,00% 53,54% 34,78%
0 15,54% 15,64% 9,76% 5,88% 16,13% 17,46% 21,74% 50,00% 12,12% 19,57%
-1and -2 46,11% 45,81% 32,93% 23,53% 48,39% 69,84% 39,13% - 34,34% 45,65%
Mean value -0,15 -0,13 0,43 0,88 -0,32 -1,03 0,00 0,50 0,34 -0,30

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 46

Our next question pertains to the CJEU case law on Art. 3(a) and (b) of Regulation 469/2009/EC and Regulation 1610/96/EC:
According to the CJEU, a product is protected by the basic patent within the meaning of Art. 3(a) SPC Regulation when it is specified in
the wording of the claims of the basic patent (see, for instance, decision C322/10 - Medeva).
In your opinion, to what extent does this case law provide a clear criterion for deciding on SPC applications and/or resolving legal disputes?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

University/research institution is located activities
Manage- Lo Low/
iomer vomerr || MO0 medum n
Global national, EU 28 EZ 19 : Small Medium Large Non- -
State since the board, B Member
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
+2 = Clear criterion 21,24% 9,52% - 24,56% 24,39% - 11,11% 15,79% 44,23% 52,94% 28,57% 37,31% 18,18%
+1 17,10% 14,29% 7,32% 22,81% 21,95% 33,33% 22,22% 26,32% 23,08% 23,53% 22,45% 25,37% 9,09%
0 15,54% 14,29% 17,07% 14,04% 17,07% - 11,11% 21,05% 577% 11,76% 12,24% 10,45% 9,09%
-1 17,62% 19,05% 21,95% 19,30% 21,95% 33,33% 33,33% 21,05% 11,54% 5,88% 18,37% 11,94% 36,36%
-2 = Unclear criterion 28,50% 42,86% 53,66% 19,30% 14,63% 33,33% 22,22% 15,79% 15,38% 5,88% 18,37% 14,93% 27,27%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
+2 and +1 38,34% 23,81% 7,32% 47,37% 46,34% 33,33% 33,33% 42,11% 67,31% 76,47% 51,02% 62,69% 27,27%
0 15,54% 14,29% 17,07% 14,04% 17,07% - 11,11% 21,05% 5,77% 11,76% 12,24% 10,45% 9,09%
-1and -2 46,11% 61,90% 75,61% 38,60% 36,59% 66,67% 55,56% 36,84% 26,92% 11,76% 36,73% 26,87% 63,64%
Mean value -0,15 -0,71 -1,22 0,14 0,20 -0,67 -0,33 0,05 0,69 1,12 0,24 0,58 -0,45
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 199

Base: SPC Stakeholders




Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 46

Our next question pertains to the CJEU case law on Art. 3(a) and (b) of Regulation 469/2009/EC and Regulation 1610/96/EC:

According to the CJEU, a product is protected by the basic patent within the meaning of Art. 3(a) SPC Regulation when it is specified in

the wording of the claims of the basic patent (see, for instance, decision C322/10 - Medeva).

In your opinion, to what extent does this case law provide a clear criterion for deciding on SPC applications and/or resolving legal disputes?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
+2 = Clear criterion 21,24% 31,45% 3,03%
+1 17,10% 17,74% 16,67%
0 15,54% 14,52% 16,67%
-1 17,62% 14,52% 22,73%
-2 = Unclear criterion 28,50% 21,77% 40,91%
No response - - -
Total 100,00% 100,00% 100,00%
+2 and +1 38,34% 49,19% 19,70%
0 15,54% 14,52% 16,67%
-1 and -2 46,11% 36,29% 63,64%
Mean value -0,15 0,23 -0,82

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 47

Please indicate the extent to which you agree or disagree with the following statement:

"According to the case law of the CJEU, the fact that the product falls within the scope of protection of one patent claim
of the basic patent within the meaning of Art. 69 EPC

(or any domestic provision corresponding to Art. 69 EPC) is a necessary but not sufficient requirement to consider a product
as protected by the basic patent within the meaning of Art. 3(a) of Regulation 469/2009/EC"

Base = all respondents who answered "unclear criterion" (-1 or -2) in Q46

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted . - % Originator Generic

partici- Law firm Association ﬁliiﬁilrgg companies | companies

pants) Total Originator Generic
Base 89 82 27 12 15 44 18 - 34 21
Strongly agree 13,48% 13,41% 11,11% - 20,00% 15,91% 11,11% - 8,82% 19,05%
Agree 43,82% 45,12% 40,74% 50,00% 33,33% 47,73% 38,89% - 47,06% 42,86%
Disagree 17,98% 19,51% 11,11% 8,33% 13,33% 25,00% 11,11% - 20,59% 9,52%
Strongly disagree 10,11% 8,54% 7,41% 16,67% - 9,09% 16,67% - 14,71% -
Impossible to say 14,61% 13,41% 29,63% 25,00% 33,33% 2,27% 22,22% - 8,82% 28,57%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - 100,00% 100,00%
Strongly agree, Agree 57,30% 58,54% 51,85% 50,00% 53,33% 63,64% 50,00% - 55,88% 61,90%
Disagree, Strongly disagree 28,09% 28,05% 18,52% 25,00% 13,33% 34,09% 27,78% - 35,29% 9,52%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 47

Please indicate the extent to which you agree or disagree with the following statement:

"According to the case law of the CJEU, the fact that the product falls within the scope of protection of one patent claim

of the basic patent within the meaning of Art. 69 EPC
(or any domestic provision corresponding to Art. 69 EPC) is a necessary but not sufficient requirement to consider a product
as protected by the basic patent within the meaning of Art. 3(a) of Regulation 469/2009/EC"

Base = all respondents who answered "unclear criterion" (-1 or -2) in Q46

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Type of law firm University/research institution is located activities
Total Regional, New Owner, Marri1aa|‘ge— High (in 10 melai?JMrz (in
Global national, EU 28 EZ 19 Sg?emsk?r?crze Small Medium Large m%rg?grgf Non- &;ﬁ%ﬂ; 1-9
local f ’ managerial Member
2004 Director = States)

position States)
Base 89 13 31 22 15 4 5 7 14 2 18 18 7
Strongly agree 13,48% 7,69% 19,35% 9,09% 6,67% - 20,00% - 7,14% - 16,67% 11,11% -
Agree 43,82% 46,15% 48,39% 45,45% 33,33% 75,00% 40,00% 28,57% 50,00% 50,00% 33,33% 38,89% 57,14%
Disagree 17,98% 30,77% 22,58% 13,64% 20,00% - 20,00% 28,57% - - 16,67% 11,11% -
Strongly disagree 10,11% 15,38% 6,45% 4,55% 6,67% - - - 14,29% - 11,11% 11,11% -
Impossible to say 14,61% - 3,23% 27,27% 33,33% 25,00% 20,00% 42,86% 28,57% 50,00% 22,22% 27,78% 42,86%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Strongly agree, Agree 57,30% 53,85% 67,74% 54,55% 40,00% 75,00% 60,00% 28,57% 57,14% 50,00% 50,00% 50,00% 57,14%
Disagree, Strongly disagree 28,09% 46,15% 29,03% 18,18% 26,67% - 20,00% 28,57% 14,29% - 27,78% 22,22% -
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Question 47

Please indicate the extent to which you agree or disagree with the following statement:
"According to the case law of the CJEU, the fact that the product falls within the scope of protection of one patent claim

of the basic patent within the meaning of Art. 69 EPC

(or any domestic provision corresponding to Art. 69 EPC) is a necessary but not sufficient requirement to consider a product
as protected by the basic patent within the meaning of Art. 3(a) of Regulation 469/2009/EC"

Base = all respondents who answered "unclear criterion" (-1 or -2) in Q46

General attitude towards
current SPC system

Total
positiv negativ

Base 89 45 42
Strongly agree 13,48% 13,33% 14,29%
Agree 43,82% 37,78% 50,00%
Disagree 17,98% 24,44% 11,90%
Strongly disagree 10,11% 11,11% 9,52%
Impossible to say 14,61% 13,33% 14,29%
No response

Total 100,00% 100,00% 100,00%
Strongly agree, Agree 57,30% 51,11% 64,29%
Disagree, Strongly disagree 28,09% 35,56% 21,43%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

203



Institut fr Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 48

When it comes to Art. 3(a) of Regulation 469/2009/EC, and Art. 3(a) of Regulation 1610/96/EC, which of the following amendments would you favour in order

to ensure greater legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total

Total
(without the
later
accepted
partici-
pants)

Type of stakeholder

Representatives of

Company

Total

Originator

Generic

Law firm

Association

University/
Research
institution

Originator
companies

Generic
companies

Base

A new paragraph in the
Regulations with the following
wording: “The product is
protected by a basic patent in
force when it falls under the
scope of protection of the basic
patent pursuant to Art. 69 EPC
and corresponding national
provisions

and is, be it explicitly or
implicitly, directly and
unambiguously disclosed to the
skilled person in said basic
patent and in the patent
application as filed.” According
to this, the SPC may only be
granted for subject matter to
which the basic

patent may be limited without
violating Art. 123(2) EPC or the
corresponding national
provisions

A new paragraph with the
following wording: “The product
is protected when it falls under
the scope of protection of the
basic patent pursuant to Art. 69
EPC or the corresponding
national provisions.” This would
be an infringement test.

A new paragraph providing a
"core inventive advance test"
(as in UK case law) whereby the
subject matter of the SPC is
protected by the basic patent
when two requirements are
cumulatively met: - it falls under
the scope of protection of the
patent and - it represents the
core inventive advance of the
invention

No amendment of Art. 3(a) of
Regulation 469/2009/EC is
needed

No opinion, impossible to say

193

11,92%

20,73%

18,13%

37,82%
10,88%

179

12,29%

20,67%

17,88%

39,11%
9,50%

82

9,76%

13,41%

19,51%

43,90%
12,20%

51

5,88%

15,69%

5,88%

62,75%
9,80%

31

16,13%

9,68%

41,94%

12,90%
16,13%

63

15,87%

39,68%

19,05%

15,87%
9,52%

46

8,70%

8,70%

15,22%

58,70%
8,70%

50,00%

50,00%

99

8,08%

20,20%

6,06%

55,56%
10,10%

46

13,04%

8,70%

43,48%

19,57%
13,04%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 204
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Question 48

When it comes to Art. 3(a) of Regulation 469/2009/EC, and Art. 3(a) of Regulation 1610/96/EC, which of the following amendments would you favour in order
to ensure greater legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total

Type of law firm

Company, Association,

University/research institution is located

Companies by size

Position at company

Scope of company
activities

Regional,
national,
local

Global

EU 28

New
Member

EZ19 State since
2004

Small

Medium

Large

Owner,
Member of
the board,

Director

Manage-
rial,
Non-
managerial
position

Low/
medium (in
1-9
Member
States)

High (in 10
or more
Member
States)

Base

A new paragraph in the
Regulations with the following
wording: “The product is
protected by a basic patent in
force when it falls under the
scope of protection of the basic
patent pursuant to Art. 69 EPC
and corresponding national
provisions

and is, be it explicitly or
implicitly, directly and
unambiguously disclosed to the
skilled person in said basic
patent and in the patent
application as filed.” According
to this, the SPC may only be
granted for subject matter to
which the basic

patent may be limited without
violating Art. 123(2) EPC or the
corresponding national
provisions

A new paragraph with the
following wording: “The product
is protected when it falls under
the scope of protection of the
basic patent pursuant to Art. 69
EPC or the corresponding
national provisions.” This would
be an infringement test.

A new paragraph providing a
"core inventive advance test"
(as in UK case law) whereby the
subject matter of the SPC is
protected by the basic patent
when two requirements are
cumulatively met: - it falls under
the scope of protection of the
patent and - it represents the
core inventive advance of the
invention

No amendment of Art. 3(a) of
Regulation 469/2009/EC is
needed

No opinion, impossible to say

193

11,92%

20,73%

18,13%

37,82%
10,88%

21 41

19,05% 14,63%

42,86% 36,59%

9,52% 24,39%

23,81%
4,76%

12,20%
12,20%

12,28%

15,79%

24,56%

33,33%
12,28%

57 41 6

12,20% 16,67%

14,63% -

21,95% 83,33%

34,15% -
14,63% -

11,11%

11,11%

22,22%
44,44%

19

26,32%

26,32%

21,05%

15,79%
10,53%

52

3,85%

11,54%

19,23%

57,69%
7,69%

17

17,65%

11,76%

58,82%
11,76%

49

14,29%

14,29%

24,49%

34,69%
12,24%

67 11

5,97% 27,27%

13,43% 18,18%

19,40% 18,18%

49,25%
10,45%

18,18%
18,18%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 48

When it comes to Art. 3(a) of Regulation 469/2009/EC, and Art. 3(a) of Regulation 1610/96/EC, which of the following amendments would you favour in order

to ensure greater legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total

General attitude towards
current SPC system

positiv

negativ

Base

A new paragraph in the
Regulations with the following
wording: “The product is
protected by a basic patent in
force when it falls under the
scope of protection of the basic
patent pursuant to Art. 69 EPC
and corresponding national
provisions

and is, be it explicitly or
implicitly, directly and
unambiguously disclosed to the
skilled person in said basic
patent and in the patent
application as filed.” According
to this, the SPC may only be
granted for subject matter to
which the basic

patent may be limited without
violating Art. 123(2) EPC or the
corresponding national
provisions

A new paragraph with the
following wording: “The product
is protected when it falls under
the scope of protection of the
basic patent pursuant to Art. 69
EPC or the corresponding
national provisions.” This would
be an infringement test.

A new paragraph providing a
"core inventive advance test"
(as in UK case law) whereby the
subject matter of the SPC is
protected by the basic patent
when two requirements are
cumulatively met: - it falls under
the scope of protection of the
patent and - it represents the
core inventive advance of the
invention

No amendment of Art. 3(a) of
Regulation 469/2009/EC is
needed

No opinion, impossible to say

193

11,92%

20,73%

18,13%

37,82%
10,88%

124

8,87%

18,55%

9,68%

54,84%
8,06%

66

16,67%

25,76%

33,33%

7,58%
15,15%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 48

When it comes to Art. 3(a) of Regulation 469/2009/EC, and Art. 3(a) of Regulation 1610/96/EC, which of the following amendments would you favour in order

to ensure greater legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
%gﬁltga Total Originator Generic v Aesosatn Egiﬁi'rgg compantes companies
Base 193 179 82 51 31 63 46 2 99 46
No response 0,52% 0,56% 1,22% - 3,23% - - - - 2,17%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 48

When it comes to Art. 3(a) of Regulation 469/2009/EC, and Art. 3(a) of Regulation 1610/96/EC, which of the following amendments would you favour in order
to ensure greater legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,
University/research institution is located

Companies by size

Position at company

Scope of company

activities
Manage- T Low/
iomer vomperr || MO0 medum n
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
State since the board, B Member
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
No response 0,52% - - 1,75% 2,44% - 11,11% - - - - 1,49% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 208
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Question 48

When it comes to Art. 3(a) of Regulation 469/2009/EC, and Art. 3(a) of Regulation 1610/96/EC, which of the following amendments would you favour in order

to ensure greater legal certainty?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
No response 0,52% 1,52%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 49

Our next questions refer to variations of marketing authorisations as described in Regulation 1234/2008/EC.

In your view, should all variations of a marketing authorisation constitute a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research : )
l;))grnlél) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
Yes 10,34% 10,29% 7,32% 7,84% 6,45% 14,29% - - 8,64% 5,41%
No 71,72% 73,53% 81,71% 76,47% 90,32% 58,73% - - 69,14% 89,19%
No opinion 16,55% 14,71% 9,76% 15,69% - 25,40% - - 20,99% 2,70%
No response 1,38% 1,47% 1,22% - 3,23% 1,59% - - 1,23% 2,70%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New Owner, Manage- High (in 10 Low/
Reg_mnal, Member . Member of rial, or more medium (in
Global national, EU 28 EZ 19 - Small Medium Large Non- -
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Yes 10,34% 14,29% 14,63% 8,77% 9,76% - 22,22% 15,79% 1,92% 5,88% 10,20% 7,46% 9,09%
No 71,72% 71,43% 51,22% 78,95% 75,61% 100,00% 55,56% 63,16% 92,31% 88,24% 77,55% 85,07% 72,73%
No opinion 16,55% 9,52% 34,15% 12,28% 14,63% - 22,22% 21,05% 3,85% 5,88% 12,24% 5,97% 18,18%
No response 1,38% 4,76% - - - - - - 1,92% - - 1,49% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 49

Our next questions refer to variations of marketing authorisations as described in Regulation 1234/2008/EC.

In your view, should all variations of a marketing authorisation constitute a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system
Total
positiv negativ
Base 145 91 53
Yes 10,34% 10,99% 9,43%
No 71,72% 72,53% 71,70%
No opinion 16,55% 15,38% 16,98%
No response 1,38% 1,10% 1,89%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 211
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Question 50

In your opinion, should changes that require an extension of the marketing authorisation be considered
to be a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
ici- Law firm Association Research - :
%gwt‘;l) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
Yes 19,31% 19,12% 12,20% 13,73% 9,68% 28,57% - - 17,28% 10,81%
No 60,00% 62,50% 73,17% 68,63% 80,65% 42,86% - - 55,56% 78,38%
No opinion 18,62% 16,18% 12,20% 15,69% 6,45% 26,98% - - 24,69% 8,11%
No response 2,07% 2,21% 2,44% 1,96% 3,23% 1,59% - - 2,47% 2,70%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Regional, Member : Member of tial, or more medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member -
local 2004 Director | managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Yes 19,31% 33,33% 24,39% 10,53% 12,20% - 33,33% 15,79% 7,69% 11,76% 12,24% 11,94% 9,09%
No 60,00% 33,33% 48,78% 77,19% 75,61% 100,00% 44,44% 68,42% 78,85% 76,47% 73,47% 74,63% 72,73%
No opinion 18,62% 28,57% 26,83% 10,53% 12,20% - 22,22% 15,79% 9,62% 11,76% 14,29% 10,45% 18,18%
No response 2,07% 4,76% - 1,75% - - - - 3,85% - - 2,99% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 50

In your opinion, should changes that require an extension of the marketing authorisation be considered
to be a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ
Base 145 91 53
Yes 19,31% 20,88% 16,98%
No 60,00% 56,04% 67,92%
No opinion 18,62% 20,88% 13,21%
No response 2,07% 2,20% 1,89%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 50

In your opinion, should changes that require an extension of the marketing authorisation be considered
to be a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Question 49
Total
Yes No No opinion
Base 145 15 104 24
Yes 19,31% 60,00% 13,46% 20,83%
No 60,00% 20,00% 78,85% 8,33%
No opinion 18,62% 20,00% 6,73% 70,83%
No response 2,07% - 0,96% -
Total 100,00% 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

214



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 51

Regulation 1234/2008/EC refers to three types of variations which have different implications depending on the likely
impact of the change on the quality, safety or efficacy of the medicinal product.
This includes "type Il variations", that is, major variations that do not constitute an extension and which may have a significant impact "on the quality,

safety or efficacy" of the medicinal product concerned.

In your view, should any "type Il variation" constitute a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Total Type of stakeholder Representatives of
(without the
Total acl:aetgged Company University/ Originator Generic
iCi- Law firm Association Research - )
Frigf?él) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
Yes 15,86% 15,44% 6,10% 9,80% - 28,57% - - 13,58% 5,41%
No 59,31% 60,29% 75,61% 66,67% 90,32% 38,10% - - 53,09% 86,49%
No opinion 22,76% 22,06% 15,85% 21,57% 6,45% 31,75% - - 30,86% 5,41%
No response 2,07% 2,21% 2,44% 1,96% 3,23% 1,59% - - 2,47% 2,70%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
; Company, Association, : : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner, Manage- High (in 10 Low/
Regional, Member : Member of rial, or more medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director | managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Yes 15,86% 33,33% 24,39% 5,26% 7,32% - 22,22% 5,26% 3,85% 5,88% 6,12% 5,97% 9,09%
No 59,31% 33,33% 41,46% 77,19% 75,61% 100,00% 55,56% 63,16% 82,69% 88,24% 69,39% 79,10% 63,64%
No opinion 22,76% 33,33% 31,71% 15,79% 17,07% - 22,22% 31,58% 9,62% 5,88% 22,45% 11,94% 27,27%
No response 2,07% - 2,44% 1,75% - - - - 3,85% - 2,04% 2,99% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 51

Regulation 1234/2008/EC refers to three types of variations which have different implications depending on the likely
impact of the change on the quality, safety or efficacy of the medicinal product.
This includes "type Il variations", that is, major variations that do not constitute an extension and which may have a significant impact "on the quality,

safety or efficacy" of the medicinal product concerned.

In your view, should any "type Il variation" constitute a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ
Base 145 91 53
Yes 15,86% 16,48% 15,09%
No 59,31% 56,04% 66,04%
No opinion 22,76% 25,27% 16,98%
No response 2,07% 2,20% 1,89%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 51

Regulation 1234/2008/EC refers to three types of variations which have different implications depending on the likely
impact of the change on the quality, safety or efficacy of the medicinal product.
This includes "type Il variations", that is, major variations that do not constitute an extension and which may have a significant impact "on the quality,

safety or efficacy" of the medicinal product concerned.

In your view, should any "type Il variation" constitute a new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC or not?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Question 49
Total
Yes No No opinion
Base 145 15 104 24
Yes 15,86% 53,33% 9,62% 16,67%
No 59,31% 13,33% 77,88% 8,33%
No opinion 22,76% 26,67% 10,58% 75,00%
No response 2,07% 6,67% 1,92% -
Total 100,00% 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 52
In the decision ‘Neurim C-130/11' the CJEU set out the conditions under which a "different application of the same product” meets the requirements for SPC eligibility.
Do you agree with this case law?

Base = all law firm or patent law firm
Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company ] - University/ Originator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies
Base 63 58 - - - 63 - - 30 6
Yes 66,67% 67,24% - - - 66,67% - - 76,67% 66,67%
No 12,70% 12,07% - - - 12,70% - - 6,67% 33,33%
No opinion 20,63% 20,69% - - - 20,63% - - 16,67% -
No response - - - - - - - - - -
Total 100,00% 100,00% - - - 100,00% - - 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
e s vomper |l | HERE0 | medum n
Global national, EU 28 EZ 19 - Small Medium Large Non- -
State since the board, . Member
local f managerial Member
2004 Director position States) States)
Base 63 21 41 - - - - - - - - - -
Yes 66,67% 71,43% 65,85% - - - - - - - - - -
No 12,70% 14,29% 12,20% - - - - - - - - - -
No opinion 20,63% 14,29% 21,95% - - - - - - - - - -
No response - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% - - - - - - - - - -
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Question 52

In the decision ‘Neurim C-130/11' the CJEU set out the conditions under which a "different application of the same product” meets the requirements for SPC eligibility.
Do you agree with this case law?

Base = all law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ

Base 63 41 22
Yes 66,67% 75,61% 50,00%
No 12,70% 7,32% 22,73%
No opinion 20,63% 17,07% 27,27%
No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 53
Would you consider a type Il marketing authorisation variation (Art. 2 para 3 of Regulation 1234/2008) as sufficient to meet the requirements

for a "different application of the same product",as set out in the Neurim decision ('Neurim C-130/11")?

Base = all law firm or patent law firm
Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - Y Originator Generic
partici- Law firm Association Eliiﬁilrgtr: companies | companies
pants) Total Originator Generic
Base 63 58 - - - 63 - - 30 6
Yes, sufficient 30,16% 29,31% - - - 30,16% - - 33,33% 33,33%
No, not sufficient 28,57% 29,31% - - - 28,57% - - 20,00% 66,67%
No opinion 41,27% 41,38% - - - 41,27% - - 46,67% -
No response - - - - - - - - - -
Total 100,00% 100,00% - - - 100,00% - - 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- [ Low/
iromer vomperr || R0 medum n
Global national, EU 28 EZ 19 - Small Medium Large Non- -
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 63 21 41 - - - - - - - - - -
Yes, sufficient 30,16% 47,62% 21,95% - - - - - - - - - -
No, not sufficient 28,57% 23,81% 31,71% - - - - - - - - - -
No opinion 41,27% 28,57% 46,34% - - - - - - - - - -
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% - - - - - - - - - -
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Question 53

Would you consider a type Il marketing authorisation variation (Art. 2 para 3 of Regulation 1234/2008) as sufficient to meet the requirements
for a "different application of the same product",as set out in the Neurim decision ('Neurim C-130/11")?

Base = all law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ

Base 63 41 22
Yes, sufficient 30,16% 29,27% 31,82%
No, not sufficient 28,57% 24,39% 36,36%
No opinion 41,27% 46,34% 31,82%
No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 54

Our next question is about the possibility-by filing an SPC application-of referring to a third-party marketing authorisation without obtaining the consent of that third party.
In your experience, to what extent does that lead to practical problems for the holder of the authorisation in obtaining a license from the patent holder?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic

partici- Law firm Association Research companies | companies

pants) Total Originator Generic institution
Base 145 136 82 51 31 63 - - 81 37
To a great extent 18,62% 19,12% 15,85% 15,69% 16,13% 22,22% - - 13,58% 21,62%
To a moderate extent 17,93% 18,38% 15,85% 9,80% 25,81% 20,63% - - 18,52% 21,62%
To a lesser extent 6,90% 5,88% 2,44% 3,92% - 12,70% - - 8,64% -
Rarely/not at all 24,14% 25,00% 34,15% 54,90% - 11,11% - - 37,04% -
Don't know, no opinion 32,41% 31,62% 31,71% 15,69% 58,06% 33,33% - - 22,22% 56,76%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
To a great extent, To a
moderate extent 36,55% 37,50% 31,71% 25,49% 41,94% 42,86% - - 32,10% 43,24%
To a lesser extent, Rarely/not at
all 31,03% 30,88% 36,59% 58,82% - 23,81% - - 45,68% -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 54

Our next question is about the possibility-by filing an SPC application-of referring to a third-party marketing authorisation without obtaining the consent of that third party.
In your experience, to what extent does that lead to practical problems for the holder of the authorisation in obtaining a license from the patent holder?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Type of law firm University/research institution is located activities
Total Manage- i h (i Low/
o Regional, Mglrivk;,er Mgr\’ggg:'of rial, ch?rhn?c?réo medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
local State since the board, managerial Member Member
2004 Director position States) States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
To a great extent 18,62% 19,05% 24,39% 17,54% 14,63% 33,33% 11,11% 26,32% 13,46% 5,88% 20,41% 14,93% 27,27%
To a moderate extent 17,93% 28,57% 14,63% 19,30% 17,07% 50,00% 33,33% 10,53% 15,38% 23,53% 14,29% 14,93% 18,18%
To a lesser extent 6,90% 9,52% 14,63% 1,75% 2,44% - 11,11% - 1,92% - 4,08% 1,49% 9,09%
Rarely/not at all 24,14% 23,81% 4,88% 24,56% 21,95% - - - 53,85% 35,29% 28,57% 40,30% 9,09%
Don't know, no opinion 32,41% 19,05% 41,46% 36,84% 43,90% 16,67% 44,44% 63,16% 15,38% 35,29% 32,65% 28,36% 36,36%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
To a great extent, To a
moderate extent 36,55% 47,62% 39,02% 36,84% 31,71% 83,33% 44,44% 36,84% 28,85% 29,41% 34,69% 29,85% 45,45%
To a lesser extent, Rarely/not at
all 31,03% 33,33% 19,51% 26,32% 24,39% - 11,11% - 55,77% 35,29% 32,65% 41,79% 18,18%
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Question 54

Our next question is about the possibility-by filing an SPC application-of referring to a third-party marketing authorisation without obtaining the consent of that third party.

In your experience, to what extent does that lead to practical problems for the holder of the authorisation in obtaining a license from the patent holder?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ

Base 145 91 53
To a great extent 18,62% 14,29% 26,42%
To a moderate extent 17,93% 15,38% 22,64%
To a lesser extent 6,90% 6,59% 7,55%
Rarely/not at all 24,14% 36,26% 3,77%
Don't know, no opinion 32,41% 27,47% 39,62%
No response - - -
Total 100,00% 100,00% 100,00%
To a great extent, To a

moderate extent 36,55% 29,67% 49,06%
To a lesser extent, Rarely/not at

all 31,03% 42,86% 11,32%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 55

The case law of the CJEU is currently not clear with respect to third-party marketing authorisations:
Which of the following clarifications would you prefer?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company - ot University/ Originator Generic
tici- Law firm Association Research : )

l;))grnlél) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
The applicant can refer to a
third-party marketing
authorisation whether the holder
of the marketing authorisation
agrees to it or not and with no
formalities. 21,38% 19,85% 12,20% 7,84% 19,35% 33,33% - - 19,75% 21,62%
The applicant may only refer to
a third-party marketing
authorisation when the third
party is in agreement and
evidence of his/her consent is
included in the application. 44,14% 46,32% 37,80% 29,41% 51,61% 52,38% - - 34,57% 54,05%
No opinion 22,07% 20,59% 30,49% 35,29% 22,58% 11,11% - - 27,16% 18,92%
No response 12,41% 13,24% 19,51% 27,45% 6,45% 3,17% - - 18,52% 5,41%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 55

The case law of the CJEU is currently not clear with respect to third-party marketing authorisations:
Which of the following clarifications would you prefer?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

University/research institution is located activities
Manage- T Low/
s womperr || 90| medum n
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
State since the board, B Member
local 2004 Director managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
The applicant can refer to a
third-party marketing
authorisation whether the holder
of the marketing authorisation
agrees to it or not and with no
formalities. 21,38% 33,33% 31,71% 15,79% 17,07% 33,33% 22,22% 26,32% 577% 11,76% 16,33% 8,96% 27,27%
The applicant may only refer to
a third-party marketing
authorisation when the third
party is in agreement and
evidence of his/her consent is
included in the application. 44,14% 52,38% 53,66% 47,37% 46,34% 66,67% 55,56% 36,84% 36,54% 41,18% 38,78% 37,31% 45,45%
No opinion 22,07% 9,52% 12,20% 22,81% 19,51% - 22,22% 31,58% 28,85% 29,41% 26,53% 29,85% 27,27%
No response 12,41% 4,76% 2,44% 14,04% 17,07% - - 5,26% 28,85% 17,65% 18,37% 23,88% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 226
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Question 55

The case law of the CJEU is currently not clear with respect to third-party marketing authorisations:
Which of the following clarifications would you prefer?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards

rrent SP m
Total current SPC systel

positiv negativ

Base 145 91 53

The applicant can refer to a
third-party marketing
authorisation whether the holder
of the marketing authorisation
agrees to it or not and with no
formalities. 21,38% 19,78% 22,64%

The applicant may only refer to
a third-party marketing
authorisation when the third
party is in agreement and
evidence of his/her consent is

included in the application. 44,14% 36,26% 58,49%
No opinion 22,07% 25,27% 16,98%
No response 12,41% 18,68% 1,89%
Total 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 227

Base: SPC Stakeholders
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Question 55

The case law of the CJEU is currently not clear with respect to third-party marketing authorisations:
Which of the following clarifications would you prefer?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Question 54
Total
To a great mz;lt-j(«)eraate To alesser Rarely/not Don't know,
extent extent extent at all no opinion
Base 145 27 26 10 35 47

The applicant can refer to a
third-party marketing
authorisation whether the holder
of the marketing authorisation
agrees to it or not and with no
formalities. 21,38% 11,11% 30,77% 70,00% 11,43% 19,15%

The applicant may only refer to
a third-party marketing
authorisation when the third
party is in agreement and
evidence of his/her consent is

included in the application. 44,14% 81,48% 57,69% 20,00% 14,29% 42 55%
No opinion 22,07% 3,70% 3,85% 10,00% 34,29% 36,17%
No response 12,41% 3,70% 7,69% - 40,00% 2,13%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 228
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Question 56

In Europe it is not possible to obtain an SPC if the patent expires before the marketing authorisation has been granted.

By contrast, in the United States it is possible to obtain a patent extension even if the patent expires before the marketing authorisation has been granted.

The patent holder can in fact file an application for an interim extension before the expiration date of the patent.
In practice, do you favour amending the EU Regulations in this regard?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm or professional association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total acléletg{ed Company University/ Originator Generic
iCi- Law firm Association Research : )
l[F;(P:Irf?tcsl) Total Originator Generic institution comparies companies
Base 154 145 82 51 31 63 9 - 81 37
Yes 38,31% 37,93% 25,61% 29,41% 19,35% 53,97% 44,44% - 38,27% 24,32%
No 53,90% 54,48% 69,51% 64,71% 77,42% 34,92% 44,44% - 50,62% 70,27%
No opinion 7,79% 7,59% 4,88% 5,88% 3,23% 11,11% 11,11% - 11,11% 5,41%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - 100,00% 100,00%
; Company, Association, : : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- L Low/
Total Regional, Mgﬁvk\)ler M(e)r\élvggrryof rial, H'c?rhngg}g'o medium (in
Global national, EU 28 EZ 19 State si Small Medium Large the board Non- Memb 1-9
local az%(s):lllnce De_ o?r ’ managerial S?T er Member
Irector position ates) States)
Base 154 21 41 57 41 6 9 19 52 17 49 67 11
Yes 38,31% 52,38% 56,10% 31,58% 34,15% - 66,67% 47,37% 11,54% 23,53% 30,61% 19,40% 54,55%
No 53,90% 38,10% 31,71% 64,91% 63,41% 100,00% 33,33% 42,11% 84,62% 64,71% 65,31% 76,12% 36,36%
No opinion 7,79% 9,52% 12,20% 3,51% 2,44% - - 10,53% 3,85% 11,76% 4,08% 4,48% 9,09%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 56

In Europe it is not possible to obtain an SPC if the patent expires before the marketing authorisation has been granted.

By contrast, in the United States it is possible to obtain a patent extension even if the patent expires before the marketing authorisation has been granted.
The patent holder can in fact file an application for an interim extension before the expiration date of the patent.

In practice, do you favour amending the EU Regulations in this regard?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm or professional association

General attitude towards
current SPC system

Total
positiv negativ

Base 154 96 56
Yes 38,31% 36,46% 41,07%
No 53,90% 56,25% 51,79%
No opinion 7,79% 7,29% 7,14%
No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 57

In Europe, the prevailing view is that it is not possible to obtain an SPC if the patent was granted after the expiration date of the patent itself.
In practice, do you favour amending the EU Regulations in this regard?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm or professional association

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ] - % Originator Generic
tici- Law firm Association Research : )
l;))grnlél) Total Originator Generic institution comparies companies
Base 154 145 82 51 31 63 9 - 81 37
Yes 32,47% 31,72% 24,39% 27,45% 19,35% 44,44% 22,22% - 34,57% 21,62%
No 57,79% 58,62% 71,95% 70,59% 74,19% 39,68% 55,56% - 56,79% 70,27%
No opinion 9,09% 8,97% 3,66% 1,96% 6,45% 14,29% 22,22% - 8,64% 8,11%
No response 0,65% 0,69% - - - 1,59% - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Gl Reg_mnal, Member . Member of rial, or more medium (in
obal national, EU 28 EZ 19 - Small Medium Large Non- -
| State since the board, . Member
ocal 2004 Director managerial States) Member
position States)
Base 154 21 41 57 41 6 9 19 52 17 49 67 11
Yes 32,47% 42,86% 46,34% 31,58% 36,59% - 77,78% 47,37% 7,69% 23,53% 26,53% 17,91% 54,55%
No 57,79% 42,86% 36,59% 64,91% 60,98% 83,33% 22,22% 47,37% 88,46% 70,59% 69,39% 77,61% 45,45%
No opinion 9,09% 9,52% 17,07% 3,51% 2,44% 16,67% - 5,26% 3,85% 5,88% 4,08% 4,48% -
No response 0,65% 4,76% - - - - - - - - - - N
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 57

In Europe, the prevailing view is that it is not possible to obtain an SPC if the patent was granted after the expiration date of the patent itself.
In practice, do you favour amending the EU Regulations in this regard?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm or professional association

General attitude towards
current SPC system

Total
positiv negativ
Base 154 96 56
Yes 32,47% 30,21% 35,71%
No 57,79% 64,58% 48,21%
No opinion 9,09% 4,17% 16,07%
No response 0,65% 1,04% -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 58

Patent claims are statements that define the matter for which protection is sought in terms of the technical features of the invention. So far, Regulation 469/2009/EC

does not seem to provide that such statements should be included in the SPC application.
If the subject matter for which protection is sought had to be specified already in the SPC application in a form similar to patent claims:
Do you think that this would facilitate the examination procedure or, on the contrary, make it more difficult, or do you think it would make no difference?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ; - % Originator Generic
tici- Law firm Association Research ; )

l[F;{:lrnltcsl) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
Facilitate 24,83% 24,26% 23,17% 13,73% 38,71% 26,98% - - 14,81% 37,84%
Make it more difficult 46,21% 47,79% 53,66% 72,55% 22,58% 36,51% - - 61,73% 21,62%
Would make no difference 14,48% 14,71% 8,54% 3,92% 16,13% 22,22% - - 11,11% 16,22%
No opinion 14,48% 13,24% 14,63% 9,80% 22,58% 14,29% - - 12,35% 24,32%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%

] Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- L Low/
e wommetog |l | M0 medum
Global national, EU 28 EZ 19 : Small Medium Large Non- -
local State since the board, managerial Member Memb
2004 Director gerial States) ember
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Facilitate 24,83% 38,10% 19,51% 28,07% 26,83% 66,67% 44,44% 26,32% 19,23% 11,76% 28,57% 20,90% 27,27%
Make it more difficult 46,21% 38,10% 36,59% 45,61% 48,78% - 11,11% 31,58% 69,23% 58,82% 53,06% 59,70% 27,27%
Would make no difference 14,48% 14,29% 26,83% 12,28% 7,32% 33,33% 22,22% 10,53% 5,77% 11,76% 4,08% 7,46% 18,18%
No opinion 14,48% 9,52% 17,07% 14,04% 17,07% - 22,22% 31,58% 5,77% 17,65% 14,29% 11,94% 27,27%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 58

Patent claims are statements that define the matter for which protection is sought in terms of the technical features of the invention. So far, Regulation 469/2009/EC
does not seem to provide that such statements should be included in the SPC application.

If the subject matter for which protection is sought had to be specified already in the SPC application in a form similar to patent claims:

Do you think that this would facilitate the examination procedure or, on the contrary, make it more difficult, or do you think it would make no difference?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ

Base 145 91 53
Facilitate 24,83% 19,78% 33,96%
Make it more difficult 46,21% 58,24% 26,42%
Would make no difference 14,48% 9,89% 22,64%
No opinion 14,48% 12,09% 16,98%
No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 59

Which of the following measures would you expect to have a positive impact? Please mark all applicable measures.

(Multiple responses possible)

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - Y Originator Generic

partici- Law firm Association Eliiﬁ?tlrgtr: companies | companies

pants) Total Originator Generic
Base 145 136 82 51 31 63 - - 81 37
If the procedures for granting
SPCs were harmonised within
the EU 87,59% 87,50% 90,24% 92,16% 87,10% 84,13% - - 87,65% 89,19%
If third parties had the right to
file observations like in
proceedings before the EPO
under Art. 115 EPC 41,38% 41,91% 37,80% 13,73% 77,42% 46,03% - - 20,99% 75,68%
If the examination of all
requirements provided under
Art. 3 of the SPC Regulation
was made mandatory 41,38% 40,44% 32,93% 17,65% 58,06% 52,38% - - 25,93% 56,76%
If oppositions against SPCs
were made possible in cases
where the right was granted in
violation of Art. 3 of the SPC
Regulation 40,69% 40,44% 37,80% 15,69% 74,19% 44,44% - - 27,16% 67,57%
| do not expect any of the above
to have a positive impact 4,14% 4,41% 2,44% 1,96% 3,23% 6,35% - - 6,17% 2,70%
Sum of answers 215,17% 214,71% 201,22% 141,18% 300,00% 233,33% - - 167,90% 291,89%
No response 2,07% 2,21% 2,44% 3,92% - 1,59% - - 2,47% -

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 59

Which of the following measures would you expect to have a positive impact? Please mark all applicable measures.

(Multiple responses possible)

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

University/research institution is located activities
Total Manage- . . Low/
o Regional, Mglrivk;,er Mgr\’ggg:'of rial, ch?rhn?c?réo medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
local State since the board, managerial Member Member
2004 Director position States) States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
If the procedures for granting
SPCs were harmonised within
the EU 87,59% 80,95% 85,37% 87,72% 82,93% 83,33% 66,67% 100,00% 90,38% 82,35% 93,88% 89,55% 90,91%
If third parties had the right to
file observations like in
proceedings before the EPO
under Art. 115 EPC 41,38% 38,10% 48,78% 47,37% 46,34% 83,33% 55,56% 52,63% 28,85% 23,53% 42,86% 34,33% 54,55%
If the examination of all
requirements provided under
Art. 3 of the SPC Regulation
was made mandatory 41,38% 52,38% 51,22% 42,11% 41,46% 66,67% 66,67% 36,84% 25,00% 17,65% 40,82% 29,85% 45,45%
If oppositions against SPCs
were made possible in cases
where the right was granted in
violation of Art. 3 of the SPC
Regulation 40,69% 42,86% 43,90% 45,61% 48,78% 50,00% 44,44% 57,89% 28,85% 35,29% 44,90% 34,33% 54,55%
| do not expect any of the above
to have a positive impact 4,14% 4,76% 7,32% 3,51% 4,88% 16,67% 11,11% - 1,92% 5,88% - 2,99% -
Sum of answers 215,17% 219,05% 236,59% 226,32% 224,39% 300,00% 244,44% 247,371% 175,00% 164,71% 222,45% 191,04% 245,45%
No response 2,07% - 2,44% 1,75% 2,44% - - - 3,85% 5,88% - 2,99% -
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Question 59

Which of the following measures would you expect to have a positive impact? Please mark all applicable measures.
(Multiple responses possible)

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards

rrent SP m
Total current SPC systel

positiv negativ

Base 145 91 53

If the procedures for granting
SPCs were harmonised within
the EU 87,59% 86,81% 88,68%

If third parties had the right to
file observations like in

proceedings before the EPO
under Art. 115 EPC 41,38% 27,47% 66,04%

If the examination of all

requirements provided under
Art. 3 of the SPC Regulation
was made mandatory 41,38% 29,67% 62,26%

If oppositions against SPCs
were made possible in cases
where the right was granted in
violation of Art. 3 of the SPC

Regulation 40,69% 29,67% 60,38%
I do not expect any of the above
to have a positive impact 4,14% 4,40% 3,77%
Sum of answers 215,17% 178,02% 281,13%
No response 2,07% 3,30% -
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 237
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Question 60

There are suggestions for new rules in both SPC Regulations (Regulation 469/2009/EC and Regulation 1610/96/EC) analogous to some EPC rules.

Which of the following rules would you welcome under SPC Regulations?

First, would you welcome a right of the SPC holder to amend the product definition after grant before the Patent Office, analogous to Art. 105a EPC?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research ; )

gghlg) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
Yes 35,86% 34,56% 17,07% 21,57% 9,68% 60,32% - - 37,04% 10,81%
No 48,28% 49,26% 64,63% 66,67% 61,29% 26,98% - - 50,62% 64,86%
No opinion 13,10% 13,24% 17,07% 9,80% 29,03% 7,94% - - 8,64% 24,32%
No response 2,76% 2,94% 1,22% 1,96% - 4,76% - - 3,70% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%

; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regional, New Owner, Marrim;‘ge— High (in 10 melai?m (in
Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Yes 35,86% 57,14% 63,41% 17,54% 19,51% - 33,33% 26,32% 9,62% 11,76% 20,41% 14,93% 18,18%
No 48,28% 33,33% 21,95% 59,65% 56,10% 100,00% 44,44% 31,58% 80,77% 76,47% 61,22% 68,66% 45,45%
No opinion 13,10% 9,52% 7,32% 21,05% 21,95% - 22,22% 42,11% 7,69% 11,76% 18,37% 14,93% 36,36%
No response 2,76% - 7,32% 1,75% 2,44% - - - 1,92% - - 1,49% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 60

There are suggestions for new rules in both SPC Regulations (Regulation 469/2009/EC and Regulation 1610/96/EC) analogous to some EPC rules.
Which of the following rules would you welcome under SPC Regulations?
First, would you welcome a right of the SPC holder to amend the product definition after grant before the Patent Office, analogous to Art. 105a EPC?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ

Base 145 91 53
Yes 35,86% 34,07% 39,62%
No 48,28% 50,55% 45,28%
No opinion 13,10% 10,99% 15,09%
No response 2,76% 4,40%

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 61

Secondly, would you welcome a right of the SPC holder to amend the product definition during revocation

proceedings before the revocation judge, analogous to Art. 138 (3) EPC?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ] - % Originator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
Yes 38,62% 36,76% 17,07% 21,57% 9,68% 66,67% - - 38,27% 18,92%
No 46,21% 48,53% 64,63% 64,71% 64,52% 22,22% - - 49,38% 59,46%
No opinion 13,10% 12,50% 17,07% 11,76% 25,81% 7,94% - - 9,88% 21,62%
No response 2,07% 2,21% 1,22% 1,96% - 3,17% - - 2,47% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Reg_mnal, Member . Member of rial, or more medium (in
Global national, EU 28 EZ 19 - Small Medium Large Non- -
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Yes 38,62% 66,67% 65,85% 17,54% 21,95% - 11,11% 31,58% 13,46% 5,88% 24,49% 17,91% 18,18%
No 46,21% 23,81% 21,95% 57,89% 51,22% 83,33% 44,44% 31,58% 80,77% 70,59% 59,18% 70,15% 36,36%
No opinion 13,10% 9,52% 7,32% 22,81% 24,39% 16,67% 44,44% 36,84% 3,85% 23,53% 16,33% 10,45% 45,45%
No response 2,07% - 4,88% 1,75% 2,44% - - - 1,92% - - 1,49% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 61

Secondly, would you welcome a right of the SPC holder to amend the product definition during revocation
proceedings before the revocation judge, analogous to Art. 138 (3) EPC?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ
Base 145 91 53
Yes 38,62% 35,16% 45,28%
No 46,21% 49,45% 41,51%
No opinion 13,10% 12,09% 13,21%
No response 2,07% 3,30% -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 60/61

There are suggestions for new rules in both SPC Regulations (Regulation 469/2009/EC and Regulation 1610/96/EC) analogous to some EPC rules.

Which of the following rules would you welcome under SPC Regulations?

First, would you welcome a right of the SPC holder to amend the product definition after grant before the Patent Office, analogous to Art. 105a EPC?
Secondly, would you welcome a right of the SPC holder to amend the product definition during revocation

proceedings before the revocation judge, analogous to Art. 138 (3) EPC?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aCLaetS{ed Company : . University/ Originator Generic

partici- Law firm Association Re?tea}_rch companies | companies

pants) Total Originator Generic institution
Base 145 136 82 51 31 63 - - 81 37
Yes in Q60 and in Q61 31,72% 30,88% 12,20% 17,65% 3,23% 57,14% - - 33,33% 5,41%
Yes in Q60 or in Q61 11,03% 9,56% 9,76% 7,84% 12,90% 12,70% - - 8,64% 18,92%
No in Q60 and in Q61 40,00% 41,91% 57,32% 62,75% 48,39% 17,46% - - 45,68% 45,95%
No opinion in Q60 and in Q61 8,28% 8,82% 10,98% 7,84% 16,13% 4,76% - - 6,17% 13,51%
other combinations 6,90% 6,62% 8,54% 1,96% 19,35% 4,76% - - 3,70% 16,22%
No response 2,07% 2,21% 1,22% 1,96% - 3,17% - - 2,47% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%

! Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Manage- i h (i Low/
e e | vompSry |l | HER0 | medum n
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Di ! managerial Member
irector position States) States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Yes in Q60 and in Q61 31,72% 52,38% 60,98% 12,28% 14,63% - 11,11% 21,05% 9,62% 5,88% 16,33% 11,94% 18,18%
Yes in Q60 or in Q61 11,03% 19,05% 7,32% 10,53% 12,20% - 22,22% 15,79% 3,85% 5,88% 12,24% 8,96% -
No in Q60 and in Q61 40,00% 19,05% 17,07% 49,12% 43,90% 83,33% 22,22% 21,05% 76,92% 64,71% 53,06% 61,19% 36,36%
No opinion in Q60 and in Q61 8,28% 4,76% 4,88% 15,79% 17,07% - 11,11% 36,84% 1,92% 11,76% 12,24% 7,46% 36,36%
other combinations 6,90% 4,76% 4,88% 10,53% 9,76% 16,67% 33,33% 5,26% 5,77% 11,76% 6,12% 8,96% 9,09%
No response 2,07% - 4,88% 1,75% 2,44% - - - 1,92% - - 1,49% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 60/61

There are suggestions for new rules in both SPC Regulations (Regulation 469/2009/EC and Regulation 1610/96/EC) analogous to some EPC rules.
Which of the following rules would you welcome under SPC Regulations?

First, would you welcome a right of the SPC holder to amend the product definition after grant before the Patent Office, analogous to Art. 105a EPC?
Secondly, would you welcome a right of the SPC holder to amend the product definition during revocation

proceedings before the revocation judge, analogous to Art. 138 (3) EPC?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ

Base 145 91 53
Yes in Q60 and in Q61 31,72% 29,67% 35,85%
Yes in Q60 or in Q61 11,03% 9,89% 13,21%
No in Q60 and in Q61 40,00% 43,96% 33,96%
No opinion in Q60 and in Q61 8,28% 7,69% 7,55%
other combinations 6,90% 5,49% 9,43%
No response 2,07% 3,30%

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 62

In your experience as an SPC applicant, are there aspects of the national granting procedures that constitute a
burden for applicants, and where harmonisation would make sense?

Base = all companies who already dealt with SPCs (according to Q3 and Q19) or law firm or patent law firm

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 145 136 82 51 31 63 - - 81 37
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 56,55% 56,62% 54,88% 76,47% 19,35% 58,73% - - 72,84% 21,62%
Don't know 43,45% 43,38% 45,12% 23,53% 80,65% 41,27% - - 27,16% 78,38%
] Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
Global national, EU 28 EZ 19 sMember Small Medium Large Member of Non- or more 19
local 2004 Director | managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 56,55% 52,38% 60,98% 43,86% 41,46% 50,00% 44,44% 15,79% 71,15% 52,94% 48,98% 59,70% 27,27%
Don't know 43,45% 47,62% 39,02% 56,14% 58,54% 50,00% 55,56% 84,21% 28,85% 47,06% 51,02% 40,30% 72,73%
General attitude towards
current SPC system
Total
positiv negativ
Base 145 91 53
Persons who gave a concrete
response (For the results on this
question please see report
section "Verbatims") 56,55% 65,93% 41,51%
Don't know 43,45% 34,07% 58,49%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 244
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Question 63

Does the availability of SPC protection affect your company's decisions about where, in which country, to produce active ingredients?

Base = all companies active in any SPC field (according to Q3)

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association Research companies | companies
pants) Total Originator Generic institution
Base 82 78 82 51 31 - - - 51 31
Yes 24,39% 24,36% 24,39% 5,88% 54,84% - - - 5,88% 54,84%
No 18,29% 17,95% 18,29% 29,41% - - - - 29,41% -
Varies from case to case 50,00% 51,28% 50,00% 58,82% 35,48% - - - 58,82% 35,48%
No opinion 7,32% 6,41% 7,32% 5,88% 9,68% - - - 5,88% 9,68%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total : New Owner, Manage- High (in 10 Low/
Reg_|onal, Member - Member of rial, or more medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
local State since the board, managerial Member Member
2004 Director position States) States)
Base 82 - - 57 41 6 9 19 52 17 49 67 11
Yes 24,39% - - 29,82% 29,27% 83,33% 11,11% 42,11% 21,15% 17,65% 30,61% 23,88% 36,36%
No 18,29% - - 19,30% 19,51% - 33,33% 15,79% 17,31% 11,76% 18,37% 16,42% 27,27%
Varies from case to case 50,00% - - 42,11% 43,90% - 33,33% 42,11% 55,77% 64,71% 44,90% 55,22% 27,27%
No opinion 7,32% - - 8,77% 7,32% 16,67% 22,22% - 5,77% 5,88% 6,12% 4,48% 9,09%
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 63

Does the availability of SPC protection affect your company's decisions about where, in which country, to produce active ingredients?

Base = all companies active in any SPC field (according to Q3)

General attitude towards
current SPC system

Total
positiv negativ
Base 82 50 31
Yes 24,39% 4,00% 58,06%
No 18,29% 22,00% 9,68%
Varies from case to case 50,00% 66,00% 25,81%
No opinion 7,32% 8,00% 6,45%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 64

Is the scope of the Bolar exemption in the case law of a given country a relevant factor for you when deciding where to conduct pre-clinical and clinical trials?

Base = all companies active in any SPC field (according to Q3)

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association ﬁliiﬁilrgtr: companies | companies
pants) Total Originator Generic
Base 82 78 82 51 31 - - - 51 31
Yes 57,32% 58,97% 57,32% 54,90% 61,29% - - - 54,90% 61,29%
No 14,63% 15,38% 14,63% 13,73% 16,13% - - - 13,73% 16,13%
Varies from case to case 21,95% 20,51% 21,95% 21,57% 22,58% - - - 21,57% 22,58%
No opinion 4,88% 5,13% 4,88% 7,84% - - - - 7,84% -
No response 1,22% - 1,22% 1,96% - - - - 1,96% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total , Manage- igh (i Low/
e | vompSr |l | HERO0 | medum n
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local 2004 Director | managerial States) Member
position States)
Base 82 - - 57 41 6 9 19 52 17 49 67 11
Yes 57,32% - - 54,39% 51,22% 83,33% 11,11% 42,11% 71,15% 82,35% 46,94% 58,21% 63,64%
No 14,63% - - 17,54% 17,07% - 22,22% 26,32% 9,62% - 18,37% 16,42% 9,09%
Varies from case to case 21,95% - - 19,30% 19,51% 16,67% 33,33% 31,58% 15,38% 17,65% 26,53% 22,39% 18,18%
No opinion 4,88% - - 7,02% 9,76% - 22,22% - 3,85% - 6,12% 2,99% -
No response 1,22% - - 1,75% 2,44% - 11,11% - - - 2,04% - 9,09%
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 64

Is the scope of the Bolar exemption in the case law of a given country a relevant factor for you when deciding where to conduct pre-clinical and clinical trials?

Base = all companies active in any SPC field (according to Q3)

General attitude towards
current SPC system

Total
positiv negativ
Base 82 50 31
Yes 57,32% 58,00% 58,06%
No 14,63% 14,00% 16,13%
Varies from case to case 21,95% 18,00% 25,81%
No opinion 4,88% 8,00% -
No response 1,22% 2,00% -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 63/64

Does the availability of SPC protection affect your company's decisions about where, in which country, to produce active ingredients?
Is the scope of the Bolar exemption in the case law of a given country a relevant factor for you when deciding where to conduct pre-clinical and clinical trials?

Base = all companies active in any SPC field (according to Q3)

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
partici- Law firm Association Reﬁeat_rch companies | companies
pants) Total Originator Generic institution
Base 82 78 82 51 31 - - - 51 31
Yes in Q63 and in Q64 15,85% 16,67% 15,85% 1,96% 38,71% - - - 1,96% 38,71%
Yes in Q63 or in Q64 50,00% 50,00% 50,00% 56,86% 38,71% - - - 56,86% 38,71%
No in Q63 and in Q64 4,88% 5,13% 4,88% 7,84% - - - - 7,84% -
Vaires in in Q63 and in Q64 10,98% 11,54% 10,98% 11,76% 9,68% - - - 11,76% 9,68%
No opinion in Q63 and in Q64 2,44% 2,56% 2,44% 3,92% - - - - 3,92% -
other combinations 15,85% 14,10% 15,85% 17,65% 12,90% - - - 17,65% 12,90%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
s Company, Association, ; ; i Scope of company
Type of law firm University/research institution is located Companies by size Paosition at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ’ rial, medium (in
Global national, EU 28 EZ 19 Slt\/ltember Small Medium Large hf]engbergf Non- &r m%re 1-9
local ate since the board, managerial ember Member
2004 Director i States)
position States)
Base 82 - - 57 41 6 9 19 52 17 49 67 11
Yes in Q63 and in Q64 15,85% - - 21,05% 19,51% 66,67% - 31,58% 13,46% 17,65% 16,33% 13,43% 36,36%
Yes in Q63 or in Q64 50,00% - - 42,11% 41,46% 33,33% 22,22% 21,05% 65,38% 64,71% 44,90% 55,22% 27,27%
No in Q63 and in Q64 4,88% - - 3,51% - - - 5,26% 5,77% - 6,12% 5,97% -
Vaires in in Q63 and in Q64 10,98% - - 8,77% 7,32% - 11,11% 21,05% 7,69% 11,76% 10,20% 13,43% -
No opinion in Q63 and in Q64 2,44% - - 3,51% 4,88% - 11,11% - 1,92% - 4,08% 1,49% -
other combinations 15,85% - - 21,05% 26,83% - 55,56% 21,05% 5,77% 5,88% 18,37% 10,45% 36,36%
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 63/64

Does the availability of SPC protection affect your company's decisions about where, in which country, to produce active ingredients?
Is the scope of the Bolar exemption in the case law of a given country a relevant factor for you when deciding where to conduct pre-clinical and clinical trials?

Base = all companies active in any SPC field (according to Q3)

General attitude towards
current SPC system

Total
positiv negativ
Base 82 50 31
Yes in Q63 and in Q64 15,85% 4,00% 35,48%
Yes in Q63 or in Q64 50,00% 54,00% 45,16%
No in Q63 and in Q64 4,88% 6,00% 3,23%
Vaires in in Q63 and in Q64 10,98% 14,00% 6,45%
No opinion in Q63 and in Q64 2,44% 4,00% -
other combinations 15,85% 18,00% 9,68%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 65

Are you in favour of a narrow Bolar exemption as laid down in Art. 10(6) Directive 2001/83/EC and Art. 13(6) Directive 2001/82/EC and, by reference,
in Art. 27(d) UPCA,; or would you favour a broader exemption as recently introduced in UK patent law?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company ] - University/ Originator Generic

partici- Law firm Association Reﬁeat_rch companies | companies

pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Narrow Bolar exemption 18,13% 17,32% 8,54% 13,73% - 30,16% 19,57% - 19,19% 2,17%
Broader Bolar exemption 60,62% 60,34% 71,95% 64,71% 83,87% 42,86% 65,22% 50,00% 56,57% 82,61%
No opinion 19,69% 20,67% 19,51% 21,57% 16,13% 23,81% 13,04% 50,00% 22,22% 13,04%
No response 1,55% 1,68% - - - 3,17% 2,17% - 2,02% 2,17%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- T Low/
iomer vomperr || MO0 medum o
Global national, EU 28 EZ 19 - Small Medium Large Non- -
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Narrow Bolar exemption 18,13% 23,81% 34,15% 7,02% 9,76% - 11,11% 15,79% 5,77% 5,88% 10,20% 7,46% 18,18%
Broader Bolar exemption 60,62% 52,38% 36,59% 71,93% 65,85% 100,00% 33,33% 52,63% 84,62% 70,59% 67,35% 74,63% 63,64%
No opinion 19,69% 19,05% 26,83% 21,05% 24,39% - 55,56% 31,58% 9,62% 23,53% 22,45% 17,91% 18,18%
No response 1,55% 4,76% 2,44% - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 65

Are you in favour of a narrow Bolar exemption as laid down in Art. 10(6) Directive 2001/83/EC and Art. 13(6) Directive 2001/82/EC and, by reference,
in Art. 27(d) UPCA,; or would you favour a broader exemption as recently introduced in UK patent law?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Narrow Bolar exemption 18,13% 19,35% 16,67%
Broader Bolar exemption 60,62% 56,45% 68,18%
No opinion 19,69% 22,58% 13,64%
No response 1,55% 1,61% 1,52%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 65

Are you in favour of a narrow Bolar exemption as laid down in Art. 10(6) Directive 2001/83/EC and Art. 13(6) Directive 2001/82/EC and, by reference,
in Art. 27(d) UPCA,; or would you favour a broader exemption as recently introduced in UK patent law?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Question 64
Total Varies from
Yes No case to No opinion
case
Base 193 47 12 18 4
Narrow Bolar exemption 18,13% 2,13% 8,33% 16,67% 25,00%
Broader Bolar exemption 60,62% 89,36% 75,00% 44,44% -
No opinion 19,69% 8,51% 16,67% 38,89% 75,00%
No response 1,55% - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 66

SPC protection is not provided in all WTO Member States. Moreover, countries with a significant generic industry exclude new uses of known compounds from patent
protection and strongly limit the patentability of new forms of existing active ingredients.
Consequently, the production of a substance for a specific technical or therapeutic purpose in these countries is

or becomes patent-free, while a patent or an SPC in Europe may still exist.
In such an asymmetric situation, to what extent would you expect generic manufacturers to outsource the production of active ingredients that are still protected
in Europe, but that are patent-free in several non-European jurisdictions?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
Total aCLa'EtS{ed Company University/ Originator Generic

partici- Law firm Association Research con? anies | companies

pants) Total Originator Generic institution P P
Base 193 179 82 51 31 63 46 2 99 46
Always 8,29% 7,82% 10,98% 3,92% 22,58% 6,35% 6,52% - 3,03% 23,91%
In most cases 38,86% 39,66% 37,80% 21,57% 64,52% 50,79% 21,74% 100,00% 24,24% 56,52%
Occasionally 11,92% 12,29% 7,32% 5,88% 9,68% 14,29% 17,39% - 12,12% 8,70%
Never 2,07% 1,68% 1,22% 1,96% - 1,59% 4,35% - 2,02% -
No opinion, impossible to say 29,02% 27,93% 24,39% 37,25% 3,23% 25,40% 43,48% - 39,39% 10,87%
No response 9,84% 10,61% 18,29% 29,41% - 1,59% 6,52% - 19,19% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Always, In most cases 47,15% 47,49% 48,78% 25,49% 87,10% 57,14% 28,26% 100,00% 27,27% 80,43%
Occasionally, Never 13,99% 13,97% 8,54% 7,84% 9,68% 15,87% 21,74% - 14,14% 8,70%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 66

SPC protection is not provided in all WTO Member States. Moreover, countries with a significant generic industry exclude new uses of known compounds from patent
protection and strongly limit the patentability of new forms of existing active ingredients.
Consequently, the production of a substance for a specific technical or therapeutic purpose in these countries is

or becomes patent-free, while a patent or an SPC in Europe may still exist.

In such an asymmetric situation, to what extent would you expect generic manufacturers to outsource the production of active ingredients that are still protected

in Europe, but that are patent-free in several non-European jurisdictions?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,
University/research institution is located

Companies by size

Position at company

Scope of company
activities

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Manage- - Low/
s womerr || 90 medum n
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
| State since the board, : Member
ocal 2004 Director managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Always 8,29% 4,76% 4,88% 12,28% 9,76% 33,33% 11,11% 15,79% 9,62% 5,88% 10,20% 11,94% 9,09%
In most cases 38,86% 38,10% 58,54% 49,12% 51,22% 66,67% 55,56% 57,89% 26,92% 47,06% 42,86% 35,82% 45,45%
Occasionally 11,92% 14,29% 14,63% 8,77% 12,20% - 22,22% 10,53% 3,85% - 8,16% 7,46% -
Never 2,07% - 2,44% - - - - - 1,92% - - 1,49% -
No opinion, impossible to say 29,02% 42,86% 17,07% 15,79% 14,63% - 11,11% 15,79% 28,85% 29,41% 22,45% 22,39% 36,36%
No response 9,84% - 2,44% 14,04% 12,20% - - - 28,85% 17,65% 16,33% 20,90% 9,09%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Always, In most cases 47,15% 42,86% 63,41% 61,40% 60,98% 100,00% 66,67% 73,68% 36,54% 52,94% 53,06% 47,76% 54,55%
Occasionally, Never 13,99% 14,29% 17,07% 8,77% 12,20% - 22,22% 10,53% 5,77% - 8,16% 8,96% -
255




Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 66

SPC protection is not provided in all WTO Member States. Moreover, countries with a significant generic industry exclude new uses of known compounds from patent

protection and strongly limit the patentability of new forms of existing active ingredients.

Consequently, the production of a substance for a specific technical or therapeutic purpose in these countries is

or becomes patent-free, while a patent or an SPC in Europe may still exist.

In such an asymmetric situation, to what extent would you expect generic manufacturers to outsource the production of active ingredients that are still protected
in Europe, but that are patent-free in several non-European jurisdictions?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Always 8,29% 4,84% 15,15%
In most cases 38,86% 26,61% 62,12%
Occasionally 11,92% 14,52% 7,58%
Never 2,07% 2,42% 1,52%
No opinion, impossible to say 29,02% 36,29% 13,64%
No response 9,84% 15,32% -
Total 100,00% 100,00% 100,00%
Always, In most cases 47,15% 31,45% 77,27%
Occasionally, Never 13,99% 16,94% 9,09%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 67

The introduction of a "SPC manufacturing waiver" for the export of SPC-protected active ingredients to patent-free markets is currently being considered.
This would allow generic companies to manufacture SPC-protected drugs in Europe for export to patent-free countries without infringing the SPC rights.

By manufacturing we understand "manufacturing of a final product”, and not packaging.
What do you think of the idea of introducing such an "SPC waiver"?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
Total acléletg{ed Company ; - University/ Originator Generic
partici- Law firm Association Refvtea}_rch companies | companies
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Persons who gave a concrete
response (For the results on this
question please see report
section "Verbatims") 82,90% 83,24% 85,37% 84,31% 87,10% 76,19% 86,96% 100,00% 82,83% 91,30%
No opinion 17,10% 16,76% 14,63% 15,69% 12,90% 23,81% 13,04% - 17,17% 8,70%
] Company, Association, : : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
Global national, EU 28 EZ 19 S{\gl?emsti’ﬁée Small Medium Large l:/rlleerrtl)t())grr(cj)f Non- ,\(;lrerr?]%fr 1-9
local 2004 Director . managerial States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 82,90% 76,19% 78,05% 82,46% 78,05% 100,00% 55,56% 73,68% 94,23% 88,24% 81,63% 91,04% 63,64%
No opinion 17,10% 23,81% 21,95% 17,54% 21,95% - 44,44% 26,32% 5,77% 11,76% 18,37% 8,96% 36,36%
General attitude towards
current SPC system
Total
positiv negativ
Base 193 124 66
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 82,90% 82,26% 84,85%
No opinion 17,10% 17,74% 15,15%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 257
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Question 68

Assuming a manufacturing waiver was introduced, which of the following measures would you suggest in order to prevent stockpiling
or exportation to countries where equivalent protection is still in force?

Please mark the applicable measures:

(Multiple responses possible)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) - Y Originator Generic
partici- Law firm Association Elii?tﬁlrgg companies companies
pants) Total Originator Generic
Base 193 179 82 51 31 63 46 2 99 46

Granting the patent holder a
right to information, enforceable
before the courts 55,44% 55,87% 48,78% 72,55% 9,68% 60,32% 63,04% - 76,77% 17,39%

Making it mandatory for the
manufacturer to provide specific
labelling for the product 55,44% 56,42% 51,22% 70,59% 19,35% 60,32% 58,70% - 71,72% 21,74%

Making it mandatory for the
manufacturer to communicate to
the right holder the quantity
produced and the destination
before starting distribution 49,74% 50,84% 48,78% 74,51% 6,45% 49,21% 52,17% 50,00% 71,72% 6,52%

New rules shifting the burden of
proof for infringement from the

SPC holder to the manufacturer 50,78% 51,96% 48,78% 74,51% 6,45% 49,21% 56,52% 50,00% 69,70% 8,70%
Other (please specify); 22,80% 22,91% 26,83% 43,14% - 9,52% 34,78% - 35,35% 2,17%
| do not suggest any such

measures 19,69% 19,55% 26,83% 3,92% 64,52% 11,11% 19,57% - 4,04% 60,87%
No opinion 8,81% 8,38% 7,32% 9,80% 3,23% 9,52% 8,70% 50,00% 9,09% 4,35%
Sum of answers 262,69% 265,92% 258,54% 349,02% 109,68% 249,21% 293,48% 150,00% 338,38% 121,74%
No response 1,04% 0,56% 1,22% - 3,23% 1,59% - - 1,01% 2,17%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 258

Base: SPC Stakeholders



Institut fr Demoskopie Allensbach

Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question 68

Assuming a manufacturing waiver was introduced, which of the following measures would you suggest in order to prevent stockpiling
or exportation to countries where equivalent protection is still in force?

Please mark the applicable measures:
(Multiple responses possible)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

University/research institution is located activities
Total Regional, New Owner, Ma}’?j‘ge— High (in 10 me'a%"‘rz (in
Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more -
local State since the board, managerial Member Member
2004 Director position States) States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Granting the patent holder a
right to information, enforceable
before the courts 55,44% 61,90% 60,98% 36,84% 36,59% 16,67% - 31,58% 63,46% 47,06% 44,90% 52,24% 36,36%
Making it mandatory for the
manufacturer to provide specific
labelling for the product 55,44% 57,14% 60,98% 42,11% 39,02% 16,67% - 36,84% 65,38% 52,94% 48,98% 53,73% 45,45%
Making it mandatory for the
manufacturer to communicate to
the right holder the quantity
produced and the destination
before starting distribution 49,74% 52,38% 48,78% 38,60% 36,59% - 11,11% 31,58% 61,54% 52,94% 44,90% 53,73% 27,27%
New rules shifting the burden of
proof for infringement from the
SPC holder to the manufacturer 50,78% 38,10% 56,10% 35,09% 36,59% - 11,11% 26,32% 63,46% 47,06% 44,90% 52,24% 27.27%
Other (please specify); 22,80% 19,05% 4,88% 17,54% 17,07% - - - 42,31% 23,53% 24,49% 32,84% -
| do not suggest any such
measures 19,69% 9,52% 12,20% 35,09% 36,59% 50,00% 55,56% 36,84% 19,23% 35,29% 24,49% 29,85% 18,18%
No opinion 8,81% 4,76% 12,20% 8,77% 9,76% 16,67% 22,22% 10,53% 3,85% 5,88% 8,16% 2,99% 27,27%
Sum of answers 262,69% 242,86% 256,10% 214,04% 212,20% 100,00% 100,00% 173,68% 319,23% 264,71% 240,82% 277,61% 181,82%
No response 1,04% - 2,44% - - - - - - - 2,04% - -
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Question 68

Assuming a manufacturing waiver was introduced, which of the following measures would you suggest in order to prevent stockpiling
or exportation to countries where equivalent protection is still in force?

Please mark the applicable measures:

(Multiple responses possible)

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards

current SPC system
Total Y

positiv negativ

Base 193 124 66

Granting the patent holder a
right to information, enforceable
before the courts 55,44% 69,35% 31,82%

Making it mandatory for the
manufacturer to provide specific
labelling for the product 55,44% 66,94% 34,85%

Making it mandatory for the
manufacturer to communicate to
the right holder the quantity
produced and the destination
before starting distribution 49,74% 62,90% 25,76%

New rules shifting the burden of
proof for infringement from the

SPC holder to the manufacturer 50,78% 62,10% 30,30%
Other (please specify); 22,80% 33,06% 4,55%
| do not suggest any such

measures 19,69% 9,68% 39,39%
No opinion 8,81% 8,87% 6,06%
Sum of answers 262,69% 312,90% 172,73%
No response 1,04% 0,81% 1,52%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 260
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Question 69

The creation of a "unitary SPC" which can be obtained with a single granting procedure is currently under consideration.

In your opinion, is there actually a need for creating a "unitary SPC" or is there no actual need?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
partici- Law firm Association Research companies | companies
pants) Total Originator Generic institution
Base 193 179 82 51 31 63 46 2 99 46
Yes, there is actually a need 75,13% 75,42% 80,49% 90,20% 64,52% 65,08% 80,43% 50,00% 80,81% 67,39%
No, there is no need for that 13,99% 13,41% 12,20% 5,88% 22,58% 22,22% 6,52% - 13,13% 19,57%
No opinion 10,88% 11,17% 7,32% 3,92% 12,90% 12,70% 13,04% 50,00% 6,06% 13,04%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
e iomer . vomperr || MO0 medum o
Global national, EU 28 EZ 19 - Small Medium Large Non- -
| i State since the board, ial Member
oca 2004 Director manageria States) Member
position States)
Base 193 21 41 57 41 6 9 19 52 17 49 67 11
Yes, there is actually a need 75,13% 61,90% 65,85% 80,70% 82,93% 50,00% 66,67% 84,21% 82,69% 52,94% 83,67% 79,10% 90,91%
No, there is no need for that 13,99% 38,10% 14,63% 14,04% 9,76% 50,00% 33,33% 5,26% 9,62% 23,53% 12,24% 11,94% 9,09%
No opinion 10,88% - 19,51% 5,26% 7,32% - - 10,53% 7,69% 23,53% 4,08% 8,96% -
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 69

The creation of a "unitary SPC" which can be obtained with a single granting procedure is currently under consideration.
In your opinion, is there actually a need for creating a "unitary SPC" or is there no actual need?

Base = all companies, universities/research institutions active in any SPC field (according to Q3 and Q17) or law firm or patent law firm or association

General attitude towards
current SPC system

Total
positiv negativ
Base 193 124 66
Yes, there is actually a need 75,13% 77,42% 71,21%
No, there is no need for that 13,99% 12,10% 18,18%
No opinion 10,88% 10,48% 10,61%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 70
And in your opinion, which authority shown on this list should grant a "unitary SPC"?

Base = all respondents who answered "yes" in Q69

Total Type of stakeholder Representatives of
(without the
Total aclfetg{w Company University/ Originator Generic
artici- Law firm Association Research : )
F;))ants) Total Originator Generic institution companies companies
Base 145 135 66 46 20 41 37 1 80 31

National patent offices based on
a mutual recognition system 5,52% 5,93% 1,52% - 5,00% 7,32% 10,81% - 2,50% 16,13%

An EU authority such as the EU
Intellectual Property Office
(EUIPO) 8,28% 8,89% 9,09% 4,35% 20,00% 7,32% 5,41% 100,00% 3,75% 12,90%

An EU authority such as the
European Medicines Agency
(EMA) 6,90% 5,93% 6,06% - 20,00% 4,88% 10,81% - 1,25% 22,58%

The EPO 25,52% 25,19% 22,73% 21,74% 25,00% 36,59% 18,92% - 21,25% 25,81%

A virtual patent office created
based on new EU rules and

composed of examiners from
national patent offices 53,79% 54,07% 60,61% 73,91% 30,00% 43,90% 54,05% - 71,25% 22,58%

No response - - - - - - - - R R

Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 263
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Question 70
And in your opinion, which authority shown on this list should grant a "unitary SPC"?

Base = all respondents who answered "yes" in Q69

, Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Manage- ik Low/
o Regional, Mglrivk;,er Mgr\’ggg:'of rial, ch?rhnglc?réo medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
State since the board, B Member
local 2004 Director managerial States) Member
position States)
Base 145 13 27 46 34 3 6 16 43 9 41 53 10

National patent offices based on
a mutual recognition system 5,52% - 11,11% 2,17% 2,94% - - 6,25% - 11,11% - 1,89% -

An EU authority such as the EU

Intellectual Property Office
(EUIPO) 8,28% 7,69% 7,41% 10,87% 14,71% 33,33% 16,67% 18,75% 4,65% - 9,76% 9,43% 10,00%

An EU authority such as the
European Medicines Agency
(EMA) 6,90% 7,69% 3,70% 8,70% 11,76% - - 12,50% 4,65% 11,11% 7,32% 7,55% -
The EPO 25,52% 30,77% 37,04% 26,09% 29,41% - 66,67% 31,25% 11,63% - 24,39% 16,98% 40,00%

A virtual patent office created
based on new EU rules and

composed of examiners from
national patent offices 53,79% 53,85% 40,74% 52,17% 41,18% 66,67% 16,67% 31,25% 79,07% 77,78% 58,54% 64,15% 50,00%

No response - - - - - - - R

Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 264
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Question 70

And in your opinion, which authority shown on this list should grant a "unitary SPC"?

Base = all respondents who answered "yes" in Q69

General attitude towards
current SPC system

Total
positiv negativ

Base 145 96 47
National patent offices based on
a mutual recognition system 5,52% 3,13% 10,64%
An EU authority such as the EU
Intellectual Property Office
(EUIPO) 8,28% 5,21% 14,89%
An EU authority such as the
European Medicines Agency
(EMA) 6,90% 4,17% 12,77%
The EPO 25,52% 19,79% 36,17%
A virtual patent office created
based on new EU rules and
composed of examiners from
national patent offices 53,79% 67,71% 25,53%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 71

You opted for a mutual recognition system. In that case, in which language should the “unitary SPC” be filed and prosecuted?

Base = all respondents who answered "yes" in Q69 and "mutual recognition system" in Q70

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research : )
par ItCI — . institution companies companies
pants) Total Originator Generic
Base 8 8 1 - 1 3 4 - 2 5
In English 12,50% 12,50% - - - 33,33% - - 50,00% -
In the language of the.
respective national office 87,50% 87,50% 100,00% - 100,00% 66,67% 100,00% - 50,00% 100,00%
No preference - - - - - - - - - -
Don't know, no opinion - - - - - - - - - -
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% - 100,00% 100,00% 100,00% - 100,00% 100,00%
: Company, Association, ; ; i Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New Owner Manage- High (in 10 Low/
Regional, Member - Memberyof rial, or more medium (in
Global national, EU 28 EZ 19 State si Small Medium Large the board Non- Memb 1-9
local az%glllnce De_ o?r ’ managerial Sfr? er Member
rector position ates) States)
Base 8 - 3 1 1 - - 1 - 1 - 1 -
In English 12,50% - 33,33% - - - - - - - - - -
In the language of the.
respective national office 87,50% - 66,67% 100,00% 100,00% - - 100,00% - 100,00% - 100,00% -
No preference - - - - - - - - - - - - -
Don't know, no opinion - - - - - - - - - - - - -
No response - - - - - - - - - - - - -
Total 100,00% - 100,00% 100,00% 100,00% - - 100,00% - 100,00% - 100,00% -
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Question 71

You opted for a mutual recognition system. In that case, in which language should the “unitary SPC” be filed and prosecuted?

Base = all respondents who answered "yes" in Q69 and "mutual recognition system" in Q70

General attitude towards
current SPC system

Total

Total
positiv negativ

Base 8 3 5
In English 12,50% 33,33% -
In the language of the
respective national office 87,50% 66,67% 100,00%
No preference - - -
Don't know, no opinion - - -
No response - - -

100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 72

You opted for an EU authority/the EPO/a virtual EU patent office. In that case, in which language should the "unitary SPC" be prosecuted?

Base = all respondents who answered "yes" in Q69 and "EUIPO, EMA, EPO, virtual EU office" in Q70

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ; ot % Originator Generic
tici- Law firm Association Research : )

r‘))grnlél) Total Originator Generic institution companies companies
Base 137 127 65 46 19 38 33 1 78 26
In English only 18,25% 18,90% 18,46% 6,52% 47,37% 18,42% 18,18% - 10,26% 42,31%
EPO solution (English, French,
and German) 66,42% 65,35% 69,23% 86,96% 26,32% 60,53% 66,67% 100,00% 78,21% 30,77%
In the same five working
languages of the EUIPO 4,38% 4,72% 3,08% - 10,53% 5,26% 6,06% - 1,28% 11,54%
In the official language of any
participating Member State,
accompanied by a translation
into English 8,03% 7,87% 6,15% 4,35% 10,53% 10,53% 9,09% - 6,41% 11,54%
Don't know, no opinion 2,92% 3,15% 3,08% 2,17% 5,26% 5,26% - - 3,85% 3,85%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%

; Company, Association, ) : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regional, New Owner, Marri:}’ge— High (in 10 me'&ﬁm (in
Global national, EU 28 EZ 19 S{\/Iemk_)er Small Medium Large Member of Non- or more 1-9
ate since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 137 13 24 45 33 3 6 15 43 8 41 52 10
In English only 18,25% 15,38% 20,83% 26,67% 24,24% 33,33% 33,33% 33,33% 11,63% 12,50% 21,95% 21,15% 10,00%
EPO solution (English, French,
and German) 66,42% 69,23% 54,17% 57,78% 60,61% 33,33% 66,67% 40,00% 79,07% 62,50% 68,29% 65,38% 80,00%
In the same five working
languages of the EUIPO 4,38% 7,69% 4,17% 4,44% 6,06% 33,33% - - 4,65% 12,50% - 3,85% -
In the official language of any
participating Member State,
accompanied by a translation
into English 8,03% - 16,67% 8,89% 9,09% - - 20,00% 2,33% - 9,76% 7,69% -
Don't know, no opinion 2,92% 7,69% 4,17% 2,22% - - - 6,67% 2,33% 12,50% - 1,92% 10,00%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 72

You opted for an EU authority/the EPO/a virtual EU patent office. In that case, in which language should the "unitary SPC" be prosecuted?

Base = all respondents who answered "yes" in Q69 and "EUIPO, EMA, EPO, virtual EU office" in Q70

General attitude towards
current SPC system

Total
positiv negativ

Base 137 93 42
In English only 18,25% 12,90% 28,57%
EPO solution (English, French,
and German) 66,42% 74,19% 50,00%
In the same five working
languages of the EUIPO 4,38% 2,15% 9,52%
In the official language of any
participating Member State,
accompanied by a translation
into English 8,03% 7,53% 9,52%
Don't know, no opinion 2,92% 3,23% 2,38%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 73

In which language should the “unitary SPC” be granted and, possibly, translated?

Base = all respondents who answered "yes" in Q69

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ L :
accepted ) - % Originator Generic
ici- Law firm Association Research - :
ggwé') Total Originator Generic institution companies companies
Base 145 135 66 46 20 41 37 1 80 31
If a national office is the granting
authority, in the language of the
granting office plus English 21,38% 22,22% 18,18% 13,04% 30,00% 24,39% 24,32% - 17,50% 35,48%
In all languages of the countries
for which the “unitary SPC” is
valid 11,03% 11,11% 9,09% 2,17% 25,00% 19,51% 5,41% - 6,25% 22,58%
Two-language solution, as with
the EUIPO 4,83% 4,44% 4,55% 2,17% 10,00% 4,88% 5,41% - 2,50% 6,45%
Three-language solution, as with
the EPO 62,76% 62,22% 68,18% 82,61% 35,00% 51,22% 64,86% 100,00% 73,75% 35,48%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
: Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total i New Owner, Manage- | high (in 10 Low/
Regional, Member - Member of rial, or more medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
local State since the board, managerial Member Member
2004 Director 9 States)
position States)
Base 145 13 27 46 34 3 6 16 43 9 41 53 10
If a national office is the granting
authority, in the language of the
granting office plus English 21,38% 30,77% 18,52% 26,09% 26,47% - 33,33% 31,25% 11,63% 11,11% 24,39% 20,75% 10,00%
In all languages of the countries
for which the “unitary SPC” is
valid 11,03% - 29,63% 13,04% 11,76% 66,67% 33,33% 6,25% 6,98% 22,22% 2,44% 7,55% 20,00%
Two-language solution, as with
the EUIPO 4,83% 7,69% 3,70% 4,35% 5,88% - - 12,50% 2,33% - 7,32% 5,66% -
Three-language solution, as with
the EPO 62,76% 61,54% 48,15% 56,52% 55,88% 33,33% 33,33% 50,00% 79,07% 66,67% 65,85% 66,04% 70,00%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 73

In which language should the “unitary SPC” be granted and, possibly, translated?

Base = all respondents who answered "yes" in Q69

General attitude towards
current SPC system

Total
positiv negativ

Base 145 96 47
If a national office is the granting
authority, in the language of the
granting office plus English 21,38% 17,71% 29,79%
In all languages of the countries
for which the “unitary SPC” is
valid 11,03% 4,17% 23,40%
Two-language solution, as with
the EUIPO 4,83% 5,21% 4,26%
Three-language solution, as with
the EPO 62,76% 72,92% 42,55%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 74
In your view, should the decisions of the body that grants a "unitary SPC" be subject to appeal before the Unified Patent Court (UPC) or before an EU court,

such as the Court of First Instance, as in the case with EU trade marks or designs?

Base = all respondents who answered "yes" in Q69

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ] - % Originator Generic
tici- Law firm Association Research : )
l;))grnlél) Total Originator Generic institution comparies companies
Base 145 135 66 46 20 41 37 1 80 31
Before the UPC 78,62% 79,26% 81,82% 84,78% 75,00% 85,37% 67,57% - 85,00% 70,97%
Before an EU court 7,59% 8,15% 4,55% 2,17% 10,00% 9,76% 8,11% 100,00% 2,50% 12,90%
No preference 8,97% 9,63% 9,09% 6,52% 15,00% - 18,92% - 6,25% 12,90%
No opinion 4,14% 2,22% 4,55% 6,52% - 2,44% 5,41% - 5,00% 3,23%
No response 0,69% 0,74% - - - 2,44% - - 1,25% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total . New owner, Manage- High (in 10 Low/
Regional, Member - Member of rial, or more medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
State since the board, ; Member
local 2004 Director managerial States) Member
position States)
Base 145 13 27 46 34 3 6 16 43 9 41 53 10
Before the UPC 78,62% 92,31% 81,48% 76,09% 76,47% 100,00% 50,00% 68,75% 90,70% 77,78% 82,93% 83,02% 70,00%
Before an EU court 7,59% 7,69% 11,11% 6,52% 5,88% - 16,67% 6,25% 2,33% 11,11% 2,44% 3,77% 10,00%
No preference 8,97% - - 13,04% 14,71% - 16,67% 18,75% 4,65% - 9,76% 11,32% -
No opinion 4,14% - 3,70% 4,35% 2,94% - 16,67% 6,25% 2,33% 11,11% 4,88% 1,89% 20,00%
No response 0,69% - 3,70% - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 74

In your view, should the decisions of the body that grants a "unitary SPC" be subject to appeal before the Unified Patent Court (UPC) or before an EU court,
such as the Court of First Instance, as in the case with EU trade marks or designs?

Base = all respondents who answered "yes" in Q69

General attitude towards
current SPC system

Total
positiv negativ
Base 145 96 47
Before the UPC 78,62% 81,25% 72,34%
Before an EU court 7,59% 5,21% 12,77%
No preference 8,97% 9,38% 8,51%
No opinion 4,14% 3,13% 6,38%
No response 0,69% 1,04% -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 75

Should a "unitary SPC" be granted only when the product is covered by a European marketing authorisation granted by EMA?

Base = all respondents who answered "yes" in Q69

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
partici- Law firm Association Research companies | companies
pants) Total Originator Generic institution
Base 145 135 66 46 20 41 37 1 80 31
Yes 31,03% 31,85% 24,24% 13,04% 50,00% 46,34% 27,03% - 16,25% 54,84%
No 57,93% 57,78% 65,15% 76,09% 40,00% 43,90% 59,46% 100,00% 70,00% 35,48%
No opinion 11,03% 10,37% 10,61% 10,87% 10,00% 9,76% 13,51% - 13,75% 9,68%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
, Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total : Manage- igh (i Low/
e | wommetog |l | M0 medum
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
| State since the board, . Member
ocal 2004 Director managerial States) Member
position States)
Base 145 13 27 46 34 3 6 16 43 9 41 53 10
Yes 31,03% 38,46% 51,85% 32,61% 32,35% 33,33% 50,00% 37,50% 16,28% 11,11% 24,39% 20,75% 50,00%
No 57,93% 53,85% 37,04% 56,52% 58,82% 33,33% 16,67% 50,00% 76,74% 66,67% 65,85% 73,58% 20,00%
No opinion 11,03% 7,69% 11,11% 10,87% 8,82% 33,33% 33,33% 12,50% 6,98% 22,22% 9,76% 5,66% 30,00%
No response - - - - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question 75

Should a "unitary SPC" be granted only when the product is covered by a European marketing authorisation granted by EMA?

Base = all respondents who answered "yes" in Q69

General attitude towards
current SPC system

Total
positiv negativ

Base 145 96 47
Yes 31,03% 18,75% 53,19%
No 57,93% 70,83% 34,04%
No opinion 11,03% 10,42% 12,77%
No response

Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question 76

Do you have any further comments, questions or criticism regarding the current SPC regulations or case law or on other aspects regarding SPCs

that have not been addressed in this survey and that are important to you?

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company University/ Originator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies
Base 145 136 82 51 31 63 - - 81 37
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
] Company, Association, ; : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
Global national, EU 28 EZ 19 Memk_)er Small Medium Large Member of Non- Oor more 1-9
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Persons who gave a concrete
response (For the results on this
question please see report
section "Verbatims") 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
General attitude towards
current SPC system
Total
positiv negativ
Base 145 91 53
Persons who gave a concrete
response (For the results on this
question please see report
section "Verbatims") 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 276
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Question 77

If there is anything else you would like to suggest or tell us in connection with this survey, please feel free to do so now:

Base = all companies active in any SPC field (according to Q3) or law firm or patent law firm

Total Type of stakeholder Representatives of
(without the
Total actﬂég{ed Company University/ Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 145 136 82 51 31 63 - - 81 37
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
] Company, Association, ; : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ’ rial, medium (in
Global national, EU 28 EZ 19 Memk_)er Small Medium Large Member of Non- Oor more 1-9
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 145 21 41 57 41 6 9 19 52 17 49 67 11
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
General attitude towards
current SPC system
Total
positiv negativ
Base 145 91 53
Persons who gave a concrete
response (For the results on this
question please see report
section "Verbatims") 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 277

Base: SPC Stakeholders




Institut fr Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

Question S1

What is your age? (Please check the applicable category)

Base = all respondents

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{e(j Company University/ Originat Generi
partici- Law firm Association Reffat_rch co?r’?;];;gérl]igrs con?;ra]gr?i(v:as
pants) Total Originator Generic institution
Base 203 189 89 51 31 63 46 5 99 46
Under 30 1,97% 2,12% 1,12% 1,96% - 1,59% 4,35% - 3,03% -
30-39 17,24% 16,93% 19,10% 13,73% 22,58% 11,11% 21,74% 20,00% 14,14% 21,74%
40 - 49 35,96% 35,98% 37,08% 35,29% 45,16% 46,03% 21,74% 20,00% 41,41% 32,61%
50 - 59 32,02% 31,75% 32,58% 31,37% 32,26% 23,81% 39,13% 60,00% 27,27% 34,78%
60 and over 6,40% 6,35% 2,25% 3,92% - 11,11% 8,70% - 4,04% 8,70%
No response 6,40% 6,88% 7,87% 13,73% - 6,35% 4,35% - 10,10% 2,17%
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
A Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total , Manage- igh (i Low/
e | vomnerg || M0 0| medium i
Global national, EU 28 EZ 19 State si Small Medium Large he board Non- Memb 1-9
local ate since the board, managerial ember Member
2004 Director - States)
position States)
Base 203 21 41 64 48 6 14 20 53 19 53 70 15
Under 30 1,97% 4,76% - 1,56% 2,08% - - 5,00% - - 1,89% 1,43% -
30-39 17,24% 23,81% 4,88% 20,31% 25,00% - 35,71% 20,00% 13,21% - 30,19% 14,29% 33,33%
40 - 49 35,96% 33,33% 53,66% 39,06% 33,33% 16,67% 28,57% 60,00% 30,19% 36,84% 37,74% 37,14% 40,00%
50 - 59 32,02% 19,05% 24,39% 29,69% 31,25% 83,33% 21,43% 15,00% 43,40% 52,63% 24,53% 35,71% 26,67%
60 and over 6,40% 9,52% 12,20% 1,56% 2,08% - 7,14% - 1,89% 5,26% - 2,86% -
No response 6,40% 9,52% 4,88% 7,81% 6,25% - 7,14% - 11,32% 5,26% 5,66% 8,57% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 278
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Question S1

What is your age? (Please check the applicable category)

Base = all respondents

General attitude towards
current SPC system

Total
positiv negativ
Base 203 124 66
Under 30 1,97% 3,23% -
30-39 17,24% 12,10% 24,24%
40 - 49 35,96% 38,71% 33,33%
50 - 59 32,02% 28,23% 36,36%
60 and over 6,40% 8,06% 4,55%
No response 6,40% 9,68% 1,52%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S2

What position do you hold at your company?

Base = all companies

Total Type of stakeholder Representatives of
(without the
Total aclfetg{w Company ; ot University/ Originator Generic
tici- Law firm Association Research : )

r‘))grnlél) Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - 51 31
Owner 3,37% 3,53% 3,37% 1,96% - - - 1,96% -
Member of the board of
directors 3,37% 3,53% 3,37% 1,96% 6,45% - - 1,96% 6,45%
Director 14,61% 15,29% 14,61% 17,65% 12,90% - - 17,65% 12,90%
Executive, managerial position 39,33% 38,82% 39,33% 47,06% 29,03% - - 47,06% 29,03%
Employee in non-managerial
position 20,22% 18,82% 20,22% 9,80% 35,48% - - 9,80% 35,48%
Other 15,73% 16,47% 15,73% 15,69% 16,13% - - 15,69% 16,13%
No response 3,37% 3,53% 3,37% 5,88% - - - 5,88% -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - 100,00% 100,00%
Owner, Member of the board of
directors, Director 21,35% 22,35% 21,35% 21,57% 19,35% - - 21,57% 19,35%
Executive, managerial position,
Employee in non-managerial
position, other 59,55% 57,65% 59,55% 56,86% 64,52% - - 56,86% 64,52%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S2

What position do you hold at your company?

Base = all companies

Type of law firm

Company, Association,

Companies by size

Position at company

Scope of company

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

University/research institution is located activities
Total . Manage- igh (i Low/
iomer | vomeror || MO0 medum n
Global national, EU 28 EZ 19 : Small Medium Large Non- -
State since the board, ; Member
local 2004 Director managerial States) Member
position States)
Base 89 64 48 6 14 20 53 19 53 70 15
Owner 3,37% - 4,69% 6,25% - 21,43% - - 15,79% - 2,86% 6,67%
Member of the board of
directors 3,37% - 3,13% 2,08% - 7,14% - 3,77% 15,79% - 4,29% -
Director 14,61% - 10,94% 8,33% 33,33% - 10,00% 20,75% 68,42% - 14,29% 20,00%
Executive, managerial position 39,33% - 39,06% 43,75% 16,67% 21,43% 50,00% 41,51% - 66,04% 40,00% 40,00%
Employee in non-managerial
position 20,22% - 23,44% 25,00% 16,67% 21,43% 35,00% 13,21% - 33,96% 20,00% 20,00%
Other 15,73% - 14,06% 10,42% 33,33% 21,43% 5,00% 16,98% - - 15,71% 13,33%
No response 3,37% - 4,69% 4,17% - 7,14% - 3,77% - - 2,86% -
Total 100,00% - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Owner, Member of the board of
directors, Director 21,35% - 18,75% 16,67% 33,33% 28,57% 10,00% 24,53% 100,00% - 21,43% 26,67%
Executive, managerial position,
Employee in non-managerial
position, other 59,55% - 62,50% 68,75% 33,33% 42,86% 85,00% 54,72% - 100,00% 60,00% 60,00%
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Question S2

What position do you hold at your company?

Base = all companies

General attitude towards
current SPC system

Total
positiv negativ

Base 89 50 31
Owner 3,37% 2,00% -
Member of the board of
directors 3,37% 6,00% -
Director 14,61% 16,00% 16,13%
Executive, managerial position 39,33% 38,00% 41,94%
Employee in non-managerial
position 20,22% 14,00% 29,03%
Other 15,73% 18,00% 12,90%
No response 3,37% 6,00% -
Total 100,00% 100,00% 100,00%
Owner, Member of the board of
directors, Director 21,35% 24,00% 16,13%
Executive, managerial position,
Employee in non-managerial
position, other 59,55% 52,00% 70,97%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S3

What position do you hold at your office/firm?

Base = all law firm or patent law firm
Total Type of stakeholder Representatives of
(without the
later
Total Company University/ - ;
accepted ) e Y Originator Generic
partici- Law firm Association :?]t;iﬁilrgg companies | companies
pants) Total Originator Generic
Base 63 58 - - 63 - - 30 6
Partner 77,78% 75,86% - - 77,78% - - 83,33% 100,00%
Employed as lawyer/patent
attorney 19,05% 20,69% - - 19,05% - - 13,33% -
Other law firm employee 1,59% 1,72% - - 1,59% - - - -
No response 1,59% 1,72% - - 1,59% - - 3,33% -
Total 100,00% 100,00% - - 100,00% - - 100,00% 100,00%
: Company, Association, ; : ™. Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- i h (i Low/
v vompergr || M0 medum n
Global national, EU 28 EZ 19 . Small Medium Large Non- 1-9
State since the board, ; Member
local 2004 Director managerial States) Member
position States)
Base 63 21 41 - - - - - - - -
Partner 77,78% 85,71% 75,61% - - - - - - - - -
Employed as lawyer/patent
attorney 19,05% 9,52% 21,95% - - - - - - - - -
Other law firm employee 1,59% 4,76% - - - - - - - - - -
No response 1,59% - 2,44% - - - - - - -
Total 100,00% 100,00% 100,00% - - - - - - - -
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Question S3

What position do you hold at your office/firm?

Base = all law firm or patent law firm

General attitude towards
current SPC system

Total
positiv negativ

Base 63 41 22
Partner 77,78% 80,49% 72,73%
Employed as lawyer/patent

attorney 19,05% 14,63% 27,27%
Other law firm employee 1,59% 2,44% -
No response 1,59% 2,44% -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S4

What is the total number of employees at your company?
If you work for a company with offices, plants or facilities in more than one location, please indicate the total number of all employees.

Base = all companies

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aclcaetg{ed Company ) - University/ | gyiginator Generic
%gﬁlél) — p—— S - Law firm Association Eliiﬁilrgtr: companies companies
otal riginator eneric
Base 89 85 89 51 31 - - - 51 31
Less than 100 15,73% 15,29% 15,73% 11,76% 9,68% - - - 11,76% 9,68%
100 - 499 15,73% 16,47% 15,73% 11,76% 22,58% - - - 11,76% 22,58%
500 - 999 6,74% 7,06% 6,74% 1,96% 16,13% - - - 1,96% 16,13%
1,000 - 9,999 25,84% 25,88% 25,84% 29,41% 25,81% - - - 29,41% 25,81%
10,000 or more 33,71% 34,12% 33,71% 43,14% 22,58% - - - 43,14% 22,58%
No response 2,25% 1,18% 2,25% 1,96% 3,23% - - - 1,96% 3,23%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
: Company, Association, N : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total , New Owner, Manage- | high (in 10 Low/
Gl Regional, Member . Member of rial, or more medium (in
obal national, EU 28 EZ 19 St . Small Medium Large Non- 1-9
ate since the board, ; Member
local 2004 Director managerial States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
Less than 100 15,73% - - 21,88% 25,00% - 100,00% - - 21,05% 11,32% 8,57% 40,00%
100 - 499 15,73% - - 20,31% 22,92% - - 70,00% - 5,26% 22,64% 14,29% 26,67%
500 - 999 6,74% - - 9,38% 12,50% - - 30,00% - 5,26% 9,43% 7,14% 6,67%
1,000 - 9,999 25,84% - - 25,00% 18,75% 66,67% - - 43,40% 31,58% 26,42% 27,14% 26,67%
10,000 or more 33,71% - - 23,44% 20,83% 33,33% - - 56,60% 36,84% 28,30% 42,86% -
No response 2,25% - - - - - - - - - 1,89% - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question S4

What is the total number of employees at your company?

If you work for a company with offices, plants or facilities in more than one location, please indicate the total number of all employees.

Base = all companies

General attitude towards
current SPC system

Total
positiv negativ
Base 89 50 31
Less than 100 15,73% 14,00% 6,45%
100 - 499 15,73% 12,00% 19,35%
500 - 999 6,74% 4,00% 12,90%
1,000 - 9,999 25,84% 22,00% 38,71%
10,000 or more 33,71% 46,00% 19,35%
No response 2,25% 2,00% 3,23%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S5

Approximately how high was the total turnover of your company in the year 2015 in euros?
Again, if you work for a company with offices, plants or facilities in more than one location,
please indicate the total turnover of all locations on a worldwide basis.

Base = all companies

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company ; ot University/ Originator Generic
partici- Law firm Association Re?teat_rch companies | companies
pants) Total Originator Generic institution
Base 89 85 89 51 31 - - - 51 31
Less than 10 million euros 12,36% 11,76% 12,36% 9,80% 3,23% - - - 9,80% 3,23%
10 to less than 100 million euros 16,85% 17,65% 16,85% 9,80% 29,03% - - - 9,80% 29,03%
100 to less than 500 million
euros 11,24% 11,76% 11,24% 9,80% 16,13% - - - 9,80% 16,13%
500 to less than 1 billion euros 3,37% 3,53% 3,37% - 9,68% - - - - 9,68%
1 billion to less than 10 billion
euros 23,60% 22,35% 23,60% 31,37% 16,13% - - - 31,37% 16,13%
10 billion euros or more 24,72% 25,88% 24,72% 33,33% 12,90% - - - 33,33% 12,90%
No response 7,87% 7,06% 7,87% 5,88% 12,90% - - - 5,88% 12,90%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Manage- k(i Low/
e s . vomner |l | HER0 | medum n
Global national, EU 28 EZ 19 . Small Medium Large Non- -
local State since the board, managerial Member Memb
2004 Director gerial States) ember
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
Less than 10 million euros 12,36% - - 17,19% 18,75% - 71,43% 5,00% - 26,32% 7,55% 5,71% 40,00%
10 to less than 100 million euros 16,85% - - 23,44% 27,08% - 21,43% 50,00% 3,77% - 22,64% 18,57% 13,33%
100 to less than 500 million
euros 11,24% - - 14,06% 16,67% - - 30,00% 7,55% 15,79% 13,21% 8,57% 26,67%
500 to less than 1 billion euros 3,37% - - 4,69% - 50,00% - - 5,66% 5,26% 1,89% 1,43% 13,33%
1 billion to less than 10 billion
euros 23,60% - - 20,31% 20,83% 33,33% - - 39,62% 31,58% 22,64% 30,00% -
10 billion euros or more 24,72% - - 15,63% 10,42% 16,67% - - 41,51% 15,79% 22,64% 31,43% -
No response 7,87% - - 4,69% 6,25% - 7,14% 15,00% 1,89% 5,26% 9,43% 4,29% 6,67%
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question S5

Approximately how high was the total turnover of your company in the year 2015 in euros?
Again, if you work for a company with offices, plants or facilities in more than one location,
please indicate the total turnover of all locations on a worldwide basis.

Base = all companies

General attitude towards
current SPC system

Total
positiv negativ

Base 89 50 31
Less than 10 million euros 12,36% 10,00% 3,23%
10 to less than 100 million euros 16,85% 16,00% 16,13%
100 to less than 500 million

euros 11,24% 4,00% 25,81%
500 to less than 1 billion euros 3,37% - 9,68%
1 billion to less than 10 billion

euros 23,60% 30,00% 19,35%
10 billion euros or more 24,72% 34,00% 12,90%
No response 7,87% 6,00% 12,90%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S4/S5

What is the total number of employees at your company?
Approximately how high was the total turnover of your company in the year 2015 in euros?

Base = all companies

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder Representatives of
(without the
Total aC'Caetg{ed Company ] - University/ Originator Generic
tici- Law firm Association Research : )
l[F)J(Zl‘rnlt(;l) Total Originator Generic institution comparies companies
Base 89 85 89 51 31 - - - 51 31
Small companies: less than 100
employees, less than 100 million
turnover 15,73% 15,29% 15,73% 11,76% 9,68% - - - 11,76% 9,68%
Medium companies: 100 bis 999
employees, 100 millions up to 1
billion turnover 22,47% 23,53% 22,47% 13,73% 38,71% - - - 13,73% 38,71%
Large companies: 1000
employees and more, 1 billion
turnover and more 59,55% 60,00% 59,55% 72,55% 48,39% - - - 72,55% 48,39%
No response 2,25% 1,18% 2,25% 1,96% 3,23% - - - 1,96% 3,23%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
; Company, Association, ) : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manage- . Low/
Total Regional, M'e\lrivk\)ler Mgr\gQgrr’of rial,g ch?rhn?gréo medium (in
Global national, EU 28 EZ 19 State since Small Medium Large the board Non- Member 1-9
local f ' managerial Member
2004 Director position States) States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
Small companies: less than 100
employees, less than 100 million
turnover 15,73% - - 21,88% 25,00% - 100,00% - - 21,05% 11,32% 8,57% 40,00%
Medium companies: 100 bis 999
employees, 100 millions up to 1
billion turnover 22,47% - - 29,69% 35,42% - - 100,00% - 10,53% 32,08% 21,43% 33,33%
Large companies: 1000
employees and more, 1 billion
turnover and more 59,55% - - 48,44% 39,58% 100,00% - - 100,00% 68,42% 54,72% 70,00% 26,67%
No response 2,25% - - - - - - - - - 1,89% - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question S4/S5

What is the total number of employees at your company?

Approximately how high was the total turnover of your company in the year 2015 in euros?

Base = all companies

General attitude towards
current SPC system

Total
positiv negativ

Base 89 50 31
Small companies: less than 100
employees, less than 100 million
turnover 15,73% 14,00% 6,45%
Medium companies: 100 bis 999
employees, 100 millions up to 1
billion turnover 22,47% 16,00% 32,26%
Large companies: 1000
employees and more, 1 billion
turnover and more 59,55% 68,00% 58,06%
No response 2,25% 2,00% 3,23%
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S6

In how many EU Member States does your company offer its products or services?

Base = all companies

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Total Company University/ - ;
accepted ; ot % Originator Generic
tici- Law firm Association Research : )

r‘))grnlél) Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - - 51 31
In 1 EU Member State 4,49% 4,71% 4,49% 1,96% 3,23% - - - 1,96% 3,23%
In 2 - 4 EU Member States 6,74% 5,88% 6,74% 5,88% 3,23% - - - 5,88% 3,23%
In 5 - 9 EU Member States 5,62% 5,88% 5,62% 5,88% 6,45% - - - 5,88% 6,45%
In 10 - 28 EU Member States 78,65% 80,00% 78,65% 80,39% 83,87% - - - 80,39% 83,87%
No response 4,49% 3,53% 4,49% 5,88% 3,23% - - - 5,88% 3,23%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
Low, Medium (in 1 - 9 member
states) 16,85% 16,47% 16,85% 13,73% 12,90% - - - 13,73% 12,90%
High (in 10 or more member
states) 78,65% 80,00% 78,65% 80,39% 83,87% - - - 80,39% 83,87%

: Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total Regionl, New Owner, Mar’i‘;?e' High (n10 | LW/ (in
Global national, EU 28 EZ 19 S?/Iember Small Medium Large Member of Non- or more 1-9
ate since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
In 1 EU Member State 4,49% - - 6,25% 8,33% - 14,29% 5,00% 1,89% 5,26% 5,66% - 26,67%
In 2 - 4 EU Member States 6,74% - - 9,38% 8,33% 16,67% 28,57% 5,00% 1,89% 5,26% 7,55% - 40,00%
In 5 - 9 EU Member States 5,62% - - 7,81% 6,25% 16,67% - 15,00% 3,77% 10,53% 3,77% - 33,33%
In 10 - 28 EU Member States 78,65% - - 73,44% 72,92% 66,67% 42,86% 75,00% 92,45% 78,95% 79,25% 100,00% -
No response 4,49% - - 3,13% 4,17% - 14,29% - - - 3,77% - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
Low, Medium (in 1 - 9 member
states) 16,85% - - 23,44% 22,92% 33,33% 42,86% 25,00% 7,55% 21,05% 16,98% - 100,00%
High (in 10 or more member
states) 78,65% - - 73,44% 72,92% 66,67% 42,86% 75,00% 92,45% 78,95% 79,25% 100,00% -
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Question S6

In how many EU Member States does your company offer its products or services?

Base = all companies

General attitude towards
current SPC system

Total
positiv negativ

Base 89 50 31
In 1 EU Member State 4,49% - 6,45%
In 2 - 4 EU Member States 6,74% 4,00% 6,45%
In 5 - 9 EU Member States 5,62% 4,00% 6,45%
In 10 - 28 EU Member States 78,65% 86,00% 77,42%
No response 4,49% 6,00% 3,23%
Total 100,00% 100,00% 100,00%
Low, Medium (in 1 - 9 member

states) 16,85% 8,00% 19,35%
High (in 10 or more member

states) 78,65% 86,00% 77,42%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S7

For each of the activities listed below, please select the applicable share that your company completes in the EU.

Base = all companies

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
later
Research & development Total Company University/ - )
accepted ) - Y Originator Generic
partici- Law firm Association Eiﬁﬁﬁ{gﬂ companies | companies
pants) Total Originator Generic
Base 89 85 89 51 31 - - - 51 31
All/ almost all 30,34% 30,59% 30,34% 35,29% 19,35% - - - 35,29% 19,35%
A fairly large share 43,82% 43,53% 43,82% 43,14% 48,39% - - - 43,14% 48,39%
A fairly small share 14,61% 14,12% 14,61% 13,73% 19,35% - - - 13,73% 19,35%
None/ almost none 7,87% 8,24% 7,87% 3,92% 9,68% - - - 3,92% 9,68%
No response 3,37% 3,53% 3,37% 3,92% 3,23% - - - 3,92% 3,23%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
All/ almost all, A fairly large
share 74,16% 74,12% 74,16% 78,43% 67,74% - - - 78,43% 67,74%
A fairly small share, None/
almost none 22,47% 22,35% 22,47% 17,65% 29,03% - - - 17,65% 29,03%
" Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Research & development Total ) New Oowner, Manage- High (in 10 Low/
Regional, Member ; Member of rial, o% rrgore medium (in
Global national, EU 28 EZ 19 - Small Medium Large Non- 1-9
State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
All/ almost all 30,34% - - 39,06% 37,50% 33,33% 57,14% 50,00% 16,98% 42,11% 26,42% 21,43% 66,67%
A fairly large share 43,82% - - 40,63% 41,67% 66,67% 14,29% 30,00% 56,60% 31,58% 47,17% 51,43% 13,33%
A fairly small share 14,61% - - 10,94% 10,42% - - 15,00% 18,87% 15,79% 18,87% 17,14% 6,67%
None/ almost none 7,87% - - 6,25% 8,33% - 21,43% 5,00% 5,66% 10,53% 7,55% 7,14% 13,33%
No response 3,37% - - 3,13% 2,08% - 7,14% - 1,89% - - 2,86% -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
All/ almost all, A fairly large
share 74,16% - - 79,69% 79,17% 100,00% 71,43% 80,00% 73,58% 73,68% 73,58% 72,86% 80,00%
A fairly small share, None/
almost none 22,47% - - 17,19% 18,75% - 21,43% 20,00% 24,53% 26,32% 26,42% 24,29% 20,00%
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Question S7

For each of the activities listed below, please select the applicable share that your company completes in the EU.

Base = all companies

General attitude towards
current SPC system

Research & development Total
positiv negativ

Base 89 50 31
All/ almost all 30,34% 30,00% 25,81%
A fairly large share 43,82% 44,00% 48,39%
A fairly small share 14,61% 14,00% 19,35%
None/ almost none 7,87% 6,00% 6,45%
No response 3,37% 6,00% -
Total 100,00% 100,00% 100,00%
All/ almost all, A fairly large

share 74,16% 74,00% 74,19%
A fairly small share, None/

almost none 22,47% 20,00% 25,81%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S7

For each of the activities listed below, please select the applicable share that your company completes in the EU.

Base = all companies

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
: later
Manufacturing Total Company University/ - )
accepted ; ot % Originator Generic
tici- Law firm Association Research : )
ggrf:t(;l) Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - - 51 31
All/ almost all 19,10% 20,00% 19,10% 15,69% 19,35% - - - 15,69% 19,35%
A fairly large share 53,93% 54,12% 53,93% 62,75% 45,16% - - - 62,75% 45,16%
A fairly small share 12,36% 11,76% 12,36% 5,88% 19,35% - - - 5,88% 19,35%
None/ almost none 8,99% 8,24% 8,99% 7,84% 12,90% - - - 7,84% 12,90%
No response 5,62% 5,88% 5,62% 7,84% 3,23% - - - 7,84% 3,23%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
All/ almost all, A fairly large
share 73,03% 74,12% 73,03% 78,43% 64,52% - - - 78,43% 64,52%
A fairly small share, None/
almost none 21,35% 20,00% 21,35% 13,73% 32,26% - - - 13,73% 32,26%
" Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Manufacturing Total Regional New Owner, Mar?:Ige- High (in 10 melai?m (n
Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
almost al ,10% - - 44% ,00% ,67% ,29% ,00% ,43% ,19% ,15% ,14% ,33%
All/ al Il 19,10% 23,44% 25,00% 16,67% 14,29% 50,00% 9,43% 15,79% 20,75% 17,14% 33,33%
airly large share ,93% - - ,88% ,83% ,67% ,29% ,00% ,81% ,63% 2% 114% 6%
A fairly | h 53,93% 46,88% 45,83% 66,67% 14,29% 40,00% 69,81% 52,63% 54,72% 57,14% 46,67%
A fairly small share 12,36% - - 14,06% 12,50% 16,67% 14,29% 5,00% 15,09% 21,05% 13,21% 12,86% 13,33%
None/ almost none 8,99% - - 9,38% 10,42% - 35,71% 5,00% 3,77% 5,26% 9,43% 8,57% 6,67%
No response 5,62% - - 6,25% 6,25% - 21,43% - 1,89% 5,26% 1,89% 4,29% -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
All/ almost all, A fairly large
share 73,03% - - 70,31% 70,83% 83,33% 28,57% 90,00% 79,25% 68,42% 75,47% 74,29% 80,00%
A fairly small share, None/
almost none 21,35% - - 23,44% 22,92% 16,67% 50,00% 10,00% 18,87% 26,32% 22,64% 21,43% 20,00%
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Question S7

For each of the activities listed below, please select the applicable share that your company completes in the EU.

Base = all companies

General attitude towards
current SPC system

Manufacturing Total
positiv negativ

Base 89 50 31
All/ almost all 19,10% 14,00% 19,35%
A fairly large share 53,93% 60,00% 51,61%
A fairly small share 12,36% 8,00% 16,13%
None/ almost none 8,99% 8,00% 12,90%
No response 5,62% 10,00% -
Total 100,00% 100,00% 100,00%
All/ almost all, A fairly large

share 73,03% 74,00% 70,97%
A fairly small share, None/

almost none 21,35% 16,00% 29,03%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S7

For each of the activities listed below, please select the applicable share that your company completes in the EU.

Base = all companies

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders

Total Type of stakeholder
(without the
— . later
Distribution, marketing Total Company University/ - )
accepted ) - % Originator Generic
tici- Law firm Association Research : )
ggrf:t(;l) Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - - 51 31
All/ almost all 19,10% 18,82% 19,10% 17,65% 19,35% - - - 17,65% 19,35%
A fairly large share 61,80% 62,35% 61,80% 60,78% 64,52% - - - 60,78% 64,52%
A fairly small share 10,11% 10,59% 10,11% 9,80% 9,68% - - - 9,80% 9,68%
None/ almost none 3,37% 2,35% 3,37% 3,92% 3,23% - - - 3,92% 3,23%
No response 5,62% 5,88% 5,62% 7,84% 3,23% - - - 7,84% 3,23%
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
All/ almost all, A fairly large
share 80,90% 81,18% 80,90% 78,43% 83,87% - - - 78,43% 83,87%
A fairly small share, None/
almost none 13,48% 12,94% 13,48% 13,73% 12,90% - - - 13,73% 12,90%
" Company, Association, ; : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Distribution, marketing Total Regional New Owner, Marri]:Ige- High (in 10 melc]i(fjvr\g (n
Global national, EU 28 EZ 19 Member Small Medium Large Member of Non- or more 1-9
State since the board, : Member
local 2004 Director managerial States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
All/ almost all 19,10% - - 18,75% 20,83% - 21,43% 35,00% 13,21% 15,79% 18,87% 18,57% 26,67%
A fairly large share 61,80% - - 59,38% 56,25% 100,00% 35,71% 45,00% 75,47% 68,42% 62,26% 65,71% 53,33%
A fairly small share 10,11% - - 10,94% 10,42% - 7,14% 15,00% 9,43% 10,53% 11,32% 10,00% 13,33%
None/ almost none 3,37% - - 4,69% 6,25% - 21,43% - - - 3,77% 1,43% 6,67%
No response 5,62% - - 6,25% 6,25% - 14,29% 5,00% 1,89% 5,26% 3,77% 4,29% -
otal s ) - - s 0} 5 ) s ) s () s 0} s ) s ) s () , () s 0}
Total 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
All/ almost all, A fairly large
Share , (] - - y (] , (] , (] s (] , (] y (] , (] , (] s (] s (]
h 80,90% 78,13% 77,08% 100,00% 57,14% 80,00% 88,68% 84,21% 81,13% 84,29% 80,00%
A fairly small share, None/
almost none 13,48% - - 15,63% 16,67% - 28,57% 15,00% 9,43% 10,53% 15,09% 11,43% 20,00%
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Question S7

For each of the activities listed below, please select the applicable share that your company completes in the EU.

Base = all companies

General attitude towards
current SPC system

Distribution, marketing Total
positiv negativ

Base 89 50 31
All/ almost all 19,10% 18,00% 16,13%
A fairly large share 61,80% 56,00% 74,19%
A fairly small share 10,11% 12,00% 6,45%
None/ almost none 3,37% 4,00% 3,23%
No response 5,62% 10,00% -
Total 100,00% 100,00% 100,00%
All/ almost all, A fairly large

share 80,90% 74,00% 90,32%
A fairly small share, None/

almost none 13,48% 16,00% 9,68%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S8

Is your company a parent company, a subsidiary or an independent company?

Base = all companies

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
ici- Law firm Association Research - :
ggwé') Total Originator Generic institution companies companies
Base 89 85 89 51 31 - - - 51 31
Parent company 43,82% 44, 71% 43,82% 56,86% 29,03% - - - 56,86% 29,03%
Subsidiary 25,84% 23,53% 25,84% 19,61% 32,26% - - - 19,61% 32,26%
Independent 30,34% 31,76% 30,34% 23,53% 38,71% - - - 23,53% 38,71%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
! Company, Association, : : . Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ' New Owner, Manage- High (in 10 Low/
Regional, Member - Member of rial, or more medium (in
Global national, EU 28 EZ 19 : Small Medium Large Non- 1-9
State since the board, . Member
local 2004 Director managerial States) Member
position States)
Base 89 - - 64 48 6 14 20 53 19 53 70 15
Parent company 43,82% - - 40,63% 37,50% 66,67% 14,29% 30,00% 56,60% 21,05% 49,06% 50,00% 20,00%
Subsidiary 25,84% - - 20,31% 16,67% 33,33% 35,71% 10,00% 28,30% 36,84% 22,64% 22,86% 33,33%
Independent 30,34% - - 39,06% 45,83% - 50,00% 60,00% 15,09% 42,11% 28,30% 27,14% 46,67%
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question S8

Is your company a parent company, a subsidiary or an independent company?

Base = all companies

General attitude towards
current SPC system

Total
positiv negativ
Base 89 50 31
Parent company 43,82% 48,00% 41,94%
Subsidiary 25,84% 24,00% 25,81%
Independent 30,34% 28,00% 32,26%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S9

Is your parent company registered outside the European Union?

Base = all companies and "Subsidiary" in S8

Type of stakeholder

Representatives of

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017
Base: SPC Stakeholders

Total
(without the
later
Total Company University/ - ;
accepted ) - % Originator Generic
tici- Law firm Association Research : )
r‘))grnlél) Total Originator Generic institution companies companies
Base 23 20 23 10 10 - - - 10 10
Yes 65,22% 65,00% 65,22% 70,00% 70,00% - - - 70,00% 70,00%
No 34,78% 35,00% 34,78% 30,00% 30,00% - - - 30,00% 30,00%
No response - - - - - - - - - -
Total 100,00% 100,00% 100,00% 100,00% 100,00% - - - 100,00% 100,00%
; Company, Association, ! : - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total ; New Owner Manage- High (in 10 Low/
Regional, ! rial, medium (in
; Member : Member of or more
Global ne}ggglal, EU 28 EZ 19 State since Small Medium Large the board, marl:latlme-:rial Member Melr’;19ber
2004 Director g States)
position States)
Base 23 - - 13 8 2 5 2 15 7 12 16 5
Yes 65,22% - - 38,46% 37,50% 50,00% 40,00% 50,00% 73,33% 85,71% 58,33% 81,25% 20,00%
No 34,78% - - 61,54% 62,50% 50,00% 60,00% 50,00% 26,67% 14,29% 41,67% 18,75% 80,00%
No response - - - - - - - - - - - - -
Total 100,00% - - 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00% 100,00%
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Question S9

Is your parent company registered outside the European Union?

Base = all companies and "Subsidiary" in S8

General attitude towards
current SPC system

Total
positiv negativ
Base 23 12 8
Yes 65,22% 75,00% 62,50%
No 34,78% 25,00% 37,50%
No response - - -
Total 100,00% 100,00% 100,00%

Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017

Base: SPC Stakeholders
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Question S10

What position do you hold at the association you represent? Please specify:

Base = all associations

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ L :
accepted ) - % Originator Generic
artici- Law firm Association Research : )
pants — i institution companies companies
p ) Total Originator Generic
Base 46 41 - - 46 - 18 9
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% 100,00% - - - 100,00% - 100,00% 100,00%
! Company, Association, ; ; - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
— . vounetog | | 9010 | medm o
Global national, EU 28 EZ 19 State si Small Medium Large he board Non- Memb 1-9
local ate since the board, managerial ember Member
2004 Director = States)
position States)
Base 46 - - - - - - - - - -
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% - - - - - - - - - - -
General attitude towards
current SPC system
Total
positiv negativ
Base 46 33 12
Persons who gave a concrete
response (For the results on this
question please see report
section "Verbatims") 100,00% 100,00% 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 303
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Question S11

What position do you hold at the university or research institution you represent? Please specify:

Base = all university or research institution

Total Type of stakeholder Representatives of
(without the
later
Total Company University/ L :
accepted ) - % Originator Generic
artici- Law firm Association Research : )
pants — ) institution companies companies
p ) Total Originator Generic
Base 5 5 - - - 5 - -
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% 100,00% - - - - 100,00% - -
! Company, Association, ; ; - Scope of company
Type of law firm University/research institution is located Companies by size Position at company activities
Total _ Manage- igh (i Low/
— . vounetog | | 9010 | medm o
Global national, EU 28 EZ 19 . Small Medium Large Non- 1-9
local State since the board, managerial Member Member
2004 Director position States) States)
Base 5 - - - - - - - - - -
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% - - - - - - - - - - -
General attitude towards
current SPC system
Total
positiv negativ
Base 5 - 1
Persons who gave a concrete
response (For the results on this
guestion please see report
section "Verbatims") 100,00% - 100,00%
Source: Allensbach Archives, IfD-Survey 3754, Fieldwork from May 22 - June 23, 2017 304
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4.3 Report on the verbatim responses 1o the open-
ended questions and addifional comments

Q2: In which country is the company entity you represent located?

. Macedonia

. Company HQ is in the UK, but we operate in all EU Member States

. headquartered in the UK but with offiliates operating in all EU member states
. United States, but company has aoffiliates in all EU member states

. Japan with dffiliates operating in all EU member states.

. Japan but with offiliates operating in all EU Member States

. USA - but operating in most EU states

. United States but with worldwide dffiliates operating in all EU Member States.
e Switzerland

. | represent a company headquartered in Japan. The European regional offiliate is
headquartered in the UK and the company has a local dffiliates / offices in 15 further
EU countries.

e Global

e Switzerland

. Denmark, but with affiliates throughout the EU

. France is the Headquarter but with offiliates operating in all EU memberstates.

. The company is headquartered in the USA but has country organizations in the EU
member states

e JAPAN

e  Switzerland

. My company is headqguartered in France, but operates in all EU member states.
. Iceland

*  SPAIN but with offiliates operating in several EU Member States

. Switzerland but we commercilaize drugs in the entire EU

. Outside EU

. switzerland

. The headquarter is located in JP,with offiliates in the US and dffiliates in a lot of EU
Member States operating in all EU Member States

o USA
o Switzerland

o Switzerland
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e EU wide presence

e Headquartered in the US; operating in all EU member states

¢ United States but with affiliates operating in all EU Member States
e HQ in Belgium, but operating in all EU Member States

e The company | represent is headquartered in Denmark but is operating in all EU member
states

e Switzerland but we are operating in all EU Member States with a significant offiliates and
research sites in Germany

Q 8: In which country is the association you represent located?

e We represent companies operating in all EU Member States.
e Switzerland

e Switzerland

e Switzerland

e FEuropean

. - is representing European Patent Attorneys in all 38 member countries of the European
Patent Convention; its secretariat is located in Munich/Germany

Q12: Does your association mainly represent members of a particular industry, legal sector
or academia?

e Independent | Fctcnt Attorneys

e |IPmanagers

¢ Members of Industry and Legal sector are present in the Institute

Q 27: Regulation 1768/92/EC (now Regulation 469/2009/EC) was conceived with traditional
chemical compounds in mind. In the meantime, biopharmaceuticals and products of
recombinant DNA technology (such as proteins, antibodies, microbes, cells and cell lines,
vaccines, viruses, DNA/RNA sequences or products for gene therapy) have grown in
importance. In your opinion, does the present systemn adequately accommodate this technical
development?

-additional comments-

e Questions have arisen regarding the correct scope of SPC availability for more complex
product situations stemming from evolutions of the biological and biopharmaceutical
sciences. It is normal for national courts to seek clarification and interpretation of EU laws with
regard to these. These questions have however been gradually addressed by the CJEU, which
has clarified in its decisions a very substantial number of these points which were raised to it.
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Due to the nature of innovation, further circumstances that may require clarification could
arise, but it should be left to the CJEU to clarify pending questions as they arise. Science,
technology and innovation will always be running ahead of the legal framework and we
believe it is illusory to try to deal with all emerging technologies through legislation, when the
current Regulation provides for the flexibility to accommodate these.

e In addition to biopharmaceuticals and products of recombinant DNA technology, there are
other types of innovative products not explicitly falling under the scope of the two present
SPC Regulations. For example, medical devices or even biosimilars also play a decisive role in
the continuing improvement of public health. In many cases, the development of these
products is very costly. Moreover, such products often have to undergo safety testings, which
are in scope and time schedule similar to authorisations granted under Directive 2001/83/EC
or Directive 2001/82/EC. An exemplary medical device with a long development period is for
example the cochlear implant (Cl), a surgically implanted electronic device that provides a
sense of sound to a person who is profoundly deaf or severely hard-of-hearing. To sum up, it is
very important that a new, additional SPC Regulation be created that provides adequate
effective protection to the holder of patents of innovative products, which are on the
"borderline" of falling under the present SPC Regulations, or which are not covered by the
present SPC Regulations at all, but which suffer from loss of effective protection due to
nationally required certification or authorisation procedures. In an ideal world, such a new
SPC Regulation should be flexible and provide also adequate protection o future
technologies.

¢ Not relevant for agrochemical sector.

e Forexample, Article 1(a) of Regulation 469/2009 refers to "combination of substances", while
very often biopharmaceuticals are conjugates and there can always be discussion whether a
conjugate could qualify as a "combination".

e Proteins, antibodies, microbes, cells and cell lines, vaccines, viruses, DNA/RNA sequences or
products for gene therapy as well defined as a small molecule drug (one single INN name),
and the combination product issue is also more or less resolved with medeva (disclosure level
being the remaining issue). The big problem lies i the unclear judgments from the CJEU, atf the
moment this is particularly frue for the Neurim judgment, so how new must a new medical use
be to allow a new SPC for an existing product.

e  Our working assumption was always that the Regulation did extend to cover antibodies and
the like. This has now been confirmed by various CJEU and National Court decisions. We
therefore see no need for a change o the Regulation.

¢ We have seen and agree with the comments that we understand EFPIA (of which we are a
member organisation) will be submitting in relation to this question. The current Regulation,
inferpreted where necessary by the CJEU, has the flexibility fo accommodate the above and
future technical developments. Comment: Questions have arisen regarding the correct
scope of SPC availability for more complex product situations stemming from evolutions of the
biological and biopharmaceutical sciences. It is normal for national courts to seek clarification
and interpretation of EU laws with regard to these. These questions have however been
gradually addressed by the CJEU, which has clarified in its decisions a very substantial number
of these points which were raised to it. Due to the nature of innovation, further circumstances
that may require clarification could arise, but it should be left to the CJEU to clarify pending
questions as they arise. Science, fechnology and innovation will always be running ahead of
the legal framework and we believe it is illusory to try to deal with all emerging fechnologies
through legislation, when the current Regulation provides for the flexibility to accommodate
these.

e There is an great number of questions referred to the ECJ, a number which does not decline
over the years, and the answers given by the Court - obviously enough - do not give sufficient
guidance for the users of the system; this is a serious drawback of the existing SPC system. The
regulations should be revised firstly to reduce the number of open questions in the application
of those regulations and secondly the new technical developments (vaccines,
biopharmaceuticals in general, plant protection products, the use of enhancers or adjuvants)
should be taken care of with a new, clear and flexible wording of the SPC Regulations.

e There might be some uncertainty about the scope of an SPC with respect to
derivatives/variants of biologicals, e.g. is the same biopharmaceutical molecule prepared by
different means (e.g. different cell line or process, or even just a different manufacturer)
considered to be the same ‘product’ under this Regulation ? There appears to be for instance
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a Dutch court decision concerning antibodies, reasoning that the regulatory requirements
regarding biological medicinal products suggest that two similar biologics cannot be
assumed o be identical and as a consequence the scope of the SPC should be limited to the
specific product of the market authorization; a similar decision was given in a Norwegian
appeal court dealing with a case concerning virus-based vaccines. Due to the nature of
innovation, further circumstances that may require clarification could arise, but it should be
left fo the CJEU to clarify pending questions as they arise. Science, fechnology and innovation
will always be running ahead of the legal framework and we believe it is illusory to try to deal
with all emerging technologies through legislation, when the current Regulation provides for
the flexibility to accommodate these.

e Scope of protection and adequacy product and patent claim may be difficult to meet
e We are not yet involved in biopharmaceuticals for EU

e Itis not yet clear whether, under the current legislation, it is possible to strike a fair balance
between the provision of: (a) an appropriate breadth of supplementary protection for
innovators (in order to enable costs to be recouped and to incentivise further research and
development); and (b) a clear boundary for the limits of supplementary protection, which
boundary can ideally be determined at an early stage - i.e. before significant investment is
made in a “copycat” (biosimilar or *me too”) biological product. However, the CJEU has not
yet been asked to clarify how the relevant provisions (including Articles 3(a), 3(b) and 4) are
fo be interpreted in the context of "biosimilars" vs. an SPC to a biological product. Thus, it is
too soon to say whether the current legislation adequately accommodates "biological”
products.

e In principle yes - will depend upon the interpretation by the CJEU
e The question is not relevant for the agrochemical sector

e Should be infroduced in a separate legislation. Question is perceived as not relevant for the
agrochemical sector.

e Theidea of the SPC Regulation is based on the idea to extend the exclusivity position for a
newly approved pharmaceutical substance. The basic patent was understood to be the
substance patent, for which substanec the MA was given. If a dossier is approved for a new
chemical entity, be it a new chemical derivative or a new amino acid sequence, if that was
patentable (new and non-obvious) and was developed into a new drug, without the
possibility to "bridge" that should be awarded with a SPC. If the approval was given without
the need for a full application - by relying on other data, than no SPC should be given.

e The current SPC regulations apply equally well for both traditional chemical compounds and
biopharmaceuticals/products of recombinant DNA technology. The regulations, as currently
written and interpreted by courts, do not discrimate against, favor or disfavor any particular
technology or type of drugs. All molecules, whether traditional chemical compounds and
biopharmaceuticals/products of recombinant DNA technology, require support of innovative
SPC environment since signficant research and investment is required to bring these
molecules from research to a final commercial product.

e Regulation 469/2009/EC is flexible enough to apply to emerging technologies. This is how it
should be. The proper role of the CJEU is to interpret regulations, particularly when
technologies progress. The underlying purpose of this regulation is clear - compensate the
MAMH for patent term lost due to lengthy regulatory approval processes. It would be
nonsensical to try to anticipatorily define every possible meaning of "product," particularly
when there are other regulations (e.g., those defining the regulatory approval processes for
medicines) that already define such in an evolving manner.

e they are sometimes covered by more than 1patent per product

¢ Inthe context of the Plant Protection Regulation, there are also biological materials, new
technologies such as RNAI, genome editing of plants etcetera are arguably not in scope

e The SPC Regulation, as interpreted by the CJEU, has demonstrated sufficient flexibility to
accommodate new technical developments, including those in relation to biological and
biopharmaceutical products. We believe that specific provisions for such fechnologies would
risk being too prescriptive and would not necessarily cover future developments. In our view it
is preferable for any further clarification which may be needed in the future to evolve
organically through decisions of the CJEU.
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e the SPCis granted for the specific "product”; it is unclear whether the scope of protection
covers also "biosimilars". This would be needed to obtain effective protection for the SPC
holder.

e In principle yes, but of course it depends on how Article 3 is interperted

e theissue is rather on the interpretation of the protection of the product by patent offices
e Thisis a question for the pharmaceutical sector

e Proven by the number of filed and granted SPC applications for biopharmaceuticals

e The technologies specifically listed in the question are adequately covered, but some
developments in the crop protection area might not be. The development of technology is
an on-going process which can be addressed by the CJEU if needed as new situations arise.

e At ahigh level, the system certainly accommodates these new developments. Vaccines
presented challenges not so much in fechnology but in their combinations and resulted in
caselaw needed to address them. Salts and esters of traditional small molecule compounds,
which were considered, even needed caselaw to address them. We will now no doubt
continue to see this same issue for biosimilars. Functional claiming in respect of antibodies is
challenging the system, but either by addressing appropriate scope and/or the issue of "third
party SPCs" this should be addressed. Overall, this is a very fine call as between "yes" and "no".
Overall, | am not minded that opening the Regulation to amend it will necessary present a
solution.

e We support comments from Efpia

e The biggest problem of the system is that the CJEU has invented something with no legal
basis. Neurim seems a departing point. It has opened the Pandora box.

e Especially cells and products for cell-based therapies and gene therapies do not seem to be
adequately covered. Also, in this field, there offen only is broad functional language in the
claim, which makes it difficult to assess whether the "product is specified in the wording of the
claims" as required by the ECJ case law.

e The definition of "product" is not adapted Functional definition is necessary Name of the
product object of the SPC should be adapted

¢ No legislation can predict future technology. The question is whether the Regulations, as
interpreted by the CJEU, are able to adapt to new technology. We believe this to be the case
since the CJEU addresses new technology situations as they arise and has generally given
sensible decisions on this issue.

e The present system does not adequately accommodate these technical developments, but it
is not a failing in the Regulations per se. It is essentially impossible to draft a regulation that will
accommodate all future developments in technology.

e Questions have arisen regarding the correct scope of SPC availability for more complex
product situations stemming from evolutions of the biological and biopharmaceutical
sciences. It is normal for national courts to seek clarification and interpretation of EU laws with
regard to these. These questions have however been gradually addressed by the CJEU, which
has clarified in its decisions a very substantial number of these points which were raised to it.
Due to the nature of innovation, further circumstances that may require clarification could
arise, but it should be left to the CJEU to clarify pending questions as they arise. Science,
technology and innovation will always be running ahead of the legal framework and we
believe it is illusory to try to deal with all emerging fechnologies through legislation, when the
current Regulation provides for the flexibility to accommodate these.

e Questions have arisen regarding the correct scope of SPC availability for more complex
product situations stemming from evolutions of the biological and biopharmaceutical
sciences. It is normal for national courts to seek clarification and interpretation of EU laws with
regard to these. These questions have however been gradually addressed by the CJEU, which
has clarified in its decisions a very substantial number of these points which were raised to it.
Due to the nature of innovation, further circumstances that may require clarification could
arise, but it should be left to the CJEU to clarify pending questions as they arise. Science,
technology and innovation will always be running ahead of the legal framework and we
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believe it is illusory to try to deal with all emerging technologies through legislation, when the
current Regulation provides for the flexibility to accommodate these.

e [tis crucial that the SPC system will allow covering new technologies as well, such as
inventions of the biological and biopharmaceutical sciences. During the workshop of the MPI
in 2017 one of the presenters showed the value of the existing system which allows evolution
driven by case law to cover new technological aspects.

e The only real difference lies in the nature of the active substances in these classes of products
and this can be acoommodated applying current caselaw to the text of the SPC Regulation.
Even that statement is a generalisation becuase some non-biological products comprise
active substances that are in themselves complex mixtures (see, for example Copaxone,
containing glatiramer acetate) so the need to deal with such active substances is not new.

e Questions have arisen regarding the correct scope of SPC availability for more complex
product situations stemming from evolutions of the biological and biopharmaceutical
sciences. It is normal for national courts to seek clarification and interpretation of EU laws with
regard to these. These questions have however been gradually addressed by the CJEU, which
has clarified in its decisions a very substantial number of these points which were raised to it.
Due to the nature of innovation, further circumstances that may require clarification could
arise, but it should be left to the CJEU to clarify pending questions as they arise. Science,
technology and innovation will always be running ahead of the legal framework and we
believe it is illusory fo try to deal with all emerging fechnologies through legislation, when the
current Regulation provides for the flexibility to accommodate these.

e Scope of protection is a key issue, which in turn depends on how generic/biosimilar products
are approved for marketing - even more than new types of product. This is a regulatory issue,
not a patent/SPC issue

e When applying the current SPC Regulation, it is important to be mindful of the particularities of
biopharmaceuticals and recombinant DNA technology products. However, the basic
structures of the SPC Regulation also allow an application for these modern pharmaceutical
developments.

e The present SPC system excludes a number of important tfrends, most importantly
combinations of drugs with medical devices. Such combinations often have to be authorized
according to Directive 93/42/EEC and not Reg. 469/2009/EC. These combinations may not fall
in the scope of the SPC directive due to non-compliance to Art. 2. This results in the rather
unfair situation that a newly developed drug that has to be deployed from a medical device
cannot obtain SPC protection merely due 1o its mode of administration.

e Questions have arisen regarding the correct scope of SPC availability for more complex
product situations stemming from evolutions of the biological and biopharmaceutical
sciences. It is normal for national courts to seek clarification and interpretation of EU laws with
regard to these. These questions have however been gradually addressed by the CJEU, which
has clarified in its decisions a very substantial number of these points which were raised to it.
Due to the nature of innovation, further circumstances that may require clarification could
arise, but it should be left to the CJEU to clarify pending questions as they arise. Science,
technology and innovation will always be running ahead of the legal framework and we
believe it is illusory to try to deal with all emerging fechnologies through legislation, when the
current Regulation provides for the flexibility to accommodate these.

¢ The SPC regime already covers active biotechnological active ingredients and SPCs have
been obtained for them. We expect the case law in this area to develop organically as
technology progresses.

e The SPC regime already covers biotechnological active ingredients and SPCs have been
obtained for them. We expect the case law in this area to develop organically as technology
progresses.

e it could be useful to have some guidance/confirmation that the product in SPC-applications
is described as INN where available, and for medicinal products or plant protection products
where no INN is available, closely related to the identification of the active ingredient or
combination of active ingredients as mentioned in the marketing authorization that is used as
the basis for the SPC

e Questions have arisen regarding the correct scope of SPC availability for more complex
product situations stemming from evolutions of the biological and biopharmaceutical
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sciences. It is normal for national courts to seek clarification and interpretation of EU laws with
regard to these. These questions have however been gradually addressed by the CJEU, which
has clarified in its decisions a very substantial number of these points which were raised to it.
Due to the nature of innovation, further circumstances that may require clarification could
arise, but it should be left to the CJEU to clarify pending questions as they arise. Science,
technology and innovation will always be running ahead of the legal framework and we
believe it is illusory to try to deal with all emerging fechnologies through legislation, when the
current Regulation provides for the flexibility to accommodate these.

e The SPC Regulation can also be applied to biologics, taking into account the particular
characteristics of biologics when interpreting the regulation. The object and purpose of the
regulation does not differ from biologic to small molecules. One example where particular
consideration has to be given to the particular characteristics of biologics is Article 4 and the
scope of protection (,,...shall extend only to the product covered by the authorisation to
place the corresponding medicinal product on the market...™). In case of biologics and DNA,
any ,generic® product is never identical, only ,similar®. Thus, Art. 4, in case of biologics, has to
be inferpreted that the ,product covered™ also covers biosimilars. This concept was already
confirmed by the CJEU in Farmitalia (for small molecules in relation to salts and esthers).
Hence, the SPC Regulation also protects biologics, if it is interpreted appropriately.

Q 28: Please explain why you think the present system does not adequately accommodate
biopharmaceuticals and products of recombinant DNA technology.

e [tis often difficult to clearly designate a product in a claim and also to define a new chemical
eintity.

e Issue related to the grant of SPC based on a patent which does not specifically claim the MA
product. Issue related to the scope of protection of a SPC, in particular with respect to
biosimilars of the product of the MA

e SPC not adapted for complex product such as gene therapy products whch comprise a lots
of components to form an APl and potentially IPRs whereas only 1 patent can be granted an
SPC

e Regulation 469/2009/EC was created as Regulation 1768/1992/EEC in 1992 with fraditional
chemical compounds in mind, i.e. 25 years ago. At that time it was certainly difficult to
foresee future developments such as biopharmaceuticals and products of recombinant DNA
technology. Accordingly, the definitions of Regulation 469/2009/EC were tailored to these
traditional chemical compounds. This is in particular reflected in Article 1 (b) of Regulation
469/2009/EC, where the product has been defined as "the active ingredient of combination
of active ingredients of a medicinal product". Since the present Regulation 469/2009/EC
does not literally cover biopharmaceuticals and products of recombinant DNA technology,
the applicant has to convince the Patent Offices of the applicability of Regulation
469/2009/EC. This creates more effort for both the applicant and for Patent Offices, and results
temporarily in legal uncertainty for third parties. To sum up, Regulation 469/2009/EC does not
need to be amended, but there is a need of a new, additional SPC Regulation.

e generic versions of an innovative drug still comprise the same chemical molecule whereas
generic versions of biopharmaceuticals etc. differ from the innovative product because of
the way they are produced - it is therefore quite difficult to ascertain what is the real scope of
a SPC obtained for a biopharmaceutical

e Insufficient to obtain protection of ONLY one specific compound - biosimilars should also
enjoy SPC protection

e Even the already existing language of the SPC regulations is ill-founded due to compromising
at political level. The decision practice of the CJEU made it even worse

e Asisthe case, especially with DNA/RNA technology, the current SPC needs a first valid MA.
This might not be possible due to prolonged research in in vitro models or animal (in vivo)
models to ensure saftey and efficacy.
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¢ Inthe case of recombinant DNA technology it is very difficult fo define the product. This
situation is not helped by CJEU case law. It should be sufficient to refer to the basic patent.
The relevant test should be whether the claims of the patent are *infringed* and no further
tests should be required.

e Patents concerning biopharmaceuticals and products of recombinant DNA Technology are
claiming functional blocks of DNA sequences, but SPCs are based on specific drugs having a
market exclusivity

e Because of the complexity of these large molecules (and even more so for combination
products), it will be more difficult to assess whether there is a new product, whether the
product is protected by the basic patent and whether an earlier SPC has been granted for
the same product.

e Biopharmaceuticals and products of recombinant DNA technology are much too far away
from the starting point of the Regulations with the traditional concept of chemical substances.
Therefore the present system is not appropriate in relation to the new developments.

e Scope of protection may not be adequate and patent claim and product authorized may
not fit

e Clear definitions (e.g. active ingredient, medicinal product) are lacking in the Regulation and
thus renders its scope difficult to define. Note however that this also applies - to some extent -
to small molecules

e The actual system lacks definition on basic matters, wich allows member states to take differnt
approaches on various subjects like second uses. For more complicated matters, the gap
between the actual system and interpretation by National Offices broadens.

e offen products are not clearly identified and seem sometimes not the same for the different
couuntries

e The system struggles with multi administration treatments (e.g. vaccines and combination
therapies)

e The scope of protection, Art. 4, seems to be inadequate/unclear with regard to
biopharmaceuticals

e Even though not an expert, there seems to be lack of guidance. Also due to the complexity of
each case sometimes courts issue decision based on completely different grounds.

e usually, in the biotech and gene therapy field more than one technologies covered by more
than one patent are involved in the therapy. The current SPC regulation forces company to
choose only one component of such technologies for the SPC application, thus reducing the
overall protection of the basic patents.

e Due to all the paperwork and documents which has to prove and show causing a delay in
research and development of a medical product

e same as before

¢ Inthe context of the Plant Protection Regulation, the SPC regulation does not refer to the
relevant Regulatory regulations.

e see my comments to the previous slide

e The SPC Regulation does not always apply in accordance with its policy goals in the
biological field. It will not always extend protection for innovators and at the same time it can
allow SPCs to be granted based on third party marketing authorization even where the
development work carried out is unrelated to the patentee.

¢ The requirements for 'protected by the patent' are difficult to be fulfilled, for complex
biopharmaceuticals and for 'chemica' compunds falling under a broader formula claimed

e The original SPC regulation as it was codified could be interpreted in multiple ways because it
could not anticipate adequately and unambiguously all the possible cases (see e.g.
combination products) so CJEU decisions were needed to clarify them. This has been a long
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story and still further developments can be expected. The same story will happen to biological
products expectably.

¢ No developped models to evaluate
e Because of the existing case law which causes legal uncertainty

e The literal interpretation of the definitions of the regulation, e.g. of a "product" may be difficult
to fit fo emerging fields of medicine

e Because Regulation 469/2009/EC raises many doubts in the interpretation of Art. 3.

e Inapatent, an antibody may be only defined by its CDR encompassing several antibodies
and meanwhile the authorized antibody may be not clearly described.

e The definition of "product" in 469/2009 does not work well for biopharmaceuticals, in particular
in providing clear protection against biosimilars

e The current interpretation of Article 3(a) from the CJEU (Medevaq, Lilly, Actavis) is foo crude to
accommodate these kinds of technological developments. They will need a more nuanced
approach, possibly on a case by case basis. However this supports leaving the current
Regulation as it is (without amendment) and then to allow the interpretation to develop
through the caselaw as issues arise. It is not possible to anticipate them all atf this stage and to
allow for them in an amended Arficle.

e Biopharmaceuticals are based on a different concept than small molecules and might thus
require a regulation of their own

¢ Since the "Definitions" of the Regulation it is clear that the same has been devised to address
issues related to classical compounds. There are no clear provisions on how
biopharmaceuticals could be considered, since the aspect of "active ingredient" won't be
central anymore.

e vaccines can present a particular difficulty for the present SPC regime
e Adequate protection in the field of biosimolars is needed

e Many reasons: a) Protection for different salts available. b) It does not define product,
biosimilars are not generic, etc.

e Artcile 3a) as construed by the CJEU makes very difficult to get the appropriate SPC
protection most Biopharma products deserve.

e Especially cells and products for cell-based therapies and gene therapies do not seem to be
adequately covered. Also, in this field, there offen only is broad functional language in the
claim, which makes it difficult to assess whether the "product is specified in the wording of the
claims" as required by the ECJ case law.

e development times of biopharmaceuticals are so much longer and with much more
uncertainty that the final product is not protected long enough; development cost are much
higher also; 15 years of market exclusivity should be available;

e No further comment

e | wonder if the people who draffed this survey have any real knowledge of the issues. Whether
or not something is a product of recombinant DNA technology is irrelevant - the key is what
the copier must do to get onto the market - how similar must he be to the originator's product
- easy to determine for "chemicals" not so easy for biologicals

e Article 4 of Reg. 469/2009 states that the scope of the certificate extends only to the product
subject to the MA. Biopharmaceuticals that differ slightly in structure or in the way it was
opbtained may, however, provide the same pharmaceutical effect. If the certificate is limited
to the a certain form (subject to the MA) and a biosimilar product is not comprised by the
scope of the SPC, the SPC is useless in preventing entry of biosimilar products onto the
marked. Hence, the SPC regulation is not an incentive for developing biopharmaceuticals

e - definition of "product" not adapted - functional definition is necessary - name of the product,
which is the subject matter of the SPC, should be adapted
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e Biopharmaceuticals are often claimed in part with functional technical features, and the
undifferentiated application of early small molecule-based case law (e.g. Medeva) to such
cases is inappropriate and as such as it ignores the importance of functional features
necessary to define biopharmaceuticals.

Q 30: In your opinion, what specific changes or amendments are needed with respect to
Regulation 469/2009/EC and/or Regulation 1610/96 in order to better accommodate these
technical developments?

e Clarification on the meaning of a product according to art. 1 b) (definitions) and
conseqguently on the interpretation of Art. 3 a) and b) should be made. Clarification about
the interpretation of articles 4 and 5 are also needed

e Be more flexible in determining which patent for a complex product (eg gene therapy
product) can be extended through an SPC

e Asamatter of fact (and this applies also for conventional pharmaceuticals) the Regulation
should be abolished and replaced by a Patent Term Extension system as is known in other
major jurisdictions (USA, Japan, Russia).

e The SPC regulations have to move - again - more to patent law. The decision practice of the
CJEU has developped more and more into the pharmaceutical/regulatory language and did
not consider basic principles of patent law. This is, however, not only the CJEU's fault but
mainly enabled by inappropriate, inconsistent and sometimes cortradictory language of the
regulations

e A chance for a promising DAN/RNA technology to gain a SPC even without first valid MA. This
might be accomplished with a defined set of data concerning efficacy and saftey in different
models to grant a SPC. In my opionion such terms would help to develope and help
reasearchers to actually work and also gain something from the research that is
accomplished by them. Especially for Universityas or other open research foundations, it
would be helpful to earn something with their patents as phamaceutical companies are more
intferested in further developed medicinal products and will only take liscences if the patent is
still valid for a longer fime and the medicine is rather promising.

e Article 4 should be broadened. The relevant test is whether the basic patent is infringed, and
obviously there should be some relation to the marketing authorization.

e provide for a better product definition provide for a better link with regulatory legislation and
findings of regulatory authorities, who are more equipped 1o judge whether a
biopharmaceutical product is indeed a new active substance and not a (minor) variation. It is
not without a reason that in article 2 of the present SPC Regulation reference is made o
Directive 2001/82 and 2001/83

e A new definition of the term "product" in order to give the applicants the proper protection for
their inventions.

e Type of patent protection available for the relevant market products shall be taken into
account when deciding on what an SPC may be granted and for which scope, keeping in
mind what the SPC protection should provide for the originator - Scope of the SPC protection
should e.g. be revisited taking into account possible easy workarounds - Combination,
product by process and use claims have to be considered as well

e Clarification of the requirements for filing a SPC application, Clarification of the scope of the
SPCs (e.g. for combination products, new uses, etc.). Especially for combo products, | am not
sure that last decisions from the CJEU really comply with what the Legislator had in mind,
Same with new uses, last décisions seem to contradict what is provided for in the Regulation,
Documents needed for filing at the patent offices should also be harmonized.

e Regular guidelines on examination and interpretation may have to be issued by an European
Authority, besides of the Regulation wich may be more difficult to amend. Reference
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guidelines are standard procedure with other IP - related offices, like EUIPO, they provide
certainty to the user on how the matter will be prosecuted.

e At the very least the Regulations should be amended to clarify the scope of protection
conferred by SPCs for which the product is a biotechnological active ingredient

e Asadlready mentioned, the recombinant DNA therapy would require more than one patent in
order to be put into use. Therefore, the SPC would reduce the overall patent protection.

e Article 3 (b) a valid authorisation to place the product on the market as a medicinal product
has been granted in accordance with Directive 2001/83/EC or Directive 2001/82/EC, as
appropriate Article 7. 5. Notwithstanding paragraph 4, for five years following the entry info
force of Regulation (EC) No 1901/2006, the application for an extension of the duration of a
cerfificate already granted shall be lodged not later than six months before the expiry of the
cerfificate. Article 13. The periods laid down in paragraphs 1 and 2 shall be extended by six
months in the case where Article 36 of Regulation (EC) No 1901/2006 applies. In that case, the
duration of the period laid down in paragraph 1 of this Article may be extended only once.

e the scope of the SPC should be clarified. It should cover the "product" and derivates thereof
covered by the base patent.

e Ensure that innovators of such products are able to obtain SPC protection where marketing
authorization is over 10 years after patent filing, without allowing such rights to third party
patentees who are not involved in the development of the authorized product.

e Legal definitions of terms used in the Articles, such as "protected by" etc.
e Better explanation of the requirements of Art. 3 Regulation 469/2009/EC.

e Ateam of technical experts should meet in the context of the European Commission and
discuss together with legal experts the best way to amend the Regulation.

e Biopharmaceuticals and nucleic acid-based therapies are often claimed using more
functional features than traditional "small-molecule drugs", which leads to problems of
inferpretation of scope. It would be helpful if there was a possibility in all EU countries to more
clearly define the protected subject-matter in an SPC application, over and beyond what
follows logically from the patent claims and marketing authorization. In particular, it would be
beneficial if the applicant himself could provide a definition in the form of a "claim", which
could then be drafted broadly or narrowly depending on the balance between "risk of
invalidity" and "adequate protection of functional equivalents".

e More clearly define what is the product of the SPC More clearly define when a product is
protected by the basic patent

e Definition of the product to be amended
e market exclusivity of 15 years calculated from Marketing Authorization should be available

e Actually, | think it could be dealt with by evolution of case law. The Farmitalia case (1997)
dealt rather badly with issues of scope of protection (it was an arficle 3a question which got
confused, by the ECJ, with Art 4 issues. The real need is to have CJEU sitting with technical in
drug approval and legal experts in patents, so that they did not make so many silly mistakes.
Changing the law would lead to change - but probably would mean swapping one set of
unknowns for a further set of unknowns.

e Article 4 of Reg. 469/2009 could be amended to specify, that "the protection conferred by the
certificate shall extend only to the product covered by the authorisation to place the
corresponding medicinal product on the market including any equivalent pharmaceutically
acceptable forms thereof that provides the same therapeutic effect" In the alternative, an
independent Article applicable for biopharmaceuticals specifying the same as above could
be infroduced.

e - functional definition is necessary

e Article 3 (a) of the SPC regulation 469/2009 should be amended to more explicitly define
when the product of an MA is "protected by a patent". CJEU case law on this point is
nebulous, often defining one in unclear term with one or 2 further unclear terms. This could be
alleviated by more clearly setting the standard in the regulation itself.
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Q 31: Do you think that the current SPC Regulations have encouraged "evergreening" strategies?
- additional comments-

¢ The use of the word "evergreening" is not helpful as there is no shared understanding of what
this means. SPCs are based on patents and by their very nature are meant to extend the
patent term for the marketed product for a finite and limited period of fime. It is not clear
what is meant by linking the granting of SPCs to "evergreening" and there is no basis [l cre
aware of to suggest the SPC regulations have encouraged any such (undefined) strategies.
Il find the question contains unwarranted bias given that it offers two options for saying
"ves" and only one option for saying "no" and that option is limited to a conditional ‘no”.

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer “no”, let alone an option or a
comment box to refute the basic assumption underlying the question, that there are
“evergreening” strategies. There is neither a common understanding nor a definition of what
“evergreening” might be and therefore the question is also unclear. The purpose of SPCs is to
extend patent profection subject to the various conditions provided in the SPC Regulation. By
asking the question in this vague way, the survey gives credibility to common misconceptions.

e We do not believe that the SPC Regulation has resulted in "ever greening" (at least by what
we understand by this term in the absence of a definition). There is no option to definitively
say "no" in the list above and there should be as this is the option that would have been
selected rather than saying "noft substantially”.

e Due to potentially unanswered questions in the case law, there may be an unjustified
proliferation of SPC applications for every small modification of the product.

e The uncertainties deriving from the broad language of the SPC regulation have made it
possible for originator companies to make (legitimate) use of it aiming at extending monopoly
on the market as much as possible.

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer "no”, let alone an option or a
comment box to refute the basic assumption underlying the question, that there are
“evergreening” strategies. There is neither a common understanding nor a definition of what
“evergreening” might be and therefore the question is also unclear. The purpose of SPCs is to
extend patent profection subject to the various conditions provided in the SPC Regulation. By
even asking the question in this vague way, the survey gives credibility to common
misconceptions.

e -Thereis a b years cap for the SPC term already set in the SPC Regulation- consequently, no
further extension beyond this is possible. - It has to be underlined that agrochemicals
companies develop products for market needs.

e Evergreening with SPCs is an issue especially for combination products!

e [tisinappropriate to consider SPCs or any additional patent protection as “evergreening” as
they cannot be granted unless the patentability criteria are met (novelty, inventive step and
industrial applicability). An SPC can only be afttached to a valid patent. As pharmaceuticals
are regulated products and manufacturers are required to demonstrate their quality, safety
and efficacy before placing them on the market, the purpose of SPCs is to compensate for
the lengthy development process and the time needed to undergo the regulatory approval
procedures.

e Buf this will always be attempted in any system - there is more evergreening going on in the
patent system than in the SPC system (for now)

¢ | am not aware of any evidence that the SPC Regulations have encouraged "evergreening”
at all.

e We have seen and agree with the comments which we understand that EFPIA will be
submitting in response to this question. Our preferred answer is simply 'no' and it is regrettable
that this option is not provided. Comment: This question lacks balance and objectivity and is
highly biased. First, while it provides two nuances of “yes”, it provides no option to only answer
“no”, let alone an option or a comment box to refute the basic assumption underlying the
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question, that there are “evergreening” strategies. There is neither a common understanding
nor a definition of what “evergreening” might be and therefore the question is also unclear.
The purpose of SPCs is to extend patent protection subject to the various conditions provided
in the SPC Regulation. By even asking the question in this vague way, the survey gives
credibility to common misconceptions.

¢ Only looking at the SPC Regulation, both the SPC term and the number of SPCs per product
are capped. SPC term has a cap at 5 years; only one SPC per product possible, not a second
one. All 4 conditions for obtaining a SPC (Art. 3a, 3b, 3¢, 3d) provide a balanced system. Even
if SPCs are obtained for later developed (different) products, the scope of protection is
smaller.

e The answer should be an unqualified 'no'. It is not clear what is meant by 'evergreening'. The
SPC Regulation has important, adequate 'safe guards' in place, such as the 5 year maximum
term.

e This question is very biased in nature. The use of the word "evergreening" is objectionable as
there is no shared understanding of what this means. SPCs are based on patents and by their
very nature are meant to extent the patent term for the marketed product for a finite and
limited period of time. It is completely obscure what is meant by the link from SPCs to
"evergreening" and there is no basis at all for any statement that the SPC regulations have
encouraged such (undefined) strategies. Furthermore, it is biased that there are two options
for saying "yes" and only one option for saying "no" and that option is not even a straight no,
but a conditional one.

e No

e The uncertainties in the SPC Regulations have made necessary a high number of referrals to
the CJEU for the interpretation and clarification of the law. CJEU decisions may seem to be
drafted as generally applicable to later cases. However, the wording of the CJEU decisions
are too often restricted to specific conditions of the case, which have made difficult the
generalisation and have required additional referrals for later cases. CJEU decisions take
generally a year or so plus the fime of the national court decision. These uncertainties and the
long time needed for clarification have encouraged evergreening strategies, since even if
the originator ends losing the case in last instance, they were able to take advantage of the
uncertainties and at least delayed the generic entry which resulted in their benefit. At least
now several issues have been clarified though it was at the expense of many referrals.

e These strategies are made possible by the wide formulation of the regulation.

e My answer is actually "no" (i.e. without the qualification "not substantially"™). However, it is
important o note that: - there is no commonly-accepted definition of "evergreening"; and so -
the more appropriate question is whether the SPC system adequately takes all interests into
account (which question has already been asked and answered).

e We wish to answer "no, not at all', but this option is not present

e -Thereis a b years cap for the SPC term already set in the SPC Regulation- consequently, no
further extension beyond this is possible. - It has to be underlined that agrochemicals
companies develop products for market needs.

e SPC term has a cap at 5 years; only one SPC per product possible, not a second one. All 4
conditions for obtaining a SPC (Art. 3a, 3b, 3¢, 3d) provide a balanced system. Even if SPCs
are obtained for later developed (different) products, the scope of protection is smaller.

e Certainly, whenever products are protected by additional SPCs (on indications or
compositions or combinations) whenever no full new application for regulatory approval and
hence no full approval process was necessary.

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer “no”. There is neither a common
understanding nor a definition of what “evergreening” might be and therefore the question is
also unclear. The purpose of SPCs is to extend patent protection subject to the various
conditions provided in the SPC Regulation. All products that obtain SPC protection under the
current Regulation have a well defined regulatory pathway that needs to be supported by
R&D investments and innovation. By even asking the question in this vague way, the survey
gives credibility to commmon misconceptions that SPCs protect non-innovative R&D.
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e Thisis a very poorly written question - and not the first that I've seen in this survey. First, it
assumes that the reader knows what evergreening" means (the fact that the word is in
quotations indicates that even the author of the question does not know what the word
means), and it assumes that there is such a thing as "evergreening" (with which | patently
disagree). Additionally, the question does not permit the respondent to state categorically
"No" with no qualifiers. When a patent expires, the invention claimed in the patent becomes
dedicated to the public and may be copied by others. Furthermore, an MAH may only
extend ONE patent per product with an SPC, so the number of patents covering a particular
product (beyond "1") is really totally unrelated to the availability or purpose of an SPC - fo
compensate the MAH (who spent the time and money developing the new medicine) for the
patent time lost in that endeavor.

¢ There is no connection whatsoever between the SPC Regulation and so called 'evergreening'
strategies. The answer o this question is ' Not at All' and I'm concerned that this was not
included in the response options.

e We think the question as well as the possible replies are biased. The answer is NO.

e The preferred answer would be "NO." - However this is not an option provided by this
questionnaire. While it is unclear what is meant here exactly with "evergreening", the
assumption apparently underlying this question, that there are evergreening strategies, is
strongly refuted here.

e  Our answer to this question is 'NO'. It seems rather strange that this option has not been
provided above, as it could lead to a misleading outcome. The purpose of the SPC
Regulation is to compensate the patent holder for erosion of patent term due o
development and regulatory timelines. This cannot in any way be considered as
'‘evergreening'.

e evergreening would exist independently of the SPC regulations

e Evergreening is a perception, not a strategy. What is described as “evergreening” is nothing
more than the protection of improvements of products by patents, which improvements are
only patentable if they satisfy the patentability criteria. Once a patent on an active ingredient
expires (even after SPC), it becomes available to all, including generic companies. Only the
further patents on improvements are not yet available, meaning that generic companies do
not yet have access to the latest (most-improved) version of the product, but the original one
has become available. Moreover, most patents on improvements cover new uses of the
product, which themselves are not the subject of SPCs, so SPCs have no effect on the
practice of protecting improvements.

¢ Noft really. Reimbursement authorities - not granting premium prices to products with marginal
added therapeutic value -, and competition combined have worked quite effectively to
reduce the attractiveness of me-too products. You see this reflected in research strategies of
big pharma.

e Especially for combination products and new formulations

¢ Whatis meant by "evergreening" in this context? If it means that multiple patents are filed to
cover a single pharmaceutical product and extend market exclusivity for that specific
product, then SPCs have had no effect. If obtaining an SPC is in itself an act of "evergreening"
then the answer of course is yes because SPCs were not available before the SPC regulation
was put in place. Further the question is biased because there is no option to say "Not at all".
The question assumes that some evergreening has been encouraged.

e This question is biased - the answer we wish to give is "No, not at all".

e | have answered "No, not substantially" as it is the most negative response. The answer "no"
should have been provided and | would have selected it. The word "evergreening" is
undefined and tends to be viewed as referring to unjustified/unlawful monopoly extension
and so is negative. If that is what is infended here, it would reinforce my desire to say "no" to
this further still.

e | would like to answer the question with a straight "NO", as SPCs have nothing to do with

"evergreening strategies". To obtain a basic patent or an SPC, an applicant must comply with
the provisions of patent law and the SPC regulations. This has nothing o do with
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"evergreening". Besides, it is not defined what "evergreening" is supposed to mean in the
context of this survey.

e The SPC Regulation has by no means encouraged for evergreening strategies. Therefore, the
answer should be "No" instead of not substantially!

e The answer is NO. This alt is missing. We support Efpias comments.

e The problems of the definition of product has not been resolve. On palmitate pariperidone
are different opinions across different offices. Neurim is the biggest ground for uncertainty.

e Our answer would be "No" or "Absolutely not". Indeed, there is absolutely no relation between
the "evergeening concept" and the "well framed/defined" objectives of the SPC regulation.
But this option is not given in the suggested answers. This question seem to be fully out of
context.

¢ The answer we wish to give is no, not at all. To have asked the question without this option
shows bias. No one knows, precisely, what evergreening means, particularly in the medical
area. We refute the idea that evergreening exists for medicines since they are generally
protected by only one or at most a small number of patent rights in practice. All these rights
have a finite duration and so medicines eventually become generic in every case.

e Thisis not a question concerning the SPC system; other strategic decisions; what is
evergreening supposed to mean, anyway?

e This question is biased. SPCs are applied to extend the basic protection for a new molecule or
combination. This has nothing to do with "evergreening" but compensates for effective patent
term loss due to lengthy development and approval process for new drugs including
combinations.

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer “no”, let alone an option or a
comment box to refute the basic assumption underlying the question, that there are
“evergreening” strategies. There is neither a common understanding nor a definition of what
“evergreening” might be and therefore the question is also unclear. The purpose of SPCs is to
extend patent profection subject to the various conditions provided in the SPC Regulation. By
even asking the question in this vague way, the survey gives credibility to common
misconceptions.

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer "no”, let alone an option or a
comment box to refute the basic assumption underlying the question, that there are
“evergreening” strategies. There is neither a common understanding nor a definition of what
“evergreening” might be and therefore the question is also unclear. The purpose of SPCs is to
extend patent profection subject to the various conditions provided in the SPC Regulation. By
even asking the question in this vague way, the survey gives credibility to common
misconceptions.

e The question is noft self-explaining as the term “evergreening” is not defined. It lacks concrete
examples of what is meant.

e Far greater drivers of evergreeening strategies are the availability of regulatory data/orphan
protection for minor product variants and combination products see, for exmaple, the Tobi
Podhaler which has evergreened tobramycin nebuliser products against generic competion
for almost 20 years.

¢ Our answer is "no" without qualifications. This question lacks balance and objectivity and is
highly biased. First, while it provides two nuances of “yes”, it provides no option to only answer
"no”, let alone an option or a comment box to refute the basic assumption underlying the
question, that there are “evergreening” strategies. There is neither a common understanding
nor a definition of what “evergreening” might be and therefore the question is also unclear.
The purpose of SPCs is to extend patent protection subject to the various conditions provided
in the SPC Regulation. By even asking the question in this vague way, the survey gives
credibility to common misconceptions.

e By making second medical use inventions subject to SPC protection. This is, however,
beneficial fo the patients and to society because it shortens the fime that would otherwise
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have been spent on identifying novel active ingredients and finding a suitable formulation of
a new drug

e The questionnaire unfortunately does not explain what is understood by ,evergreening™
strategies. It is not a legal term, either. We note that the term is used in discussions with varying
but vague substance, and typically with a bias against the research-based pharmaceutical
industry. We therefore query whether it is appropriate to use this ferm in a survey like this one,
as it creates the impression of bias. In any event, the SPC Regulation is designed to protect
and encourage innovation in the pharmaceutical industry.

e We perceive SPC as a common tool to prolong market protection and not genuine
innovation

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer “no”, let alone an option or a
comment box to refute the basic assumption underlying the question, that there are
“evergreening” strategies. There is neither a common understanding nor a definition of what
“evergreening” might be and therefore the question is also unclear. The purpose of SPCs is to
extend patent profection subject to the various conditions provided in the SPC Regulation. By
even asking the question in this vague way, the survey gives credibility to common
misconceptions.

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer "no”, let alone an option or a
comment box to refute the basic assumption underlying the question, that there are
“evergreening” strategies. There is neither a common understanding nor a definition of what
“evergreening” might be and therefore the question is also unclear. The purpose of SPCs is to
extend patent protection subject to the various conditions provided in the SPC Regulation. By
even asking the question in this vague way, the survey gives credibility to common
misconceptions.

e The term "evergreening" is not defined in the survey, and there is no universally accepted
definition of the term. If the term is interpreted to mean prevention of generic/biosimilar entry
the answer is very clearly: No. The duration of an SPC is maximally 5 years. After expiration of
the SPC, the subject-matter protected by SPC can freely be copied by anyone. Thus, the
ability to retain exclusivity for ever is based on a misconception.

e The uncertitnies deriving from brad language of the SPC Regulation have made it possible for
orginator companies to make (legitimate) use of it aiming at extanding monopoly on the
market as much as possible.

e The current SPC Regulation contains a number of significant ambiguities and uncertainties in
the requirements for obtaining an SPC. In particular, Articles 1 and 3 of Regulation 469/2009
include numerous terms and definitions which are open to differing interpretation. As a result
of the uncertainties, originator companies have been able to play the system in order to
obtain SPCs in situations that spirit of the Regulation did not originally intend to allow, or obtain
SPCs having longer duration than was originally infended. Numerous examples of this
practice exist. One such example is where uncertainties in the meaning of Article 3(b) and (d)
have allowed the Austrian Patent Office to grant SPCs based on Type Il variations of an
existing marketing authorization. Essentially this means two SPCs are being granted based on
a single MA. A CJEU referral is likely to be required to overturn such practice, causing delays
and cost to generic market entry. Another example is in the case of the drug product
amlodipine / valsartan, where the originator company has self-revoked their key combination
patent, on which an SPC was granted, in favour of a divisional patent, and have applied for a
second SPC based on the divisional (arguing that the original SPC never existed by virtue of
the revocation). The brand is essentially shielding their patent from scrutiny by generics, and
the current SPC framework arguably allows this (without a CJEU referral on this point).

e SPC term has a cap at 5 years, only one SPC per product possible, not a second one. All 4
conditions for obtaining a SPC (Art. 3a, 3b, 3¢, 3d) provide a balanced system. Even if SPCs
are obtained for later developed (different) products, the scope of protection is smaller.

e  First, the Supplementary Protection Certificate (SPC) regulations prolong the market monopoly
of originator companies, and delay generic competition which otherwise plays a critical role
in reducing prices of medicines and providing a wider range of options for procurement by
public health agencies. Although SPC is authorised by regulatory authorities, the
conseguences and effects of SPC functions in the same manner as a patent term extension,

321



Institut fiir Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

which is beyond the obligations of international frade agreements and has been considered
as detrimental to public health. Secondly, companies apply SPCs as an additional instrument
to extend market monopolies. Companies link the strategy of patenting minor changes to old
medicines (such as combination regimens or derivatives of old medicines) as closely as
possible to applying for a SPC on those minor changes. If SPCs are granted on those
derivative features of medicines or insignificant modifications of old formulations, the strategy
of “evergreening” market monopolies through secondary patenting is extended and
reinforced through the SPC system. Therefore, we consider that SPC regulations encourage
“evergreening” strategies.

e SPC term has a cap at 5 years, only one SPC per product possible, not a second one. All 4
conditions for obtaining a SPC (Art. 3a, 3b, 3c, 3d) provide a balanced system. Even if SPCs
are obtained for later developed (different) products, the scope of protection is smaller. At
the end it would be more precise to say no, not at all.

e two situations: 1. either SPC protection which was obtained based on an earlier approved
medicinal product also protects a later medicinal product; then the proteciton tfime also for
the later product is limited due to teh maximum SPC-termsunder Art. 13 of the SPC-
Regulations; OR 2. the later approved medical product constitutes a new product in the
sence of the SPC-Regulations and becomes subject of its own SPC-protection; in that situation
the earlier approved medicinal product won't be protected any more by the earlier SPC and
therefore no "evergreening" effect since third parties can compete with the earlier approved
medicinal product, even if the later approved product is still protected by the second SPC

e This question lacks balance and objectivity and is highly biased. First, while it provides two
nuances of “yes”, it provides no option to only answer "no”, let alone an option or a
comment box to refute the basic assumption underlying the question, that there are
“evergreening” strategies. There is neither a common understanding nor a definition of what
“evergreening” might be and therefore the question is also unclear. The purpose of SPCs is to
extend patent profection subject to the various conditions provided in the SPC Regulation. By
even asking the question in this vague way, the survey gives credibility fo common
misconceptions.

¢ We consider this a biased question. In substance, the SPC Regulation fosters innovation in the
pharmaceutical industry. Right holders may perfectly legitimately avail themselves of the
protection offered under the SPC Regulation to ensure return on investment info such
innovation.

¢ Only looking at the SPC Regulation, both the SPC term and the number of SPCs per product
are capped. SPC term has a cap at 5 years; only one SPC per product possible, not a second
one. All 4 conditions for obtaining a SPC (Art. 3a, 3b, 3¢, 3d) provide a balanced system. Even
if SPCs are obtained for later developed (different) products, the scope of protection is
smaller.

Q 32: In your view, what specific aspects of the SPC Regulations have encouraged
"evergreening" strategies? Please explain.

e The Neurim decision is a typical example of a bad decision which may have been considered
as a "one off" by the judges of the CJUE but turned out to be a disaster inferms of legal
uncertainty for third parties

e Due to unresolved issues concerning the interpretation of Article 3(d) of the SPC Regulation it
is not clear whether SPCs for new formulations could be obtained . There is a concern
regarding compatibility of Neurim on the one hand and Pharmacia (C-31/03) and Yissum (C-
202/05) on the other.

e The wording of the SPC regulation is rather vague. For instance, it has allowed multiple SPC,
'negative' SPC, SPC on second medical uses (which are many for some products), efc.. In
addition, calculations of SPC are based on the date of the first marketing authorisations (MA) -
this allows patent holders to 'play' with the time in order to get one as long as possible SPC.

e unclear definition of "product", "1st Marketing authorisation in EU", filing of multiple SPCs in the
same Country for one product
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e It depends on what you consider evergreening and what you consider fair compensation for
further developments. Certainly The Neurim judgment will open up for companies probing for
where the line is drawn for SPCs on 2nd medical uses (is shift from veterinary to human
necesarry, or just different indication/disease, or is it enough to have a new dosage regime or
the like). Also the Medeva judgment opens up for a grey area, where the combination
product may or may not be inventive compared to the mono-product, and is it then fair o
have a patent extended when the invention does not lie in the actual combination.

e 1) The definitions of product and basic patent are too vague. Derivatives or (minor) variations
of products for which an earlier patent/MA/SPC have been granted are not addressed. 2)
The definition of the first MA is not clear enough. A link should be established with Directive
2001/83, especially article 6 and the concept of the first, initial (global) marketing
authorisation 3) Article 13 links the lifetime of the SPC to the date of grant of the first MA. The
later the first MA is granted, compared to the date of patent application, the longer the
lifetime of the SPC will be. When a MA will be granted, depends on the date the application is
filed and the speed with which the applicant pursues the proceedings at the national
MEB/EMA level. Especially if the pharmaceutical company already has a product on the
market, protected by patent/SPC and/or data exclusivity rights, there is not always a need to
immediately file the MA application for the next generation of such product. It pays to file an
MA application for such next generation at a relatively late stage, when the exclusive position
of the pharmaceutical company regarding the first product is coming to an end.

e SPCs based on 2nd medical use claims
e More SPC on the same patent covering different products (combination)/SPC on use

e Unclear scope of the SPC : A5 says that the SPC confers same rights and obligations as the
patent but, to some extent, CJEU has inferpreted A5 as meaning that the SPC has same
scope as the patent (despite A4) Same with unclear definition of medicinal product and
active ingredient However the principle at the basis of the SPC should better be taken into
account by Courts : the patent is the reward for an invention and the SPC is the reward for a
approved drug, thus the SPC (scope & filing) cannot be "separated" from the market
authorization. This deviation is also seen with the 6-month extension for pediatric studies, some
SPCs for whihc no pediatric studies have been made have benefited from the 6-month
extension

e Aslexplained it in the comments to the previous question, the broad wording of the SPC
Regulations and not foreseeing the potential specific situations at the fime the regulations
were drafted has lead to several uncertainties and has required several clarifications from the
CJEU (e.g on calculation of duration of SPCs, possibility of multiple SPCs for one product, SPCs
for combinations,..). The Neurim case may be used for evergreening strategies, but judge
Arnold has already indicated his intention to refer a question to the CJEU for clarification.

e The phrasing of the Regulation is very unrestricted. Thus there are several possibilities fo cover
the product with different SPC. This is especially frue for products that are as complex as
Biologicals.

e several SPCs granted to different entities which sometimes are linked

e multiple SPC applications for one product; dffiliates of the same legal entity appear as
applicants; multiple SPCs for one basic patent for combination products;

e It allows alonger period in which to develop switching opportunities to new formualtions

e Allows for second medical use and combinations where little or no inventiveness in
combination per se

¢ insufficient definition of "product" term

e The most relevant aspect herein is the idea that an SPC could be given to an indication
patent, or rather to any new indication patent, when the indication lies outside of the scope
of the first indication patent. Thereby opening the door to evergreening, because indication
patents are quite easily fo get granted at the EPO for example on a specific patient
subpopulation, but can be a nightmare to be 'carved out'. The second most relevant aspect
is the possibility to get new SPCs on combination products, even though each single
compound had benefitted from its own SPC based exclusivity already. The third fool to
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evergreen is o fransfer some rights to a daughter Company, which happens to have a
patent reading on the product, and make them apply for an additional SPC.

e 1. Date of first authorization 2. Multiple SPC for different product by same patent
¢ The ambiguous formulation of Artficle 3 Regulation no. 469/2009
e more than one SPC for an API. The system is being abused.

¢ Now SPCs for new formulations and new indications of a known substance are possible. The
costs for a new registration are fairly outweighted by the cost return by longer exclusivity
periods

e The ability to obtain an SPC for a combination production of known active substances

e The different interpretations of the Regulation by each national office as well as the different
practical requirements in order to check compliance with all the requirements of Art. 3.

e aslight change of molecule gets SPC granted: e.g. metabolite, Racemate, etc. allthis can be
brought into combinations too, what is again protecting the old combinations. This is not the
idea of SPC Regulation.

e applying for multiple SPCs for the same INN. in most of national offices there is no obligation
for the applicant to inform of previous SPCs nor there is an option for third parties to present
observations to inform about inaccuracy in the application documents

e To the extent that they protect new derivatives or new formulations of existing active
ingredients, this is a step too far. There needs to be a fair balance between protecting
innovation and encouraging generic production. The difficulty is that the Regulation is drafted
so as not to discriminate between different types of innovation. However, as a matter of
policy, there is argument to draw a line between a new product or a new use on the one
hand, and a new formulation or new derivative of an existing product for an existing use on
the other.

e The overall concept of protection will always encourage some companies to fry to exploit
innovative protection for the longest possible term

¢ The language of the SPC Regulation is rather vague.
e The first mean has certainly be that of divisional applications.
¢ Obvious combinations - though recent case law is still developing

¢ mulfiple SPC applications on different patents with tiny variations. Have seen "Neurim" used to
try and claim SPCs on products that are not original.

e That the definition of product is not clear and the Neurim decision from the CJEU. Also the
erratic ractice of patent offices that do not review that all requirements are met.

e 1. The definition of product is clear in the Regulations. However, the recitals allowed that
different salts obtained SPCs despite being the same product. 2. Neurim decision has risen
some possibilities for evergreening new formutations, new indications, etc.

e Extension of exclusivity creates more difficulties to infroduce generics in the market

e The possibility to obtain successive SPC protection for a product and that product in
combination. The possibility to apply for more than one SPC for a product via different
corporate entities.

e Patents should protect fundamental discoveries/inventions. Subsequent small modifications
should not get the same kind of IP protection. After all, patents are both an incentive to
innovate as well as an entry barrier for new entrants.

e mostly lack of clearer definitions

e That only up to 5 years of extension of the patent is offered by the SPC Regulation. This is
because it easily takes more than 15 years to identify, test and develop a new drug and
performing clinical trials. This is more expensive and more time consuming than testing any
therapeutic effect of a known drug for a new indication. Therefore, the economic gain for
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developing an entirely new drug is smaller because it is more expensive and also, the
potential protection period (20 years from filing + up to 5 years extension) will probably expire
sooner affer the product has been marketed compared to the situation of an already known
drug

e There are several issues which are open to interpretations such us several SPC by different
companies based on the same marketing authorisation, several SPC by same company for
the same product, formulation, indications etc, requirements to entitlement to SPC for generic
claims, combination products

¢ Thelanguage od the SPC Regulation is rather vague. For instance, it has allowed multiple
SPCs "negativ" SPCs. SPCs on second medical uses (which are many more for biological
products) etc. In addition, calculations of SPCs are based on the data of the first Marketing
Authoristaion (MA). This allows patent holders to "play" with time in order to get an as long as
possible SPC.

e Asaconsequence of unclear statements and definition in the text and the not clear decisions
in case low even small modification in the product can start a new SPC filing...

e See answer to previous question. In many cases it is the uncertainty in the interpretation of the
SPC Regulations that allows the evergreening strategies. This is not only as a result of the
specific wording of the SPC Regulations, but also as a result of numerous unclear decisions
handed down by the CJEU. These decisions often fry to solve one issue of interpretation, but
end up creating further uncertainty (because they infroduce tests which themselves include
ambiguous tferms), but also because the decisions only go as far as is necessary to answer the
specific question that is asked, rather than giving complete guidance. This is exemplified by
the numerous referrals around the meaning of Article 3(a) of Regulation 469/2009.

e  Firstly, the SPC Regulation itself provides a prolonged market monopoly even after the patent
expires on a medicine, which serves no purpose except to generate additional monopoly
revenues on behalf of the patent holder. More specifically, the scope of SPC Regulations as
defined by Arficle 2 of Regulation 469/2009/EC is broad and enables companies to devise
and implement “evergreening” strategies. Article 2 defined the scope of protection of SPC as
applicable to “any product protected by a patent”. The definition of “product”, according to
Article 1 of Regulation 469/2009/EC, is the active ingredient or combination of active
ingredients of a medicinal product. This definition was further expanded by Regulation
1610/96/EC, in which the Paragraph (14) of the Preamble states that “the issue of a certificate
for a product consisting of an active substance does not prejudice the issue of other
certificates for derivatives (salts and esters) of the substance, provided that the derivatives are
the subject of patents specifically covering them”. Both the “combination of active
ingredients” and “derivatives (salts and esters) of the substance” under the above two
regulations are problematic. Both could be potentially challenged and ruled as lacking of
inventiveness if a patent applicant sought patent protection for a derivative or combination.
Case law in Europe has demonstrated that trivial changes of known substances might not
receive patent protection. For instance, the decision in Teva UK Ltd & Ors v. Gilead Sciences
Inc (2017) EWHC 13 (Pat) ruled out the patentability of a combination of active ingredients for
lacking of inventiveness according to patent law. In other countries, such as India, an
application for patent protection on derivatives might be rejected for failing to satisfy the
requirement of ‘inventive steps’. The aftempt to patent the mere combination of two known
substances, or derivatives of known substances, has been long considered as a critical and
central strategy for pharmaceutical companies to seek “evergreening” of monopolies.
Allowing SPC protection on combinations and derivatives of medicines with granted patents
sends a signal to companies to continue apply evergreening strategies. Finally, SPCs create
an additional burden upon regulatory bodies to grant SPCs based on patent status, wherein
the primary role of a regulatory body should be to assess and ensure the quality, safety and
efficacy of medicines. Technical standards and competence to assess patents is wholly
unrelated to those used to assess medicine quality, safety and efficacy, thereby creating and
unjustified and confusing burden to the regulatory authority.

Q 33: In your opinion, which of the following development activities should be covered by SPCs?
-additional comments-

325



Institut fiir Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

e Provided that all of the conditions of grant set out in Article 3 are satisfied, then the
development should be covered by an SPC.

e Itis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

e Any of these developments may contribute to the improvement of public health.

e To the extent that an innovation within any of the categories above is covered by a patent
and subject to a marketing authorisation, then an SPC should be granted to said innovation.

e alltypes of development activities should be covered by SPC provided that - for new
formulations and indications - no SPC has already been granted for the same active principle
and the first marketing authorization ever is always taken into consideration for calculating the
SPC term

e It takes much more investment and time to develop a new active ingredient than to develop
new derivatives or formulations.

e Itis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

¢ In my opinion any technological development, which requires a time consuming authorisation
before it can be brought on the market, should be able to enjoy protection by SPCs. Thus,
also e.g. medical devices should be eligible for SPC protection.

e -SPCs are established in order to compensate entities investing in R&D for the long time
needed to receive a registration of a product to access the market. - ECPA believes that any
invention which is subject to a basic patent and which requires a new registration, should be
eligible for SPC protection. - IN ECPAs view all products should be treated the same,
independent of their nature and there should be no ranking.

e Itis our understanding the current legal framework does cover for all 4 activities listed. There
may be some variation in the interpretation by national authorities, but this can be solved
through guidelines rather than a legislative reform.

¢ "new derivatives" is an unclear/broad term. When is a novel compound and when is is merelt
a "new derivative", how much change must be made...| suppose this is the general problem
of trying to have a simple regulation covering a complex field.

e In principle, the above developments could qualify for SPC protection, especially and mostly
the development of new active ingredients. Whether or not the development of new
indications and even new formulations and new derivatives can actually lead to an SPC with
a positive lifetime depends on whether or not the first MA listed in the context of article 3(d) of
the SPC Regulation is a truly full and independent application as meant in article 8 of
Directive 2001/83, and not an MA for a line extension or variation of an earlier product. In this
context we explicitly refer to paragraph 35 of COM(90)101 final. Under all circumstances we
should keep in mind that SPCs have been created to make up for fime lost in obtaining an
MA. If no substantial time is lost, because the product is a line extension or variation, for which
-regulatory wise- most of the work and investment already took place for the predecessor
product, there is no justification for extension of the exclusivity.

e [tis already possible to obtain SPCs for each of these activities in limited circumstances where
the fact-pattern justifies it. | see no need for a change.

e We have seen and agree with the comments which we understand EFPIA will be submitting in
response to this question. Comment: It is not clear whether this question is asking whether the
four categories listed fall within the scope of an SPC. That is generally the case already under
the current Regulation. Or whether the question is asking if active ingredients in these four
categories should receive SPCs in which case the answer is yes provided there is a new
patent and a new marketing authorisation. The Neurim decision is an example of this.
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e Any invention which is separately patentable and subject to a basis patent and which
requires a (new) registration process should also be in principle eligible for SPC protection.

e Allsuch 'products' should be covered in circumstances where there has been a delay in
obtaining a marketing authorisation.

¢ New formulations to the extent that their development involved significant R&D.

e Reson is that it involves investments and development time, and it should incentivize such
activities. It shall be garanteed that the system provides for a protection on the market which
is strong enough, avoiding e.g. cross-label use

¢ A more differential approach would be desirable, as a new formulation (or indication) (such
ach asin the case C-431/04 -MIT, where substantial clinical trials had to be carried out in
order to secure marketing approval) may give rise to considerable medicinal benefits, worthy
of a supplementary protection within the framework and aims of the SPC regulation. In other
case, where the new formulation just leads to a line extension of an existing dossier such
considerations do not apply .

e Under the provisions of Article 4 of the current Regulation, SPCs are already capable of
"covering" all four of the above-mentioned categories. Thus, the question has been answered
on the assumption that "covered by SPCs" should be read as "covered by SEPARATE SPCs".
That is, the answer should be interpreted to mean that SPCs for derivatives, indications and
formulations should be available regardless of the existence of an earlier SPC to the active
ingredient per se. However, | do not believe that separate SPCs should necessarily be
available for ALL such derivatives, indications and formulations. In this respect, the manner in
which the question has been posed does not allow for the provision of a complete answer.

e SPCsshould be granted if a separate patent exists and protects the corresponding
innovation. This follows from recital 14 of the SPC Regulation for plant protection products,
which allows the grant of SPCs for new derivatives of known active ingredients based on a
separate patent. Neurim type SPCs are also granted on the basis of separate patents and are
limited to the protected therapeutic application.

e -SPCs are established in order to compensate entities investing in R&D for the long fime
needed to receive a registration of a product to access the market. - ECPA believes that any
invention which is subject to a basic patent and which requires a new registration, should be
eligible for SPC protection. - IN ECPA’s view all products should be treated the same,
independent of their nature and there should be no ranking.

e Any invention which is separately patentable and which has to undergo a registration process
should also be in principle eligible for SPC protection.

e Neither do you require the full amount of clinical studies (you would not need a new Clinical
Phase | (sometimes not even Clinical Phase II) and regulatory work for a new indication, nor
for a new formulation. Often you wouldn't even need it for a new derivative.

e Allthese features (new active ingredients, new derivatives, new formulations, or new
indications) requires substantive R&D effort. Review and approval of any of these features by
EMA conftribute to the regulatory delay that the SPC is designed to compensate. It is not clear
whether this question is asking whether all these features fall within the scope of an SPC - that
is generally the case already under the current Regulation - or whether this question is asking if
active ingredients in all these features should receive SPCs in which case the answer is yes
provided there is a new patent and a new marketing authorisation. The Neurim decision is an
example of this.

¢ When coming to derivatives and formulation, there could/should be a threshold where
"inventive step" is required for an SPC. No obvious derivatization or change in formulation
should be included, but definitively "ingenious" solutions should be promoted/praised.

e This question is not clear. "Development activities" are not covered by SPCs; products are.
And products that may comprise a new formulation or new active ingredients or be directed
to new indications or be categorized as new derivatives (or old compounds, | assume)
already may be "covered" by an SPC, if the criteria for issuance of an SPC are met.

e [Ifthereis a granted patent for such developments, and the other requirements of the
Regulation are met (e.g. a new marketing authorisation) they merit the grant of an SPC.
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e Aslong as the product requires a new registration then it should covered by an SPC

¢ We have assumed when answering question 33 that the question relates to which
developments we believe should be covered.

e This question is not clear - it could mean that the SPC Regulation presently covers all of these
activities - in which case the answer must be "YES", or whether active ingredients falling into
one of these four categories should receive SPC protection, in which case the answer must be
"YES", if there is a new patent and a new Marketing authorisation in place (see Neurim
decision).

e Ifis not clear what is meant by ‘covered’ in this question, nor what is infended by "derivatives’
which could be simple derivatives, e.g. salts, or more complex derivatives resulting in a new
chemical or biological entity. It is, and should remain, potentially possible to obtain SPCs in
any of these categories providing there is an appropriate, relevant patent and marketing
authorisation.

e In my opinion there is no schematic answer. All developments can result in a substantial
clinical improvement of the patients and this development can require substantial investment
in R&D. This can apply even to formulations. An SPC on a formulation patent can also be
acceptable, if the other criteria of the SPC Regulations are fulfilled. All requirements of Art. 3 of
the current SPC Regulations need to be taken into account. Taken them all together is a
rather balanced system,

e Alldevelopments that increase safety, patient compliance etc and which require substantive
approvals should be rewarded.

e nNoONne
e Fornumber 1 and 2, only if it really is something new
e The grant of a SPC should be connected to the efforts spent for this new development

e provided that the new derivatives provide a significant contribution and are not merely an
optimisation, obvious to try in the Pharma field.

e preferto keep SPC Regulation very lean. For new derivates, formulations, indicsation,
protection should be managed via data protection (TRIPS)

e All developments that require new marketing authorizations and provide a substantial
medical benefit should be eligible for SPC protection

e This question is completely unclear. Does it mean "Which types of patent claims/patentable
subject matter should be the subject of SPCs?" or "Which development activities should be
infringements of SPCs?"

e NO. We do not favor the reopening of the SPC

e SPCs should be available for the outputs of all the above development activities provided
they result in a marketing authorization and are covered by a basic patent. Products
embodying the above developments can be covered by the scope of an SPC. Research
itself is of course not covered.

e Al of these should be covered as they involve considerable investment, relate to medicinal
products and so require regulatory authorisations which can take time and which can also
give rise to new inventions and patents. If the requirements for an SPC are met, there is no
reason to exclude any of them.

e [Ifthereis a new innovation that gave rise to a patent and a new marketing autorisation, then
that should indeed lead to SPC protection. One example is described in the Neurim decision.

e With regard to formulation, the change from immediate-release to controlled release, or the
change from tablet to solution should be covered

¢ Inthe 2nd checkbox the expression "new derivative" is oo vague and ambiguous. If a
derivative is patentable it should qualify for a separate SPC.
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e The problem is not which activities are covered, but that these activities do actually entail a
technological enhancement.

¢ New indications and in some cases derivatives recieve regulatory exclusivity

e Itis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

e ..insofar as the patented, new invention provides a new clinical opportunity and leads to a
new marketing authorization

e We support Efpias comments

e Threre is no justification for delays in the development of anything but new active
ingredients.Only the preclinical and clinical trials for new molecules deserve the extra patent
life, because they really benefit society. New derivatives, formulations or indications have
enough with 20 years of protection because they can be started with the knowledge that the
molecule works (i.e. with minimal uncerteinty) and therefore should not be extra rewarded. Of
course if innovators are asked, they will request SPC for all, but simply this was not the idea of
SPC in their origin.

e This question is unfortunately not very clear.
e n/a

e Butin the case of new indications, retaining the constraint that there should only be one SPC
per product (active ingredient).

e Itis not clear to us whether the question is asking whether all the above activities would fall
within the protective scope of an SPC if done by a third party and so infringe.(In this case our
answer is yes in all cases.) Or if the question is asking whether SPCs should be available for the
above activities. Again our answer here would be yes assuming an appropriate basic patent
and a new marketing authorisation.

e [tis not clear what this question is asking for. The current SPC regulation covers any of these
situations. The predominant situation will be that the SPC is applied for a new active
ingredient. However, if an active ingredient has already been developed by another
company and your company finds a new derivative of such an active ingredient, then you
will apply for an SPC for the patent covering the derivative of this existing active ingredient.
The same is frue if the active ingredient has been approved to another company and your
company finds a new formulation. They you would apply the SPC on the basis of your
formulation patent. | expect this is a situation which can apply to smaller companies.

¢ New formulations should be protected to the extent that the formulation is patentable and
that patent term has been lost due to regulatory delay.

e Itis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

e [tis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
which case the answer is yes provided there is a new patent and a new marketing
authorisation. (The Neurim decision is an example of this.)

e The question is ambiguous as it may refer to the scope of a SPC or to the question for which
type of invention a SPC should be granted.

e The SPC regime should be simple to administer - if a development is worthy of separate,
independent patent protection, then it should attract SPC eligibility. If the invention is a bad
one the underlying patent can be challenged.
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e [tis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation - or -
whether the question is asking if active ingredients in these four categories should receive
SPCs in which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

e Another poor question. What do you mean by derivatives? New formulations would be very
difficult to deal with. New uses - possibly the approach taken by the CJEU in Neuroscience just
about works. But frankly, the value of second use patents (and therefore SPCs) in most cases
seems limited

¢ Inmy view, the Regulation should promote the development of drugs most beneficial to the
patients and society. New derivatives of a known drug may also be beneficial to the patients
but would normally be more beneficial to the producer than to the patient.

e The development of new active ingredients, new formulations, new indications and new
derivatives are and should be covered by SPCs. It is of fundamental importance to
understand that pharmaceutical innovation, and addressing unmet clinical need, cannot be
reduced black-and-white to one development option, but has to embrace all available
options. In particular research into new formulations, new indications and new derivatives is of
paramount importance. In particular small and medium-sized companies focus their
innovation research to such step innovations. They would be seriously disadvantaged and
disincentivized from pharmaceutical research, if SPCs for such innovation were not available.

e Fostering broader SPC allowances opens the door to market restrictions, evergreening and
legal uncertainties

e Itis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

e [tis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

e The extension is granted for the long R&D process (preclinical R&D, Phase I-lll and satelite
clinical studies and regulatory timeframe). Shorter the process less exclusivity justified (any
further development has less risk and starts from end of Phase | of the NCE).

e The R&D effort required to develop new formulations, new derivatives and new indications of
existing active ingredients is substantially less than the R&D effort needed to develop a new
active ingredient. The fime required for marketing approval of a new active ingredient is
substantially more that the time required for approval of new formulation, new derivatives
and new indications. Therefore, there is no need to compensate patentees for the lost patent
term in which they cannot market a patented product in the case of new formulations, new
derivative and new indications. Finally, we feel that the extra period of market exclusivity
provided by the current SPC regulation is ample compensation for the delay in marketing a
patented new active ingredient.

e Any invention which is separately patentable and which requires a registration process should
also be in principle eligible for SPC protection.

e Any invention which is separately patentable and which requires a registration process should
also be in principle eligible for SPC protection.

¢ sometimes, a new derivative of an existing active ingredient can become a new active
ingredient; from a patient or farmer's perspective, a new indication of an existing active
ingredient or a new derivative with totally new uses can be as valuable as a new active
ingredient itself

e Itis not clear whether this question is asking whether the four categories listed fall within the
scope of an SPC. That is generally the case already under the current Regulation. Or whether
the question is asking if active ingredients in these four categories should receive SPCs in
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which case the answer is yes provided there is a new patent and a new marketing
authorisation. The Neurim decision is an example of this.

¢ All developments listed above are, and all developments listed above should be covered by
SPCs. Pharmaceutical innovation is directed in many directions to meet clinical need. It is not
justified to discriminate between one objective of development or the other. Research into
new formulations, new indications and new derivatives are an important dimension of
innovative pharmaceutical research and require protection of investments relating thereto.

¢ Any invention which is separately patentable and subject to a basic patent and which
requires a (new) registration process should also be in principle eligible for SPC protection.
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Q 36: What changes would you propose in response to insufficient investment in the development
of new antibiotics?

e Extension of the SPC for antibiotics, similarly o the paediatric extension.

¢ New antibiotics will be restricted in use to avoid developments of resistent bacteria - this is
fundamentally not a good business model for the inventive companies developing these
drugs. Compensation could be an "antbiotic extension" of an existing SPC for an new
antibiofic in analogy to the present pediatric extension, but should be longer than 6 months,
possibly up to an additional § years.

e Incentiving the companies. Similar to the US model (GAIN Act), eg. 10 years of Data
Exclusivity.

e Grant +10 y market exclusivity for proven therapeutic leap innovations; find a mechanism to
guarantee economically attractive prices & reimbursement for new antibiotics (major
contemporary driver for decrease of attrativeness is massive price erosion resulting from free
global competition).

e Incentive in ferm of patent protection and reimbursement
e Increased length of patent protection for the development of new antibiotics

e longer data protection (data exclusivity) period, such as for orphan drugs (excluding similarity
provisions)

e | would incentive investment in the development of antibiotics giving them a similar regulatory
legal frame as Orphan drugs

e TO protect antibiotics of natural origin

e need more incentives in this area, but not too sure which ones. Maybe rather than a patent
term extensino, a market exclusivity is clearer and stronger.

e Significantly extended protection (beyond SPC terms), given new antibiotics are likely to be
used as a "last resort" and thus have relatively small market size, at least for the immediate
patent term. Orphan protection is unlikely to be appropriate given desire to have multiple
new antibiotic options.

e A mixture of push and pull incentives. Notwithstanding my previous answer, | am not sure that
the answer lies in changing the SPC regulation since even a prolongation of patent
term/exclusivity by many years would be insufficient to make antibiotics research
commercially aftractive. Thus, looking at the problem, the notion of a "tfransferable
patent/exclusivity voucher", whereby a company successfully investing in new antibiotics
would get a voucher for another product, has the potential for an effective market based-
incentive. In contrast to alternatives such as Market Entry Rewards - who would fund the pool
to raise sufficient money? what happens if the pool is depleted? - the transferable voucher
which could be linked with some qualifiers against abuse would not require immediate
upfront signing of big checks.

e If the market for development of a new antibiotic is to small to be attractive, public research
should be encouraged.

e Provide a legal definiton of "protected by" in Article 3 a)

e Longer duration of SPC

e SPC protection for antibiotics for 15 years

e Extended SPC terms specifically for new ANTIBIOTICS

e Possibly longer duration and/or possibility to obtain an SPC for new indication

e No strong opinion
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e Specialized exclusivity provisions
e Extra extension of duration. For instance 16 years from approval and/or maximum of 6 years.
¢ Maybe similar to pediatric extensions for SPCs or the current orphan drug incentivization

e - Extending the duration period of the certificate - Clarifying the scope of protection for
biopharmaceuticals

e There needs to be an additional compensation for developers of antibiotics, which should be
used minimally from a medical point of view, after marketing authorization was obtained; an
antibiotic extension of an SPC could be a solution, similarly to the pediatric extension, which
could be taken away or lapse after a certain period of time, when the antibiotic is
recommended by the medical society or marketing authorization agency for broader use.

Q 38: What changes would you propose in response to insufficient investment in the development
of some categories of orphan drugs?

e Allow more SPC time for orphan drugs compared to potential blockbusters o allow recouping
investments

e [t depends e.g. if the drug was already approved and under which conditions (e.g.
formulation, dosage, etc..) since cross-label use may happen in some situations and thus the
protection is diluted - The status of orphan drug is to my knowledge also revisited which gives
uncertainty to an investment

e Explicitly cover toe conditional marketing authorization, which is generally obtained by EMA
for orphan drugs.

e | would favour at least clarification on when orphan drug exclusivity can extend o similar APIs.
Here, there is litigation and we need, above all, a clear and predictable situation.

e As with pediatric indications the SPC could be extended if the approval is for orphan drugs.
e none
e longer SPC term

e Prolong SPC protection from 5 to 15 years in order to enable companies to recuperate their
investment.

e longer duration of protection for certain categories of orphan drugs but at the same fime
changing the way in which marketing authorisations for such indications are granted to allow
entry of generics once the protection is expired. In the current situation orphan and non-
orphan indications can coexist under the same marketing authorisation, making difficult for
generics to enter intfo the market once the protection for one of the indications expires. Also,
the question of similarity of orphan drugs should be reviewed since it can lead to situations
where new indications or formulations for an orphan drug may block the entry of generics of
other similar products or old versions of the same product.

e Extended SPC terms

e In addition to the extention of duration of the exclusive it could be devised a system of
detaxation for activities of research specifically addressed to such purpose.

e Additional exclusivity for the "true" orphan drugs, note that some of the (former) orphan drugs
are sold on a blockbuster level

e Again, as for antibiotics extra duration. 16 years from approval and/or maximum of 6 years.
e Perhaps similar to pediatric extensions

e alonger duration of the SPC (c.f. paediatric extension)
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e - Extending the duration period of the certificate - Clarifying the scope of protection for
biopharmaceuticals

Q 41: To which types of products would you favour extending the current SPC protection?

e To any present or future innovative products, which are on the "borderline" of falling under the
present SPC Regulations, or which are not covered by the present SPC Regulations at all, but
which suffer from loss of effective patent protection due to nationally required certification or
authorisation procedures. A new, additional SPC Regulation should be flexible and should in
particular provide adequate protection to any biopharmaceutical technology.

e Any product which requires authorisation prior to market entry

e wherever the marketing of a product requires state/EU authorisation and deprives the
patentee of patent tfime

¢ Inthe context of the Plant protection regulation, products that are the results of other
technologies such as RNAI, genome editing, new traits, etcetera should be considered

e drug delivery systems

e Any products which incur significant regulatory delay, e.g. aircraft engines, etc

e Alltypes of products for which a specific "authorisation before marketing " is required
e dll types of products for which a specific "authorisation before marketing" is required

¢ Medical devices only in combination with a drug

Q 42: Please comment on the pros and cons of extending SPC protection to other fields of
technology, such as medical devices, cosmetic products, or food products and food additives
(both for humans and animails)?

e The development work required by some of our members in relation to medical devices is
extensive and the development timescales are similarly significant so the rationale for these
products to be eligible for SPC protection is compelling but BIA believe that such proposals
should be covered in separate regulations. Expert input for other sectors would be required to
comment on those.

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, such that investments in these technologies could
be insufficient, the concept of SPC protection may be applicable. As every industry operates
according to different regulatory frameworks, specific legislations would be needed for these,
as is the case for crop protection products.

e the time period for a CE mark of a MD is not so Long as for a MA for a drug therefore no SPC
for MD

e Pros - better recoup of the investment - increasing the incentives for new research Cons -
longer monopoly of the originator; discouraging generics; more expensive products

e Approval procedures fur cosmetic products, food products and food additives (both for
humans and animals) are less fime and money consuming and should not be rewarded with
SPC protection. However, a majority of our group is in favour of extending SPC protection to
medical devices. which have to undergo a lengthy approval procedure.

¢ Medical device are more and more sophisticated. their development may request long
investment, which may justify the grant of the SPC. The duration of the SPC may be shorter
than one for a drug.

e Pros - Additional research jobs in these fields of technology may be created in the EU - More
innovative products will be available - For medical devices, the EU will become a more
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attractive market in comparison to the US and Japan, where a patent term extension for
medical devices is already available Cons - It will take longer until substitute products are
available on the EU market - Prices of the products in the respective fields of technology may

go up

e |referto my earlier comment: the SPC regulation should in fact be abolished and replaced by
a PTE system

e The development of food products and food additives, cosmetic products do not require
long, costly research compared to pharmaceutical and plant prtection products. The
definition in Art 3b listing of directives for grant of the MA seems to be exhaustive. The
marketing authorisations granted according to Directive 90/385/CEE (for implantable
medicinal devices). and Directive 93/42 (related to medical devices) cannot be eligible for
the purposes of Regulation 1768/92

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable.
As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products.

e The regulatory time lines and efforts in those technologies are substantially less, than for those
a SPC is currently granted

e Pro: equity Con: politicall probably difficult

¢ The combination of fileds put hereforth is rather big and so what | would like to take a chance
to comment on are food products and additives (both for animals and humans). As | see the
case, a SPC for such a field would further strengtzen a market that already is playing around
ith availability of food and necessary or unnecessary supuplements to food. The first of these
ecouraging, that although there is a lot of food, millions of people are dying from starvation. |
think this might be even more if fodd prodcuts are not only able to be patented but also to
be further protected up to another 5 yrs by an SPC. The second, which is the supplementation
or additives to food, plays with fears of humans and also farmers with their animals in always
proposing what is best (Which basically is not always the case). SPC on such things might
further strengthen this play with fear and making money with it. But also to be considered is
that even with this positive things could be achieved if research is driven in a directive to
strengthen plants against extrem climate conditions making food available in different
climate zones mor easy. But the main question always should be, as to who and why
someone applies to a SPC and where. No benefit can be reached by stopping open
research due to a SPC and the chance to further use a patent as protection of knowledge
against research and further advance.

e The development of medical devices meets all or most conditions mentioned in the preamble
of Regulation 469/2009 and therefore should benefit from the same protection.

e ForFood products, Food additives and cosmetic products the regulatory requirements are
significant lower. The fime to market is nearly the same as for other products under patent like
Smartphones or flat Screens, therefore patent term Extension is not needed as incentive. The
term medical devices is unclear.

e The purpose of SPCs is to compensate for the lengthy development process and the time
needed to undergo the regulatory approval procedures. If other industries are facing similar
requirements and lose part of the effective patent protection period, we believe they should
be equally entitled to a compensation in the same way pharmaceuticals are.

e All of these products are much easier, quicker and cheaper to have approved - thus no SPC.
It is much too complex a system for these products of lesser importance for society (medical
devices being borderline here).

e no need for additional protection as those are not that expensive to develop, there are
already sufficient incentives and protections available for those categories

e It depends on whether the product requires extensive regulatory approval and thus leads to
loss of commercialisation of the product. That always has been the rationale behind setting
pharmaceutical products apart from other technological developments. If we loose frack of
this, e.g. car manufacturers would surely also welcome a maximum of 5 years longer exclusive
rights for their innovations that may also take a long time and investment before the can be
brought to the market.
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e Pros: Incentive to develop new innovative products especially those that may involve
lengthy/complex development. Cons: Very difficult to draft any new Regulation that will
capture all of these aspects and advances any better than the current Regulation. | would
prefer to maintain the current Regulation as is for certainty.

e |t does not make sense to include product categories other than medicinal products,
because these do not undergo such a long approval process.

e If these industries face substantial development timelines and delays between filing a patent
application and obtaining marketing authorisation, the concept of SPC protection may be
applicable. As every industry operates according to different regulatory frameworks and
commercial conditions, separate regulations would be the best way forward.

e In a certain way the SPC Regulations represent a prolongation of the terms of a patent, for
very well known reasons (time gap to receive the marketing authorization). Those reasons do
not apply sufficiently to the other fields of tfechnology as mentioned in the question. Even if
possible difficulties in defining the border between - for example - medicinal products and
medical devices would the be relieved the more or less the same problems would arise at
another point.

e Ifatall it should be taken into account that every industry operates according to different
rules, especially regarding marketing authorizations. Therefore specific legislation would be
needed. It should be done in separate regulations.

e SPC protection should be available in circumstances where a product covered by a patent
suffers from delay in getting to marketing as a result of need to get statutory approval.

e If at all, this should be covered in separate regulations.

e Con: there is no need to foster these filelds or set up (new) incentives, 20 years of patent
protection is fair and sufficient

e Pros for medical devices is incentivize this area of R&D which involves also high costs and risks -
Cons for cosmetics and food additives and products is that they do not undergo highly
regulated very expensive and long development stages

e pros: more research / cons: not always ethical especially on food products and food
additives

e Ifthe level of regulatory scrutiny (and as uch delay in approval) would be equivalent to that
required for a medicinal drug, such products would be classified as such, so there does not
appear to be any need to extend the SPC sytem

e Asthe SPC system is aimed to compensate delays in Regulatory processes , other technical
fields where a strong regulatory process exists before entering the market should benefit of
some compensation in the lifetime of the patent

o With the current regulation, this would severely handicap small companies that do not have
the neccesary funds to apply for this type of protection.

e Extending the protection to these other mentioned fields of technology would go against the
spirit of the SPC regulation and does not seem justified.

e SPCis compensation for the long authorizartion process. As there isn’t such a long
authorisation process at the other products they do not need SPC.

e The regulatory approval period for these products is short, not delaying the launch of the
product and return of investment. Development costs are lower, no significant burden of
clinical trials

e Medical device regulation recently changed in 2017 and it is clear that longer development
times and more clinical data is required to develop new innovative medical devices. The
development time lines will extend eating into the patent period

e fo promote innovation in targeted areas (innovative devices, food additives having provide
data)
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¢ Compared to human medicinal products, the fields of fechnology mentioned above
(medical devices, cosmetic products, or food products and food additives) differ with respect
to at least: market conditions; technical requirements to obtain market access; financial
investment required to develop and market products; and existing incentives to develop and
market products. Therefore, if SPC-like protection is to be extended to any one or more of
those fields of technology, it would only be appropriate to do this by way of legislation that is
completely separate from the Medicinal Product Regulation - and that contains "unique"
provisions governing eligibility, validity and/or term (to reflect the above-mentioned
differences).

e pros: profit increase for big companies cons: supports monoply, greater prices of protected
products, less jobs, tfransfer activities in non-SPC countries

e Extension of SPC protection to medical devices may be considered if time consuming
authorization procedures corresponding to directive 2001/83 are required in order to be able
to place the product on the market. Since the other products do not require lengthy
authorization procedures, we fail to see the need for SPC protection.

¢ The main aim of spc regulation was to compensate the time of the compulsory lengthy testing
and clinical trials that pharmaceutical products require prior to obtaining regulatory
marketing approval. In my opinion, cosmetic products, food additives and medical devices
have a more straightforward regulatory procedure and therefore these products do not
require a compensation through an SPC.

e Compensation of reduced patent ferm due to lengthy registration processes might be
relevant for other fields of technology SPC protection should generally be open to and take
new technologies into account.

e Threis no legal basis as for the drug development. No comparable regulatory effort is
necessary before the lunch of such a product.

e Asall technical advantages can easily be protected by patents, and teh regulatory work is
not as demanding as it is in the pharmaceutical business, there is no necessity o make things
as complicated as they are for pharmaceuticals now. One could however think about an
exclusivity right (like the data/market exclusivity) to protect the Investment in research and
development of those medical devices which brought a specific combination of diagnostic
or therapeutic effect together with a specific technical solution to the market first. The SPC
Regulation and how it is interpreted is a can of worms that no other industry could wish for.

e The pros are that for many, if not all, such fields of technology the companies making the
research investment and then marketing the results of their research also have to obtain an
"authorization" fo market those results, even if the authorizations are governed by laws
(directives, regulations, etc.) other than the regulations identified in art. 3 of the two current
SPC regulations. So they too should benefit from the sui generis extension of the patent
protection in the event that obtaining such "authorization" takes e.g. more than 5 years from
the filing date of the corresponding basic patent. The cons are that it may be difficult to
determine whether the duration of the new SPCs to be granted for such other fields of
technology should be calculated in the same way as now provided by the two current SPC
regulations (the difficulty may lie in making an economic determination of what that duration
should be, rather than in making the corresponding calculation once the duration has been
established by law). In general, for ALL SPCs - regardless of the field of technology - | would
favour a duration corresponding exactly to the amount of time lapsed between the filing
date of the basic patent and the notification of the authorization, rather than the current
system where a number of years (now 5) is subtracted from that amount of time. The reason
for this is that in all other fields of technology where no authorization is required in order to
market the subject-matter of a patent the patent owner enjoys 20 years of monopoly (i.e. the
entire duration of the patent), while with the current system the duration of the monopoly for
pharmaceuticals and plant protection products is 15 years. This makes no sense to me.

e Since we do not develop and make any of these products, we cannot comment on whether
any SPC protection would be needed or otherwise meaningful. Under the proviso that these
industries also face substantial development fimelines and delays between patent
application filings and receipt of marketing authorisation, the concept of SPC protection may
be applicable subject to separate and independent regulatory framework and legislation.
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e Extending SPC protection to other fields of technology would encourage even more
sophisticated research and could result in higher degrees of safety as regards the final
consumer.

e Pro: encouraging development of products which improve life quality.

e To the extent the purpoe of the SPC regulation applies to these other technologies - that is
they involve lengthy and expensive development times prior to and in order to obtain
marketing authorization and thus suffer loss of patent term, extension of SPCs may be
appropriate. However, these should be SEPARATE regulations tailored to the particular
circumstances of those products.

e | believe regulatory requirements would be more sufficient than SPC extension protection.

e TO be taken in the account the time to market and the life cycle of the specific product; if
the time to market is relatively long, off course we will be in favor. Otherwise, extending SPC
regulation independently from the above, would dramatically change the rationale of the
SPC regulation.

e Be more strict and more aware of the medical products, device or even the additives we
ingest and use

e | have no objection but this should be subject to separate Regulations for these areas and not
achieved by unnecessarily amending the Pharma Regulation

e inline with other countries as the US, and medical devices are very similar to pharma
products. Against extension to other categories.

e There is no reason to discriminate between technologies when it comes to compensating
"market time lost" due to regulatory review. The underlying idea is to promote innovation and
that the public gets access to the latest technologie and when innovation is shifting to other
technologies (which are then also regulated) then the SPC system is ideally equipped to
stimulate those other technologies as well.

e Where these industries faced substantial development timelines and delay between the filing
of patent applications and obtained Marketing authorisations, e.g. due to studies necessary
for guaranteeing safety of human beings or animals or proof of efficacy of the product, the
concept of an SPC protection might be applicable. In this case, specific legislations would be
necessary for these different industries as all of them underly different regulatory Framework,
like presently the case for pharmaceutical products and plant products which have different
SPC regulations.

e nocomment

e - We recognise that other areas of technology such as those noted in the question may
currently be subject to patent term erosion due to lengthy regulatory requirements and agree
that in such cases a period of supplementary protection would be appropriate. However, in
view of the varying requirements across these sectors and different regulatory pathways, this
aim would need to be achieved by completely separate and distinct regulations. A single
regulation to cover all sectors would be far too complex.

e The lifecycle in the fields looks short. The extended SPC may not be necessary for the product
whose lifecycle is short.

e 20 years patent protection is sufficient. It has been seen in these past years that teh SPC
regulation has just opened doors for abuse and evergreening. There is a lot of litigation in this
field and despite this, the situation remains totally unclear and unpredictable. This situation
should not be extended to other fields as it is unsatisfactory.

e | don't see a substantial reason to extend the SPC system to cosmetic products and food
products/additives, since balancing of the interests of all stakeholders do not support that:
here is no outraging public interest in investments into cosmetics or food products/additives
which goes beyond the ordinary patent system.

e [tis questionable whether it would have any impact to in the Regulations current form to
extemd to food products since the time to market is usually not very long
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e Although these other fields of fechnology have regulatory frameworks, like pharmaceuticals
and plant protection products, they are of a different form and scale. The nature of such
frameworks and economic cost/benefit would have to be considered carefully before
extending SPC protection to such fields.

¢ Medical devices should be suffently tested for safety and efficacy, and this investment should
be awarded

e The development and approval procedures for these listed products are not so long i.e. less
than 5 years so even if in theory they could get SPC protection no SPC would be granted.
Consequently it is pointless to extend the SPC protection to them.

e | oppose to extend the SPC protection to other fields. These products do ot need 10 yrs of
development time to come into the market. Other technical products need marketing
athorisation,too. They are also blocked from market entry without this marekt approval.

e From the perspective of small companies and mainly generic pharmaceutical companies,
such an extension would mostly be in favor of larger multinational companies. Further more,
pharmaceuticals is a more directly health related/oriented industry and extending the
protection would open up to same protection to certain products that don't have the same
purpose.

e Contra: The benefit for society is smaller as compared with medicines, and the regulatory
requirements are lower, too

e SPCs are already granted permissively in the field of pharmaceuticals, which generates undue
monopolies affecting access to medicines and weighting on public health systems in Europe.
The first priority should be 1o fix these problems and to assess whether SPCs are really
incentives to favor R&D or mostly generating financial constraints upon members States.

e Justification for SPCs (time for regulatory approval) does not apply to the same extent,
investment in medical devices, cosmetic products etc is normally not as high as in
pharmaceuticals, pharmaceuticals are more important than cosmetic or food products (SPC
might be suitable for medical devices, | lack knowledge of investment in this field).

e cons; not fair to extend protection on products that do not require the investment in fime end
money as do pharmaceuticals

e Cons: these other fields of technology do not have the same costly and lengthy process for
getting a Marketing Authorisation . No SPC protection for compensating for their
development should be necessary.

e cons: the purpose and constrains for the medical devices, cosmetic products, or food
products and food additives (both for humans and animals) are different pros: unique
administration, like FDA

e For cosmetic products, there is no need of clinical testing during several years (as drugs)

e [tisunclear how extending protection in those other fields of technology is related to the
compensation for the time period reuired to obtain a marketing auhorization, which is the
ground behind the SPC

e Time to market is much shorter for medical devices, cosmetic products or food products than
for new molecules.

e SPCsshall depend on what requirements set on registration for marketing. It would vary
consdierably between the mentioned fields and raise difficulties in assessing reasonable term
scopes.

e Unless there is a substantial regulatory burden to bear before marketing access, | see no
reason to provide an SPC for these products. Implantable medical devices may be an
exception to this.

¢ We do not favor at all the reopening of the SPC protection. Any attempt to extend it may
weaken the current one.

e  Our members work in a wide range of technologies. Any area of technology that faces
significant regulatory delay should be permitted to receive an SPC. This would best be done
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by separate regulations which take into account the interests in these different technological
areas rather than by amending the existing SPC Regulations.

e Considering medical devices, there have been a number of contrasting decisions in Europe,
including those where SPCs have been granted for medical devices. These decisions explain
why medical devices SPCs are merited and the pros - i.e. o adequately compensate and
incentivise medical device companies for all of the reasons in parallel to why there are SPCs
for medicinal products, including as they require considerable investment, suffer regulatory
delays and give rise to inventions and patents. | think a separate system should be
implemented (indeed as there is already for plant protection and medicinal products). It
might be said that con would be that, unlike medicinal products per se, there is likley a need
to decide whether all or only certain categories of device should qualify for protection. This
would not be so much of a con, and would more appropriately be an issue to be negotiated
with the industry - eg considering estblished and clear categories of device such as Class Il
devices and/or drug+device combinations.

e Ifthere are other industries where there are significant development and approval timelines
that create a delay between patent filing and launch, then | would favor an SPC like regime
for those industries.

e Increasing regulation, (e.g. the EFSA register of health claims, new medical devices
regulations) means that companies are having fo commit increasing proportions of funds to
research and systems development. This additional work and investment deserves to have
protection.

e We believe it is not important to extent SPC protection to the fields mentioned above
because these product categories have shorter development timelines and often other
approval procedures (i.e. medical devices - TUV approval).

¢ We don't see relevant pros.

e Pros - additional value in development Cons- higher prices, some of these fechnologies have
a short time to market

e see case C 431/04, this is an area where SPC reward may well be worth while

e Ifindustries operating in these fields face substantial development timelines and delays
between patent applications and marketing authorisation, the concept of SPC protection
may be applicable. As every industry operates according to different regulatory frameworks,
specific legislations would be needed for these, as is the case for crop protection products.

e Substantial investment into medical devices would be protected. The dividing line between
pharmaceuticals and medical devices is becoming less clear, and much work has to go intfo
putting a new medical device on the market.

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable.
As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products.

e Cosmetics and food product fall under much less strict regulatory requirements, the different
durations of SPCs would complicate the system

e We support Efpias comments

¢ Inour field, food and cosmetic additive may have an impact on human health. In addition,
the resources in time and economic invested for its investigation.

e Unlike for drugs, there is in general no justification in terms of delay of entrance in the market.
e Monopolies are bad. There is no need to give more room to the CJEU.

e the time fo develop and get approval for these products would deserve an adequat
protection in view to encourage their development

¢ Noft relevant to pharmaceutical industry.

o Difficult to answer as | don’t fully understand these industries. But | don’t think development
timeliness are as long in such industries as in Pharma Industry. Furthermore, the launch of a
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copy (after the patent expiry) in such Industries does also not result in the same dramatic drop
in prices and volumes as faced in Pharma Industry. Indeed, in the Pharma sector, the Public
Healthcare authorities do actively promote the market entry of generic (off-patent)
products/copies, and do ensure a strong price drop takes place after the original product
patent expiry. Public Healthcare authorities do stimulate fast and strong generic competition
by incentive policies e.g. oblige pharmacies to substitute the prescribed drug with the
cheapest product. In the cosmetic/food industry there is no Public Health Authorities actively
pushing for strong price drop and neither are the Public Health Authorities actively stimulating
generic competition (e.g. obligation to substitute with the cheapest product). In Cosmetic
Industry, the banding is probably more important and | have never been shown that after a
patent loss such companies face a e.g. 60% price drop and a 80% volume drop (after years
such companies built brant loyalty). We cannot compare these Industries as Pharma Industry
is fully dependent on Public Authorities and Payers and because Public Authorities and Payers
actively impact the market by actively promoting generic competition and price drops.

e Reduce cost for increased competition

¢ Modern high-tech medical devices, implants etc. have similar development efforts and fimes
as classical drugs, thus an SPC protection would be justified. In some cases the border
between "active ingredient" and "medical device" (e.g. therapeutic microchip) may also be
blurred.

e if there is substantial effort and money invested these fields of technology should be
accessible to SPC

e Asthese industries face substantial development timelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable

¢ We do not favour amending the current SPC Regulations to cover new fields of technologies.
We think they should obtain SPC protection via new Regulations that take into account the
various interests in those technology fields. One important factor will be the period of
regulatory delay that occurs with such technologies which may be different to the delay
faced by pharmaceuticals and veterinary products.

e Patents comprising food products and food additives are often let to lapse before the expiry
of the 20 years: no need for SPCs. The same applies to cosmetic products. However, SPC
protection could be extended to medical devices.

e Extension of patent rights generally cements positions of incumbents, but it is not proven that
pharmaceutical advances are made by these incumbents.

e Ifthese other fields of technology require lengthy development timelines and their approval is
regulated, such that effective patent term is lost, then a separate SPC legislation for these
industries/fields of technology may also be appropriate.

e in general, only infensive development and long regulatory procedures should be awarded
with an extension of protection, but this is not the case for cosmetic products, food products,
in some cases it is frue for food additives

e Pros: Where regulatory delay causes a loss of effective patent protection, it makes sense to
compensate an applicant. Otherwise, there is a risk of discouraging research into products
that are subject to regulatory delay. For example, class lll medical devices can be subject to
substantial regulatory delay, but do not typically receive compensation with an SPC. The UK
Patent Office (Hearing Officer Decision Leibniz BL O/328/14) and German Federal Court (case
14 W (pat) 45/12) both refused an SPC for Leibniz’s Nanotherm® device (a medical device for
tfreating brain fumours) despite 17 years of delay from the patent filing date to first marketing
authorisation (including 11 years of pre-clinical and clinical trials). The German Federal Patent
Court even acknowledged that the effective patent protection for medical devices is
insufficient for recovering the investment put into research owing to the necessary preclinical
and clinical studies and the authorisation procedure. Cons: Amending the current SPC
Regulations to cover other fields of technology could lead to additional complications in SPC
low. Instead, we suggest the infroduction of new stand-alone rights, which can take in
account the specific needs of other fields of tfechnology. For example, a new SPC for medical
devices, separate from the current SPC Regulations for medicinal products.

e If these industries face substantial development timelines and delays between patent
applications and marketing authorization, the concept of SPC protection may be applicable.
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As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products.

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable.
As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products.

e Regulatory requirements for medicial devices are now sufficiently onerous that they delay
time to market and so justify SPC extensions to patents protecting these products.

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable.
As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products

e Key is the regulatory process - if it resembles original Dir 65/65 and there is a considerable
amount of time spent carrying our development to get product to market, thus limiting
effective term, then seems just.

e The SPC regulation is directed to drugs/plant protection products where tests and approvals
are needed in order to place the product on the market. The extra benefic (prolongation of
the protective period) is in my view justified due to the common interest in society in
developing new medicinal drugs and protecting crops. Medicinal devices, cosmetic products
and food additives are "nice to have" nut not "need to have" and therefore, the protection
offered by the patent itself should, in my view, suffice

e The SPC Regulations for pharmaceuticals and plant protection products were conceived to
encourage and foster research in specifically regulated industries, in view of the impact of the
regulatory framework on product development fimelines and thus the exploitation of patent
protection. The other technologies are subject to a different legal framework. Extending SPC
protection to other fields of tfechnology would jeopardize the cohesiveness of the existing
legal framework.

e SPCis based on high investment and longer development time of NCEs

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable.
As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products.

o for medical devices, research for obtaining authorisation is also quite long

¢ Medical device/drug combinations may presently be excluded from SPC protection even if
the drug is an innovative development. This is unfair and discourages pharmaceutical
research in that field. It should be noted that device/drug combinations are evaluated by
authorities such as EMA in the so-called consulation process and that the drug component is
subject to a level of scientific scrutinity regarding therapeutic efficacy and safety that is
equivalent to conventinal drugs.

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable.
As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products.

e Encouragement to commit the necessary investment in developing products where safety
studies are required (where they are necessary to bring a product to market), in particular
medical devices, especially combination products involving devices having pharmaceutical
actives, for example. The same principle would apply o food additives.

e Asit was mentioned earlier extension of monopoly is because of long period of R&D (10-15
years). These fields of technology needs significantly less duration for R&D activity.

e There is no justification to extend SPC protection to medical devices, cosmetic product or
food products, as these fields to not require lengthy approval processes (unlike in the
pharmaceutical field). In the case of medical devices, assessment of possible SPCs may be
conducted on a case by case basis (e.g. medicated medical devices that require a
pharmaceutical marketing authorisation).
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¢ Compensation of reduced patent term due to lengthy registration processes. SPC regulation
should be generally taken new technologies into account.

e In principle, SPCs should be available to any industry which faces regulatory delays in placing
its product on the market. This should be achieved by ways of separate regulations in order to
balance all interests in the relevant technological area. It would not be appropriate to
reopen the current human/veterinary and crop regulations to achieve this aim.
Compensation of reduced patent ferm due to lengthy registration processes. SPC regulation
should generally be taking new technologies info account.

e SPCs should be available for products in technical fields where lifecycle of products is usually
longer than the patent term, and patent protection is a relevant factor for successful
competition in the market; additionally, only products where there are substantial delays due
to regulatory requirements before they can be brought to market, should benefit from SPC-
protection; having in mind that in the US it is possible and usual to obtain Patent Term
Extensions for class Ill medical devices, it appears that a corresponding possibility should also
be available in EU

e | am concerned that any extension of SPC protection to areas other than medical devices
would lead to spurious applications being made for SPCs

e There is no evidence of advantages to society of extended SPCs and there is evidence of the
negative effect of the proliferation of exclusivity rights in the filed of pharmaceuticals
including SPCs. Market exclusivity leads to monopoly pricing and this increasingly has a
negative effect on health budgets. This may be less relevant for cosmetics but one would
want to expand SPCs to other areas of essential goods such as medical devices or food.

e If these industries face substantial development fimelines and delays between patent
applications and marketing authorisation, the concept of SPC protection may be applicable.
As every industry operates according to different regulatory frameworks, specific legislations
would be needed for these, as is the case for crop protection products.

e Ifthese product categories face substantial development fimelines and delays between
patent applications and marketing authorisation, the concept of SPC protection may be
applicable.

e Pharmaceuticals and plant protection are developed within the confines of a specific
regulatory system, which significantly curtails the exploitation of patent protection. Other
technologies governed by different legislation, which is not comparable. Extending SPC
protection to other fields of fechnology would compare apples to oranges, and, in turn, risk
undermining the coherence of the regulation devised for pharmaceuticals and plant
protection products. Furthermore, the different role of patent protection has to be taken into
account. Product lifecycles in other technologies are completely different, leading to a
different relative relevance of patent protection. Should empirical evidence demonstrate
that patent term is a relevant driver for product development in those technologies, and that,
due to delays in time to market caused by a regulatory environment, investments into
innovation research may falter, unless the delay is compensated, separate and taylored
regulations should be considered, instead of extending SPC protection (under the current
system) to other technologies.

e [Ifatall it should be taken into account that every industry operates according to different
rules, especially regarding marketing authorizations. Therefore specific legislation would be
needed. It should be done in separate regulations.

Q 43: Regulation 469/2009/EC does not define the concept of "active ingredient". All in all, would
you favour or oppose including a definition of "active ingredient" in Regulation 469/2009/EC?

- additional comments -

e The current case law has taken 30 years to develop and has established a reasonably clear
understanding of what the "active ingredient" is. If attempts were made to compress this case
law into a short definition in the legislation, it would inevitably create new uncertainties and
raise additional questions for the courts, which would be extremely counterproductive.
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e “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.

e Toincrease legal certainty

¢ Asmentioned above, an amendment of the present Regulation 469/2009/EC, including an
extended definition of the term "active ingredient” is not favorable. Instead, there is a need
for a new, additional SPC Regulation.

e There is not sufficient reason to further define "active ingredient" as the CJEU has provided
clarity to this ferm. Any change in definition may increase legal uncertainty not increase
certainty.

e The definition of the active ingredient is not helpful. SPCs should not be granted for a
subsequent product with the same API. This is not clear in the regulation and also not clear in
the case law. Linking the API to the approved indications by such a definition would
wrongly suggest that a new indication can be a subject to another SPC without fulfilling any
specific requirements.

¢ “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.

e [t must be an appropriate one and not exclude new SPCs for innovative formulations of the
same active ingredient

e - Adefinifion is already included in Regulation EC n. 1610/96 for the agrochemical sector. - If
the case law of the CJEU should be taken into account (e.g. case C-11/13), the following
slight amendment is suggested: Art. 1.3 of EC n. 1610/96: Active substances: Substances or
micro-organisms including viruses, having general or specific action of its own... or plants,
plant parts or plant products (e.g. toxic, phytotoxic or plant protection action).

e The concept of “active ingredient” can be easily interpreted by the CJEU case-law. We do
not see a need for including a definition in the SPC Regulation.

e Yes, the CJEU is not being clear, so the legislation should be

e | believe that the current caselaw now provides a reasonable degree of certainty. Any new
definition is only likely to result in further CJEU references.

e Clear distinction between pharmacologically active & other active ingredients (e.g.,
enhancers, stabilizers) should be made.

e 'Active ingredient' is not a significant problem now; it has largely been clarified by case law,
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
allow the case law to evolve organically, if and as needed.

e Thisis a very crifical issue in the SPC system; the concept should be defined but only by
experts in the formulation of legal fexts with a high knowledge of the existing problems.

e+ Adefinition of “active ingredient” is already included in regulation EC 1610/96 for the
agrochemical sector. ¢ Definition of an “active ingredient” has been clarified by case law by
the CJEU, e.g. see C-11/13, where an active ingredient has been defined. Any new definition
would necessarily raise many questions for interpretation by the CJEU and it is therefore
preferred o leave the case law evolve organically, if and as needed.

e Any new definition would necessarily raise many questions for interpretation by the CJEU and
it is therefore preferred to leave the case law evolve organically, if and as needed.

e The current case law has established a reasonably clear understanding of what the "active
ingredient" is. If it would be aftempted to compress this case law into a short definition in the
legislation, it will inevitably create new unclarities and uncertainties and raise additional
questions for the courts, which would be extremely counterproductive.
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e Has created quite a lot of uncertainty so far

e Thisis difficult, in the absence of a concrete proposal. The may referrals to the CJEU howerver
seem to suggest that there may be room for improvement

o Definition is given in other legislature, e.g. 2001/83/EC

e Some vaguesness allows jurisprudence to develop to keep up with technological
developments. If you define it it is constrained.

o Starting with the MIT decision, the CJEU's case law has clarified that the term "active
ingredient" only encompasses ingredients "which produce a pharmacological, immunological
or metabolic action of their own". Whilst it is perhaps questionable whether this produces a
"fair" result in respect of certain other ingredients (e.g. novel adjuvants), it at least draws a
clear dividing line with regard to eligibility for SPC protection. However, there is no doubt that
the current situation is imperfect. Firstly, the CJEU appears to have failed to consider that
some ingredients that are treated by regulatory authorities as being "active" (e.g. diagnostic
agents or inhibitors of the metabolism of other actives) do not appear to fit the definition of
"active ingredient" in the MIT decision. Secondly, a requirement seemingly infroduced by the
Forsgren decision (for the action of the active ingredient to be "covered by the therapeutic
indications of the marketing authorisation") is highly problematic in it: (1) appears to have no
solid basis in the legislation; (2) conflicts with the CJEU’s prior case law (e.g. Yissum, where the
court found that a medical use “does not form an integral part of the definition of the
product”); and (3) poses highly complex, fechnical questions that run contrary to the
objective for the SPC legislation to provide “a simple, transparent system which can easily be
applied by the parties concerned” (see paragraph 16 of the Memorandum). Nevertheless, it
is clear that these problems are of the CJEU’s own making, and do not derive from the
absence of a definition of “active ingredient”. In this respect, it is doubtful whether addition
of a definition of “active ingredient” would lead to any (more efficient) resolution of those
problems. Further, the new definition would itself require interpretation by the CJEU, which
would be liable to increase uncertainty (and disharmony, in the period prior to definitive CJEU
rulings on the new definition).

¢ Meaning of "active ingredient" has been clarified by CJEU in GSK C-210/13. Difficult to say
whether further clarification would be helpful.

e - Adefinition is already included in Regulation EC n. 1610/96 for the agrochemical sector. - If
the case law of the CJEU should be taken into account (e.g. case C-11/13), the following
slight amendment is suggested: Art. 1.3 of EC n. 1610/96: Active substances: Substances or
micro-organisms including viruses, having general or specific action of its own... on plants,
plant parts or plant products (e.g. toxic, phytotoxic or plant protection action).

e Definition of an active ingredient has been clarified by case law, e.g. see C-11/13 where an
active ingredient has been defined as having an active effect of its own. The definition as
given in Question No 44 includes a functional definition, which is sufficient. However, the
definition should not be restricted to the registration directive as this does not sufficiently seem
to take new developments into account.

e [t would be difficult to not find new loopholes and uncertainities in a definition...

e The definition should be perfectly aligned with the one currently contained in other EU
legislative instruments such as the Code of medicinal products.

e The definition of “active ingredient” is not a significant problem now, it has largely been
clarified by case law and amending the Regulation now to include a definition will not assist
or add any value. Any new definition would necessarily raise many questions for interpretation
by the CJEU and it is therefore preferred to leave the case law evolve organically, if and as
needed.

e There is not significant uncertainty with respect to the definition of this term and permitting
case law to develop around the definition to the degree uncertainty does arise (for example,
in the case of new technologies and new scientific learnings) makes much more sense than
amending regulations every time a little uncertainty arises. Furthermore, adding more words
usually creates more uncertainty, not less. Thus, trying to insert definitions into existing
regulations will only increase referral to the CJEU not decrease it, as the new words will no
need to be infterpreted.
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e A definition should be carefully considered in terms of many open issues ie
biopharmaceuticals or derivatives of the therapeutic molecule, in view of the basic patent.

e Thisissue has been addressed by the CJEU and is now largely setftled law. Any attempt to
infroduce a definition would merely create more uncertainty and additional litigation.

e For Plant protection the definition is already included in the regulation
e We think this is sufficiently clarified in caselaw.

e Inourview the ferm "active ingredient” does not currently cause significant difficulties.
However, if a new definition were infroduced this would very likely raise new issues of
interpretation.

e | think that a definition of "product" should be reconsidered rather than a definition of "active
ingredient".

e the case law of the CJEU is clear on the question what is the active ingredient. If the SPC
Regulation clarifies that also a formulation or drug delivery system with an active ingredient is
eligible for SPC protection there is no need to newly define the active ingredient. If a new
definition of the active ingredient would be linked to the regulatory law, this would mean to
leave the SPC system as a sui generis system. Both systems - the SPC system and the regulatory
laws - do not serve the same purpose; hence the two systems should not be formally linked
together.

e | think the legislation should not be too specific since the World changes and we cannot
foresee how and in what direction. Having specific definitions in a very no-agile system would
not be og benefit to anyone

e the definition of "active ingredient" does not appear to be an issue. It should be the active
ingredient identified in the marketing authorization.

e Unnecessary as this concept has only been difficult in a small minority of cases and the courts
have been able to resolve the issues sensibly to date.

o forlegal certainty

¢ Combinations of active ingredients and of active ingredients with enhancers should be
contemplated.

e Regulation should be clearer on the definition of active ingredient to reduce legal
uncertainty. it should be clearly defined if active ingredient includes combinations of different
INN or combinations of INN plus certain types of excipients which would confer different
activity to the molecule

¢ The likelihood of the legislator getting it right, in view of future developments, is small. It may
be better to leave it to the POs and CJEU to interpret in view of such developments

e The concept of active ingredient is not controversial. Any new definition would raise more
legal questions than it answers.

e [tishard to see how any definition would not also be contested and give rise to the disputes
seen in the existing caselaw.

e This term has been clarified by the case law of the EUCJ. Even if a newe definition would be
included in the Regulation, it would raise new questions, uncertainties and referrals to the
EUCJ, which would not help.

e This should be subject to jurisprudence and additional case law should regulate this and
provide the necessary guidance!

¢ Very much in favor of definition, but getting the right definition can be tricky

e “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.
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¢ Inanideal world, | would favour such a definition, but given the EU lawmakers' frack record in
this arena, | consider it better to let the courts decide on this through the development of
case law.

e You can find support in case law on it.

e Coaose Law has clarified a lot of open questions. | would expect that any new definition (which
might not capture future new innovations) would again need to go thoughout challenges
and require clarifcations by the CJEU which would take many, many years...

e We do not think this is a contentious issue in SPC law. Any additional definition would
inevitably raise questions of interpretation that would lead to more legal disputes and
references to the CJEU.

e It would seem to give focus to the issue of an SPC; the downside is that the SPC extends a
basic patent and how can you define active ingredient only in a subsequent filing such as for
SPC?

e "Active ingredient" is not a significant problem now, it has largely been clarified by the case
law and including a definition will not assist or add any value. In fact, any new definition
would give rise to new needs for interpretation by the CJEU.

¢ A specific definition of “active ingredient” in the Regulations would make it difficult for the law
to adapt to technological developments in the future. Instead, it should be the role of case
law to develop the meaning of “active ingredient” in response to new technology. For
example, a definition requiring a pharmacological, immunological or metabolic effect would
risk excluding products used to make a medical diagnosis, even though these are covered by
Directives 2001/83/EC and 2001/82/EC.

e “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.

e “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.

e Any new definition would necessarily raise many questions for interpretation by the CJEU and
it is therefore preferred to leave the case law if and as needed.

e This should be aligned with Directive 2001/83/EC (as amended).

e “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.

e Now much clearer in regulatory law - so not really an issue.

e The case law already provides guidance and the interpretation would in any event be case
specific and thus subject to different national legislation

e Inclusion of a definition shall create a more certain legal environment

e The definitions in regulation should strive to legal certainty which would decrease uncertainty
and unnecessary litigation cost

e “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.

e CJEU has provided adequate clarity in recent years. Any change to the definition will likely
result in new and unforeseen issues and it will take many years for new case law to develop.

e This has been addressed in CJEU case law.
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e Definition of an active ingredient has been clarified by case law, e.g. see C-11/13 where an
active ingredient has been defined as having an active effect of its own. The proposed
definition is circular with Art 1(b) This definition would undoubtedly lead to additional litigation
and complication.

e The current scope of “product” under the Regulation is very broad and subject to expansive
inferpretation and abuse. Any definition, when proposed, should be coherent with common
understanding and definitions favoured by WHO and EMA, based on the technical grounds
necessary for the regulatory practices. Generally, SPC is not consistent with the key mandate
and responsibilities of medicine regulatory agencies.

o Definition of an active ingredient has been clarified by case-law, e.g. see C-11/13 where an
active ingredient has been defined as having an active effect on its own. the proposed
definition is circular with Art. 1(b). This definition would undoubtedly lead to additional
litigation and complication.

e “Active ingredient” is not a significant problem now, it has largely been clarified by case law
and including a definition will not assist or add any value. Any new definition would
necessarily raise many questions for interpretation by the CJEU and it is therefore preferred to
leave the case law evolve organically, if and as needed.

e isnow defined by case law, does not Need further clarification

¢ The SPC Regulation does define the ,product™®, which is the active ingredient. The active
ingredient is governed by the Community Code on Medicinal Products. Therefore, there
should not be a definition in the SPC Regulation, for risk of inconsistencies with the European
pharmaceutical legislation.

e A definition of “active ingredient” is already included in regulation EC 1610/96 for the
agrochemical sector. Definition of an “active ingredient” has been clarified by case law by
the CJEU, e.g. see C-11/13. Any new definition would necessarily raise many questions for
interpretation by the CJEU and it is therefore preferred to leave the case law evolve
organically, if and as needed.

Q 45: All in all, would you favour or oppose this clarification?
- additional comments -

e The proposed clarification would require additional context (this comment also applies to the
previous question). Furthermore, it is not practical fo ask the SPC granting authorities to make
an assessment of whether a there is a significant difference in properties relating to safety and
efficacy.

¢ One should not be asked to just accept as perfect or reject a single definition provided
without any explanatory statement or rationale. The structure of the survey is further
inconsistent as a comment box is here provided as opposed to question 27. Patent offices
should not have to/cannot assess whether there is a significant difference with regard to
safety and efficacy. This is a question for medicines regulatory bodies, not national patent
offices. The proposed clarification would infroduce a new condition and therefore create
uncertainty and lead to more litigation, when there is no lack of clarity in the current law. It is
sufficient that a molecule is considered a NCE by the EMA/national authority and there is a
patent to that molecule.

e The proposed wording adds some clarification but is still open to Interpretation of
"significantly".

e Howver, this definition is not complete because it does not relate to biotechnological active
products and biosimilars thereof.

e This definition does not seem to clarify the meaning of the term "derivatives of the substance”,
since it is not clear what the skilled person understands by the expression "differ significantly in
properties with regard to safety and/or efficacy". Accordingly, this expression is indefinite.
Furthermore, in the proposed clarification "esters, ethers and complexes" are redundant, since
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the term “derivatives of an active ingredient” as commonly used also covers esters, ethers
and complexes. Moreover, the development of a derivative of an active ingredient may be
very innovative, e.g. in case a completely new synthesis route has to be developed which
allows the preparation of product of similar safety and efficiency but of a much cheaper
product. However, the suggested amendment would exclude the grant of an SPC for such
products.

e No clarification of the law is required. It is clear that a new salf, ester etc, is considered a new
chemical entity and is subject to a patent and a marketing authorisation then a SPC may be
granted. Any further analysis with regard to efficacy and/or safety must be considered
beyond the competence of the national patent offices.

e Clarification seems to be necessary. Currently the patent offices are responsible for taking a
decision in each individual case in order to decide whether such a product could be
considered a new acticve substance, which leads dissenting national practice. The
proposed text still leaves uncertainty, for example it is not clear, that the term "derivetive"
does not extends to different comounds that belong to the same Markush formula.

¢ One should not be asked to just accept as perfect or reject a single definition provided
without any explanatory statement or rationale. The structure of the survey is further
inconsistent as a comment box is here provided as opposed to question 27. Patent offices
should not have to/cannot assess whether there is a significant difference with regard to
safety and efficacy. This is a question for medicines regulatory bodies, not national patent
offices. The proposed clarification would infroduce a new condition and therefore create
uncertainty and lead to more litigation, when there is no lack of clarity in the current law. It is
sufficient that a molecule is considered a NCE by the EMA/national authority and there is a
patent to that molecule.

e Again, this pharma language is not suitable in the patent field; in fact, enforcement of SPCs is
(or should be) mainly legal proceedings working along the estblished principles of patent law
(which have been established to foster innovation) and not based on pharma law (which
have been established to protect patients from danger of new medical products)

¢ - Anything which is covered by a separate patent, should be eligible for SPC protection. -
Safety and efficacy criteria are registration requirements and are not suitable for the
examination process in patent offices.

o 'differ significantly" will be open to interpretation anyways - so does not help

e | believe that the current caselaw now provides a reasonable degree of certainty. Any new
definition is only likely to result in further CJEU references.

¢ We have seen and agree with the comments that we understand EFPIA will be submitting in
response to this question. Assessing whether there is a significant difference with regard to
safety and efficacy is a question for medicines regulatory bodies, not national patent offices.
It is sufficient that a molecule is considered a NCE by the EMA/national authority and that
there is a patent to that molecule.

e Similar to the previous question, the problems to come rest in the wording of the propsed
texts, e.g. "shall be considered" and "unless the differ significantly".

e Anything which is covered by a different patent should be eligible for SPC protection if alll
criteria are fulfilled. ¢ Safety and efficiency criteria are registration requirements and are not
suitable for the examination process in patent offices.

e Patent offices should not have to/cannot assess whether there is a significant difference with
regard to safety and efficacy. This is a question for medicines regulatory bodies, not national
patent offices. The proposed clarification would infroduce a new condition and therefore
create uncertainty and lead to more litigation, when there is no lack of clarity in the current
law. It is sufficient that a molecule is considered a NCE by the EMA/national authority and
there is a patent to that molecule.

e It should read to safety and efficacy
e [tisimpossible to accept a proposed clarification like this without any additional context (this
comment also applies to the previous question). Furthermore, it is not practical to ask the SPC

granting authorities o make an assessment of whether there is a significant difference in
properties relating to safety and efficacy. This is a regulatory issue.
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e | do not think that the fact that there must a patent SPECIFICALLY covering same should be a
requirement - It further leads to the question of what specifically and covering means

e It seems appropriate to mirror the dedinitions to those in the Medicines Regulation

¢ Infroducing such a definition would require patent offices to assess a highly technical question
(comparative safety / efficacy) that falls outside of their area of competence. Requiring
consideration of that question would also run contrary to the objective for the SPC legislation
to provide “a simple, fransparent system which can easily be applied by the parties
concerned” (see paragraph 16 of the Memorandum).

e and different crystalline polymorphs

o Difficult to understand the advantage of this "clarification”. In our view, it follows from Recital
14 that the derivative must be a separate innovation justifying the grant of a patent. This
usually requires the derivative to show improved safety and/or efficacy.

¢ - Anything which is covered by a separate patent, should be eligible for SPC protection. -
Safety and efficacy criteria are registration requirements and are not suitable for the
examination process in patent offices.

e Anything which is covered by a different patent should be eligible for SPC protection if alll
criteria are fulfilled. With regard o the proposed clarification: To link the definition to
registration requirements such as safety and efficiency is not suitable for the examination
process in patent offices.

e [t would be clearer to close this alley, and simply make the "SPC availability" dependent upon
the question whether a full new medical approval is necessary or not. | don't think just
because a company figures that an alternative salt works even better, should be awarde with
a new SPC, if they can get a new patent on it anyway. Otherwise, we will have case laws on
the term "significantly" in this context... Instead | suggest: "The different salts, esters, ethers,
isomers, mixtures of isomers, complexes or derivatives of an active ingredient shall be
considered to be the same active ingredient, unless the regulatory authorities consider the
application for marketing approval such that it requires the same support with studies and
data as a new chemical entity."

e The proposal will likely further confuse, instead of clarifying. It will likely cause unncessary
confusions as to, for example, what is "complex”, what is "derivative" other than salt or ester,
who would be the person to "consider" (e.g., patent office officials, EMA officials, clinicians,
scientists, patients, or a hypothetical person skilled in the art used by the patent office), how
to measure "differ significantly", whether the patent office measures safety or efficicacy
differently from the EMA.

e Itisunclear why we are allowed to comment on this proposed clarification but not on the
proposed definition of "active ingredient." This seems inconsistent with the goal of obtaining a
robust analysis of stakeholder opinions. In this case, the proposed "clarification" is not a
clarification, as it would raise additional questions and require further interpretation.
Additionally, issuance of an SPC by a patent office should be as close to administrative in
nature as possible. No patent office should have to evaluate the difference in safety or
efficacy of two products, much less the significance of that difference.

e What does significantly means? How it would be decided and by whom? Please note that
Directive 2001/83/EC refers to generics, meaning a different party has to demonstrate
equivalence based on the already provided clinical data of the reference product. In
addition, authorities check compliance.

e | do notsee any rationale for this question or proposal. If a molecule is considered to be a
new active ingredient and there is a patent protecting that molecule then it should, provided
the other aspects of the Regulation are met, be possible to base an SPC on that patent.

o We are opposed because, the regulatory authorities will determine to what extent a new
marketing authorization is required. And that should be the test to obtain an SPC or not.
Patent offices are not able to determine whether derivatives "differ significantly in properties
with regard to safety and/or efficavy".

e The proposed definition requires a knowledge and understanding of the safety and efficacy
of the products concerned, which is outside the remit of any patent office. The determination
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as to whether a product is a new active substance is made by the relevant medicines
regulatory body. It is therefore unnecessary to include any such condition in the SPC
regulation, and to do so is likely to result in uncertainty.

e | think "significantly" is not clear and | think it should be added that in addition to safety and/or
efficacy indication should be added.

e the recital of Regulation 1610/96/EC referred to dérivatives which are the subject of patent
specifically covering them. Patentability may arise from significantly different properties that
go beyond safety and/or efficacy . The proposed clarification seems to limit the scope of
dérivatives that could benefit from SPC protection. What would be the objective criteria to
decide whether safety and/or efficacy are signifcantly different? grant of a new (different)
marketing authorization?

e There is no need to clarify the conditions under which a derivative may be considered a new
product in the SPC regulation, the current wording is clear enough. Moreover, safety and
efficacy are criteria applicable to the product registration authorities according to regulation
(CE) 1107/2009, there is no need to apply them to SPCs.

¢ What does "differ significantly" mean? We are creating another endless discussion with this
wording.

e Some parts of this proposed text need further clarification e.g. 1.) "differ significantly": what
does "significantly" mean exactly? If this is not known exactly it is impossible to say whether a
specific isomer is different or is considered to be the same active ingredient. 2.) What is the
basis to which the salts esters etc. are compared? Is this always the already approved active
ingredient? And, in case of 2 or more already approved active ingredients which one should
be chosen as basis? 3.) What does the term "derivatives" mean? Since the salts and esters
and isomers etc. are listed separately they should mean someting different. An interpretation
can be the chemical derivative but this can raise further questions: since in general the drugs
in the same terapeutical class have similar structures (e.g. bisphosphonates) are they
derivatives of each other? What separates them? if this is the "significant" differences in safety
and/or efficacy we are again at the problem mentioned above in point 1.)

o "differ significantly" has to be defined

e  What constitutes "differ significantly" ?

e aslong as these developments are not serving for evergreening

o the part of the sentence after "unless" infroduces again some ambiguity into this clarification

¢ In my opinion it should be further clarified, who or how will assess if there is any significant
difference. There are cases in which an active ingredient has received a marketing
authorisation and SPC and a simple derivative has been the object of separate marketing
authorisation and new SPC, however, they do not differ in safety or efficacy. The main
difference is in the route of administration. However, this information is not available to the
national patent offices that have granted SPC for the molecule and its derivative.
Furthermore, although there are some statements in the EPAR of the molecules, EMA has not
made any clear and unambiguous statement that there are no significant differences.
Therefore, at the end of the day, the question needs to be assessed by national Courts that
can reach at different conclusions based on expert evidence presented before them.

o '"Differ significantly" appears to provide additional uncertainty
e We are not in favor of the reopening of the current SPS protection

e It would be outside the competence of national patent offices to assess safety and/or
efficacy differences.

e | am not aware of any complexities in this area and so no basis o reopen this now. While
there is clearly a nexus with regulatory law, there is no reason to make this expressly and the
regimes are strictly speaking different and SPC law (and patent law) and should have the
flexibility to sit in between the two.

e This definition is not in itself clear, either. In particular, what is "differ significantly in properties
with regard to safety and/or efficacy"? A patent examiner cannot judge this.
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¢ One should not be asked to just accept as perfect or reject a single definition provided
without any explanatory statement or rationale. Patent offices should not have to/cannot
assess whether there is a significant difference with regard to safety and efficacy. Thisis a
question for medicines regulatory bodies, not national patent offices. The proposed
clarification would infroduce a new condition and therefore create uncertainty and lead to
more litigation, when there is no lack of clarity in the current law. It is sufficient that a molecule
is considered a NCE by the EMA/national authority and there is a patent to that molecule.

e The effort and the delay in the approval comes from finding the active and that it has safety
and efficacy, even if a derivative might differ in safety and or efficacy, there should not be a
delay for such development that deserves extra patent time. The reward should only be for
finding a new active, not a derivative minimally changing some properties, which does not
entail the risks of failure in the development. The original case law of the CJEU was clear in
this regard, now this point is fotally unclear and the inclussion of derivatives is being a mess.

e The text shows a clear contradiction. A new salt cannot be a new product. It is the same
product.

e | would need further clarifications about the rationale behind this definition. Regulatory
authorities do define whether a product qualifies as a "new active substance", and this
assessment would also need to be the under the responsibility of the Regulatory Authorities.

e Patent offices have no capacity or knowledge to decide on whether a new derivative is safer
and more effective. That question falls within the purview of regulatory agencies, and patent
offices accept their decision as a given once a marketing authorisation issues. Introducing
such a definition would clearly lead to additional legal disputes and references to the CJEU. In
addition we believe that the Regulations already permit a new SPC for a derivative where
there is an appropriate basic patent and a new marketing authorisation.

e Patent offices should not have to/cannot assess whether there is a significant difference with
regard to safety or efficacy.

e This test seems reasonable, but there are some concerns. For example, the list of derivatives
should not be exhaustive, in order to allow the list to cover new technological developments
in the future. Namely, the words “or derivatives of an active ingredient” should be left open to
cover any type of modification to an active ingredient. It is also not clear how the new
proposed clarification would be integrated info the existing Recital 14 of Regulation
1610/96/EC - is this an additional requirement to the derivative being the subject of a patent
specifically covering it, or is this a replacement of that language? It is also not clear when the
significant differences in safety and/or efficacy would need to be demonstrated and to what
standard of proof. We think applicants should be allowed o submit experimental data to
show significant differences in safety and/or efficacy regardless of whether this data was
included in the application for marketing authorisation or if new active substance (NAS) status
has been asserted.

e Patent offices should not have to/cannot assess whether there is a significant difference with
regard to safety and efficacy. This is a question for medicines regulatory bodies, not national
patent offices. The proposed clarification would infroduce a new condition and therefore
create uncertainty and lead to more litigation, when there is no lack of clarity in the current
law. It is sufficient that a molecule is considered a NCE by the EMA/national authority and
there is a patent to that molecule.

e Patent offices should not have to/cannot assess whether there is a significant difference with
regard to safety and efficacy. This is a question for medicines regulatory bodies, not national
patent offices. The proposed clarification would infroduce a new condition and therefore
create uncertainty and lead to more litigation, when there is no lack of clarity in the current
law. It is sufficient that a molecule is considered a NCE by the EMA/national authority and
there is a patent to that molecule.

¢ Any limiting definition of the active ingredient will raise additional questions. The Patent Offices
have no experience in examining safety and efficacy as this is subject to the regulatory
authorities.

¢ The alternative would be to simple regard independent patented subject matter as new
"products". The the underlying patents could be challenged to remove weak IPR in the
normal manner and greater certainty is given to SPC entitlement.
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¢ One should not be asked to just accept as perfect or reject a single definition provided
without any explanatory statement or rationale. The structure of the survey is further
inconsistent as a comment box is here provided as opposed to question 27. Patent offices
should not have to/cannot assess whether there is a significant difference with regard o
safety and efficacy. This is a question for medicines regulatory bodies, not national patent
offices. The proposed clarification would infroduce a new condition and therefore create
uncertainty and lead to more litigation, when there is no lack of clarity in the current law. It is
sufficient that a molecule is considered a NCE by the EMA/national authority and there is a
patent to that molecule.

e Frankly, I have not found the regulatory provisions particularly helpful so | am far from
convinced that this change will help

e« The word "significantly" may need to be specified. Is statistical tests proving a significant
difference on one (or more?) parameters needed? And if so, what are the parameters that
should be tested and proved to be significantly different?

e The clarification is unnecessary, as it already now applies through the link between the SPC
Regulation and the European pharmaceutical legislation.

¢ Theidea of including certain derivatives into the SPC directive is going into the right direction,
but this should be the exception. Art. 10(2)(b) of Directive 2001/83/EC sets a standard for a
generic derivative which | believe is foo low. Rather, significant clinical trials should be
necessary, i.e. more akin to Art. 10(3) of Directive 2001/83/EC. | would propose to define (by
way of fiction) a derivative of a known active ingredient as new active ingredient if it was
subject to testing of the safety and efficacy that is substantially equivalent to the standards of
annex | of Directive 2001/83/EC (and related guidelines). See also ECJ cases C-195/09 and C-
229/09 which set a similar hurdle.

¢ One should not be asked to just accept as perfect or reject a single definition provided
without any explanatory statement or rationale. The structure of the survey is further
inconsistent as a comment box is here provided as opposed to question 27. Patent offices
should not have to/cannot assess whether there is a significant difference with regard to
safety and efficacy. This is a question for medicines regulatory bodies, not national patent
offices. The proposed clarification would infroduce a new condition and therefore create
uncertainty and lead to more litigation, when there is no lack of clarity in the current law. It is
sufficient that a molecule is considered a NCE by the EMA/national authority and there is a
patent to that molecule.

e The proposed clarification would create uncertainty, for example as regards what qualifies as
significantly different properties. This will lead to more litigation.

e CJEU case law has clarified. Continued lack of clarity in the proposed text particularly as
regards biologicals.

¢ We would generally favour clarification on this point, but note that the proposed wording still
leaves significant uncertainty. For example, what does “differ significantly” mean? Our
experience is that a similar definition used to determine whether a product is a new chemical
entity for the purposes of data exclusivity has resulted in significant uncertainty.

e Anything which is covered by a different patent should be eligible for SPC protection if all
criteria are fulfilled. To link the definition fo registration requirements such as safety and
efficiency is not suitable for the examination process in patent offices.

¢ We consider the SPC mechanism as a whole needs to be reviewed and eventually ended.
The expanded definition of “active substance” under Regulation 1610/96/EC contradicts the
scope of “active ingredient” under Directive 2001/83/EC in which derivatives are considered
as the same active ingredient. Although the proposed clarification under this question might
help correct the expansive interpretation of active ingredient and limit “evergreening”
strategies, it still does not address the fundamental problem of allowing SPC protections in the
first place. In the current proposed definition, it is also critical to give more clarity on what
would qualify as ‘significance’, and in particular whether this refers to clinical and/or statistical
significance.

e The proposed definition of an active ingredient is circular with Art. 1(b). Furthermore, it is

unclear "what infended to exert", "with a view to" and "on its own" mean. This definition would
undoubtedly lead to additional litigation and complication. Anything which is covered by a
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different patent should be eligible for SPC protection if all criteria are fulfilled. To link the
definition to registration requirements such as safety and efficiency is not suitable for the
examination process in the patent offices.

e This definition would immediately raise questions as to the bounds of the tferm "significantly".

¢ One should not be asked to just accept as perfect or reject a single definition provided
without any explanatory statement or rationale. The structure of the survey is further
inconsistent as a comment box is here provided as opposed to question 27. Patent offices
should not have to/cannot assess whether there is a significant difference with regard to
safety and efficacy. This is a question for medicines regulatory bodies, not national patent
offices. The proposed clarification would infroduce a new condition and therefore create
uncertainty and lead to more litigation, when there is no lack of clarity in the current law. It is
sufficient that a molecule is considered a NCE by the EMA/national authority and there is a
patent to that molecule.

e Thisis a question for medicines regulatory bodies, not patent offices.

¢ No clarification necessary. This applies already, reading the SPC Regulation and Community
Code together.

e Anything which is covered by a different patent should be eligible for SPC protection if all
criteria are fulfilled. Safety and efficiency criteria are registration requirements and are not
suitable for the examination process in patent offices.

Q 48: When it comes to Art. 3 (a) of Regulation 469/2009/EC and Art. 3(a) of Regulation
1610/96/EC, which of the following amendments would you favour in order to ensure greater
legal certainty?

- additional comments -

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
qguestions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.

e Instead of amending Art. 3(a) of Regulation 469/2009/EC, EU Guidelines for Examination of
SPCs, e.g. such as the Guidelines for Examination of SPCs of the German Patent and
Trademark Office, seem to be needed. Guidelines are more flexible than the Regulations and
may be further adapted in the future. To assess whether Art. 3(a) of Regulation 469/2009/EC is
fulfilled, the Guidelines for Examination of SPCs may contain e.g. the following tests, which are
based on the Medeva and Eli Lilly decision of the CJEU: Step 1: Is the product literally
mentioned in atf least one claim of the patent? If this is the case, Art. 3(a) is fulfilled. If this is
not the case, Step 2 applies Step 2 (Comprises two conditions): (a) Does the product, i.e. the
active ingredient or combination of active ingredients, fall within at least one claim, based on
an inferpretation of the claims as required by Art. 69 EPC and the Protocol on the
Interpretation of the EPC, inter alia in the light of the description; and (b) Does this at least
one claim permit the conclusion that it relates, implicitly but necessarily and specifically, to
the product, ie. to the active ingredient or combination of active ingredients in question. If
both conditions are met, Art. 3(a) is also fulfilled.

e The testif clear and should any further clarification be required the CJEU will provide said
clarity. Any amendment is likely to add complexity and a lack of clarity.

e The core inventive advance test reflects stricter approach, denying second SPC for a " non
synergistic" combination covered by the basic patent (ie. APl plus and "off patented" active
ingredient).

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
qguestions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
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further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.

¢ Theinfringement fest is the simplest test, which would ensure legal certainty. Furthermore, in
the absence of the decisions from the CJEU most practioners would have understood the
wording of Art. 3 to mean exactly that.

e [t should be sufficient to refer to the basic patent. The relevant test should be whether the
claims of the patent are *infringed* and no further tests should be required.

¢ While we think that the “infringement test” is the right approach, we don’t think an
amendment of the current regulation is necessary.

¢ We agree with the comments that we understand EFPIA is submitting in response to this
question. It is highly likely that any attempt to clarify would in fact have the opposite effect,
with ensuing uncertainty. Comment: Article 3(a) is a very short and clear article, which - as
acknowledged by many practitioners and patent offices - can hardly be made clearer.
Through the CJEU case law, the various questions which have arisen regarding its
inferpretation have now been answered, providing further clarity and guidance to patent
offices. Decisions on the pending references should further add to this clarity. In addition, the
case law of the CJEU on SPCs should be considered as a whole and not only as single
decisions decided based on the specifics of a given case. In addition, we see strong
limitations with all the suggested amendments.

e The term "core inventive advance" opens up a vast field of possible interpretations, so that the
legal uncertainty is tranferred to the meaning of this term.

e Article 3(a) is a short and clear article, which can hardly be made clearer. Through the CJEU
case law, the various questions which have arisen regarding its interpretation have now been
answered, providing further clarity and guidance to patent offices. A robust test to determine
whether a product is protected by the basis patent is needed. The infringement test is such a
test and is already included in the established Art. 3a. Therefore no changes are necessary.

e In terms of legal certainty Art. 69 would appear to be most appropriate but tis may give rise o
further issues

¢ We favor the interpretation as "core inventive advance test" (as in UK case law). There is
already a pending referral to the CJEU on this.

¢ Whilst there is some uncertainty about how Article 3(a) is to be interpreted, it is important to
note that the uncertainty: (i) affects only a relatively small number of cases (with assessment
of compliance with Article 3(a) being very straightforward in the majority of cases); and (ii) is
again of the CJEU’s own making. With regard to point (ii) above, a perfectly workable test
under Article 3(a) had been developed in the UK prior to the CJEU’s decision in Medeva. That
test was based upon “extent of protection” combined with the requirement for a positive
claim integer to read onto each active, and is set out in the UK High Court decisions in Gilead
((2008) EWHC 1902 (Pat)) and Astellas Pharma ((2009) EWHC 1916 (Pat)). Whilst it is regrettable
that the CJEU did not see fit to endorse the test set out in the above-mentioned UK case law,
it is important to note the following points. Firstly, the new reference in Teva UK & Ors. will
provide an opportunity for the CJEU to reconsider its position. Secondly, amendment of
Article 3(a) is unlikely to help. This is not only because any new wording will require judicial
inferpretation (and hence infroduce a new element of uncertainty) but also because there is
nothing to prevent the CJEU providing rulings in connection with the new wording that yet
again create chaos out of order.

e The core inventive advance test will lead to inadequate results in many situations, for instance
regarding the possibility to base an SPC request on a formulation patent, use patent or
method patent because in these cases the core inventive advance lies in technical features
not related to the active ingredient. We would prefer the test proposed by Justice Warren in
the UK High Court decision (2014)WEHC2404(Pat) (Eli Lilly v HGS).

e (1) This contradicts the rationale of the SPC regulation and the rationale developed in Ely Lilly
case. (2) We need a robust fest to determine whether a product is protected by the basic
patent. This is the infringement test, no further change is needed. (3) Incentive step
assessment is already done for the basic patent and should not be assessed in the SPC
application phase again. This test should be avoided. In case, the case law of the CJEU in
general should be taken into account, the following slight amendment is proposed: Art. 3.1
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(a)... the product falls in the claims of the basic patent in force and is subject matter of the
basic patent in force or an equivalent thereof...

e By means of the current case law of the CJUE, | understand that we already have legal
certainty. A new wording of the Art 3 (a) of Regulation 489/2009/EC will give rise new
inferpretation and new case law with a new long tferm of uncertaintly.

e Art. 3(0) should not be reviewed in isolation but together with the other criteria in Art. 3. All four
conditions of Art. 3 are already balanced. With regard to the specific suggestions: Re
paragraph 1 )The rationale of the SPC regulation is to extend the basic patent term for a
given product, which is covered by a marketing authorization and thus, will always result in a
SPC for only one product, while the basic patent might be broader. Thus, applying, a 123(2)
test does not seem to be suitable and could lead to wrong results as it does not sufficiently
take this rationale into account. Re paragraph 2) A robust test should be used to determine
whether a product is covered by a patent and falls under the scope of the claims of a
patent. The infringement test is such a robust test. Re paragraph 3) The inventive step is
analyzed in the examination phase for the basic patent and should not be repeated .

e it should be specified that the product must not only be covered by the "basic patent's"
claims (infringement test) but must also be directed to the product be it a new substance or a
new indication or a new combination. If the combination is just any obvious combination
(that in itself is not inventive) why would such a combination deserve a SPC? Of course it will
be questioned, what falls under the core inventive advance, and what doesn't - but this is
probably the normal insecurity of the patent world.

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
questions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case.

e Article 3(a) of Regulation 469/2009/EC is clear and concise and still there have been CJEU
decisions related to its application in certan circumstances. Adding words will not provide
additional clarity, especially given the clarity that has already been achieved by the referrals
to the CJEU. Rather, in an attempt to "clarify" the regulation, only more uncertainty would be
created as the new words would be parsed and their meanings debated by the courts.
Furthermore, none of the proposed amendments are better aligned with the stated purpose
of the regulation than the current regulation is. If the goal is to compensate loss of "effective
(patent) protection" for the product, then there is no need to try to narrow either the
"products" or "patents" falling under the regulation, espcially when only one patent per
product may be extended.

e Personally | believe that the second and fourth option, have been proved insufficient. There
are associated problems with the first and the third. | would lean towards the first one even
though remains subjective because the third may lead to extensive patent filings, in the
future.

e Infroducing a definition would infroduce more uncertainty, The case law is developing in this
area and this point is at issue in only a very few cases.

e Aswe are a plant protection company we answered this question from the perspective of the
Plant protection SPC regulation. There is nothing in either the medicinal or plant protection
regulation that refers to any inventive advance test

e Itis clear from the CJEU case law that it is difficult, if not impossible, to have a single test which
adequately and fairly covers all situations. However, the body of case law provides
reasonably clear criterion in relation to Art 3(a) in a variety of situations, and we expect this
clarification to continue in relation to currently pending cases.

e most favourable of all, but not sure whether it is a sufficient clarification.

e Reference to national provisions is likely o induce divergence in the practice of the national
offices. With this new wording, provisions should also be introduced to prevent filing of 'hostile’
SPCs by patent owners that are not associated with the pharmaceutical development, which
was made possible following decision C-181/95.
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e Art 3(a) should be worded so that the product is protected when the product as such is
protected, or the therapeutic use of the product that is defined in the claims and corresponds
to the use in the MA is protected. There is then a distinction between the product and the
medicinal product. That is, even if the medicinal product is protected, the product is not
protected if it, or its therapeutic use, if it is not disclosed in the claims. (cf. MIT-case from ECJ) A
certain leeway in form of functional definition of the product (e.g. substance A in
combination with compund with activity B) should be permissible.

e The difficulty is that different tests work well for different situations. So, for example, the "core
inventive advance" test works well for combination products but does not work at all for a
Markush formula. This is because, for a Markush claim, it is assumed that all compounds within
the claim are part of the invention (otherwise the claim would not be granted), and as a
result the test does not add anything to the infringement test for a Markush claim. This is why it
is better not to amend the regulation but to encourage the CJEU to have a nuanced
approach to interpretation based on the facts of the case. This does not help with legal
certainty but is the only way 1o strike a fair balance between competing interests based on
the evolution of technology and the fact that we cannot predict all of the issues that will arise
in the future.

e The CJEU has clarified some of the legal uncertainty in this area. All of the proposed
alternatives would raise more questions than they answer.

¢ Aninfringement test is too broad. A disclosure test is foo narrow. There is no need to amend to
allow the core inventive advance, which, if the CJEU so finds, could be adopted by caselaw
in the appropriate circumstances (with a pending referral in Teva already awaiting such a
response).

e Very difficult to find the right definition

e Article 3(a) is a very short and clear article, which can hardly be made clearer. Through the
CJEU case law, the various questions which have arisen regarding its inferpretation have now
been answered, providing further clarity and guidance to patent offices. Decisions on the
pending references should further add to this clarity. In addition, the case law of the CJEU on
SPCs should be considered as a whole and not only as single decisions decided based on the
specifics of a given case. In addition, we see strong limitations with all the suggested
amendments

e There is dlready quite good certainty on the issue.
e CJEU has already given a lot of guidance, | don't see the need to re-open discussions.

e There is a great deal of case law in the EU on patent infringement. Thus, it would be relatively
easy to determine if Art. 3(a) of the Regulation is fulfilled. This legal certainity will even be
increased in the future, when the UPC as an EU patent infringement court comes info force.
All other options also sanction possible drafting defects in the original patent application,
which the patentee should not be held accountable for.

e The CJEU jurisprudence in this area has developed significantly in recent years and is broadly
settled. Each of the new suggestions above would lead to a significant loss of clarity in the law
and give rise o many new disputes. No one knows what the core inventive advance test
means, even in the UK. The infringement test has been clearly rejected by the CJEU as too
wide. A directly and unambiguously test would render pointless any patents that do not
explicitly and exhaustively claim active ingredients that are the subject of marketing
authorisations which would exclude many valuable life-saving inventions from receiving SPCs.

e Article 3ais clear and can hardly be made clearer. CJEU case law helps to clarify any need
for interpretation when art 3a is applied to different factual situations.

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
questions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.
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e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
qguestions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.

e If SPC enfttilement is not settled only on the basius if independently valid patent claims that
there is an equitable trade off in saying SPCs are available only for the subject matter the
patentee has enabled.

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
questions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.

e Terrible proposals - do they understand what this subject is about. There are problems with
combinations products, which Medeva more or less solved (for combinations) and then made
it difficult to follow as far as stand alone products are concerned - much of this could have
been avoided if the CJEU had understood some of the basic concepts of patent law. But
none of the proposals is any better - and frankly they will create unnecessary uncertainty

e The interpretation would still be case-specific. If the examination of whether a certificate can
be granted includes detailed analysis of how the product is protected by the basic patent,
then is no longer a "simple procedure" to grant certificates and therefore, it becomes even
more difficult fo harmonise

¢ No amendment is required. The current ambiguities created by the CJEU case law (as
evidenced by proposed answer (1) from the HGS/EIi Lilly case) are not helpful, but
unavoidable in structure as long as patent infringement is not harmonized on a European
level. Trying to bridge that lack of harmonization through the SPC Regulation is doomed to fail
from the outset, and would only create further uncertainties (as evidenced by the finding in
the HGS/EIi Lilly case).

e Art 69 EPC is subject to national interpretations and increases uncertainty

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
qguestions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.

e The UK approach requires in-depth knowledge of the prosecution to assess the "core inventive
advance". This adds too much complexity in SPC prosecution and results in legal incertainty
since national patent offices may reach different conclusions. In addition, the "core inventive
advance" may change if new prior art is found in e.g. post-grant proceedings, i.e. the
assessment of Art. 3a may change over time. This is improper. New prior art should only have
an impact on the patentability not the eligibility to an SPC as such (i.e. on the assessment of
Art. 3a).

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
questions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.

e | think the definition should be slightly amended so it refers to the national principles of patent
law rather than only Art. 69 EPC and its corresponding national provisions. In other words, |
think the definition should read: "The product is protected when it falls under the scope of
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protection of the basic patent pursuant to non-Community principles of patent law, namely
Art. 69 EPC and its corresponding national provisions."

e The current text is very clear, and the CJEU case law has provided further clarity. Amendments
will lead to new uncertainty and it will take many years for new case law to develop,

¢ Any amendment to the regulation comes with a risk of creating greater legal uncertainty
depending upon the precise wording of any new provisions. There are severe concerns about
attempting to re-open scrutiny of the regulation given the length of tfime and compromise
needed to achieve the current version, which serves an important purpose.

e The specific implementation of this test in the wording of the Regulation will need to be very
carefully drafted, to avoid further uncertainty in determining that the "core inventive
advance" means.

e Art. 3(0) should not be evaluated in isolation but together with the other criteria in Art. 3. All
four conditions of Art. 3 are already balanced. Art. 123(2) EPC test in given answer (1) does
not fit with the rational of the SPC regulation and does not give clear criteria. The infringement
test is already included in the established Art. 3a, that is because no changes are necessary
as in given answer (2). Paragraph given in answer (3) does not lead to further clarity and
should be avoided.

e Art. 3 (0) should not be evaluated in isolation but together with the other criteria in Art. 3. All
four conditions of Art. 3 are already balanced. Art. 123(2) EPC test in given answer (1) does
not fit with the rationale of the SPC regulation and (2) does not give clear criteria. The
infringement test is already included in the established Art. 3a, that is because no changes
are necessary as in given answer (2). The paragraph given in answer (3) does not lead to
further clarity and should be avoided.

e Article 3(a) is a very short and clear article, which - as acknowledged by many practitioners
and patent offices - can hardly be made clearer. Through the CJEU case law, the various
qguestions which have arisen regarding its interpretation have now been answered, providing
further clarity and guidance to patent offices. Decisions on the pending references should
further add to this clarity. In addition, the case law of the CJEU on SPCs should be considered
as a whole and not only as single decisions decided based on the specifics of a given case. In
addition, we see strong limitations with all the suggested amendments.

¢ No amendment is needed. There is clearly ambiguity introduced by somewhat unfortunate
CJEU case law. However, that case law clearly stems from the uncomplete harmonization of
patent (infringement) law in the Member States and a directly applicable (and thus
harmonized) SPC Regulation. It is not possible to compensate the lack of harmonization on
the patent law side through the SPC Regulation. This would only create further confusion. The
finding of the CJEU in the HGS/EI Lilly, which can only be called byzanthine, is a perfect
example and should definitely not serve as a reference for legislation.

e Article 3(a) is a short and clear article, which can hardly be made clearer. Through the CJEU
case law, the various questions which have arisen regarding ifs interpretation have now been
answered, providing further clarity and guidance to patent offices. A robust test to determine
whether a product is protected by the basis patent is needed. The infringement test is such a
test and is already included in the established Art. 3a. Therefore no changes are necessary.

Q 49: In your view, should all variations of a marketing authorisation constitute a new marketing
authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC11 or not?

- additional comments -

¢ Asmentioned before, a new SPC Regulation shall be created. This new SPC Regulation shall
cover all types of marketing authorisations.

e Some variations are very minor changes and thus not all variations should be considered a
new marketing authorisation.
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e The CJEU has not expressed (yet) unreasonable interpretations with respect to MAs and the
effect whether material changes to the MA make it a new MA from the SPC-regulation's point
of view

¢ Not relevant for agrochemical sector.

e Recent CJEU caselaw (Neurim) allows for SPCs on previously approved products for new
marketing authorisations where the fact-pattern justifies this. We do not see the need for any
change to the Regulation.

e Not ALL variations will constitute a new marketing authorisation for the purposes of Art 3(b)
and (d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation, for example, in situations when the variation consists of a new
indication which corresponds to a separate patent right.

e Not all variations will constitute a new marketing authorization for the purposes of Art. 3(b) and
(d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation.

e Whether there is a completely new authorisation or a variation of an existing authorisation, the
question of SPC eligibility should turn on matters of legal substance, and not form. In this
respect, what should be decisive is: - which product (or which new use of a product) is
brought to the market for the first time by way of the authorisation / variation in question; and
- whether that product (or that new use) meets the requirements for SPC eligibility.

e If an SPC application is directed at an innovative variation of an existing product, the SPC
should not be rejected for the formal reason of Art. 3(b).

e Type Taand 1b variations of regulation 1234 / 2008 / EC include only small changes, that is
because it should not considered for the marketing authorisations.

e Of course not! An SPC awards the years and years of developing a drug from scratch, not
simply each and every clinical triall

e If'snot that | have no opinion. | do have an opinion! But my opinion is neither yes nor no.
Rather, my opinion is that the answer depends on the variation. If the variation is merely e.g.
the variation in the address of the API supplier then the resulting MA does not qualify as a new
MA for the purpose of an SPC. If the variation is much more substantial then the resulting MA
may qualify as a new MA for the purpose of an SPC.

e Not all variations will constitute a new marketing authorisation for the purposes of Art. 3(b) and
(d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation, for example, in situations when the variation consists of a new
indication which corresponds to a separate patent right.

e Not "all' marketing authorizations do or should constitute a "new" marketing authorization, but
some should. As mentioned previously, the key is the purpose of the SPC regulation. For
example, where there has been significant fime/investment required to obtain approval of
the variation, the goal of compensating the MAH for loss of patent term during that period
remains relevant.

e Thisis an overly simplistic question.

e Again we are answering from a plant protection point of view. If the advancement is minor,
then it should not take the regulatory authorities a lot of fime to review and hence the
potential duration of the SPC would be zero

e Some should.

e There are certain situations where variations may support a new SPC, for example, where a
new indication is approved that is covered by a patent

¢ Only those new MAs that show a new therapeutic indication or new treatable population
should be considered new

o |findit very hard to see what this question is getting at. What does "new" mean? Art 3(b)
requires a marketing authorisation in the country (not necessarily a "new" one). Art 3(d)
requires a "first" authorisation, which might not be the first just for the active, per Neurim. If this
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is saying that you can somehow get a clean slate for every new marketing authorisation
under Art 3(b) and (d), the answer is no. However, you need to look at Neurim and decide
how far it goes. Can every single variaion be a "new application" according to Neurim? | think
the answer is no. But some of them can.

e Certain variations should constitute a new marketing autorisation for the purposes of the SPC
Regulation, e.g. a new indication protected by a new patent (see Neurim decision)

e Not all variations will constitute a new marketing authorisation for the purposes of Art. 3(b) and
(d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation, for example, in situations when the variation consists of a new
indication which corresponds to a separate patent right

¢ A new formulation might not justify to be considered as a new marketing authorisation for the
purposes of Art. 3(b) and (d) Regulation 469/2009/EC but a new therapeutic indication
(extended and long clinical studies) should be considered as a new marketing authorisation
for the purposes of Art. 3(b) and (d).

e Where a variation has required the submission of additional safety and efficacy data (such as
Type Il variations) and there is an appropriate basic patent, there are grounds to argue that
an SPC should be available. This would encourage the development of additional indications
and presentations of pharmaceuticals that lead to genuine patient benefit.

e Not all variations will constitute a new MA for the purpose of articles 3b and 3d of the SPC
regulation.

e Any type of marketing authorisation should be useable in principle, but the validity of the SPC
under Article 3(d) SPC Regulation would need to be determined with reference to the scope
of the basic patent in accordance with CJEU decision C-130/11 (Neurim). Specifically,
following Neurim, under Article 3(d) (and Article 13(1), which must be considered together)
“the MA referred to in Article 13(1) of the SPC Regulation is the authorisation of a product
which is within the limits of the protection conferred by the basic patent relied upon for the
purposes of the application for the SPC” (Neurim - section 30). It would be helpful to confirm
the generally applicable nature of this test e.g. via guidance from the Commission.

e Not all variations will constitute a new marketing authorization for the purposes of Art. 3(b) and
(d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation, for example, in situations when the variation consists of a new
indication which corresponds to a separate patent right.

e Not all variations will constitute a new marketing authorisation for the purposes of Art. 3(b) and
(d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation, for example, in situations when the variation consists of a new
indication which corresponds to a separate patent right.

e Some but not necessarily each of the different types of variations will meet the requirements
of the Regulation. Differentiation will be required. The guiding decision is the Neurim decision.

e Not all variations will constitute a new marketing authorisation for the purposes of Art. 3(b) and
(d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation, for example, in situations when the variation consists of a new
indication which corresponds to a separate patent right.

e Provided that clinical trials was needed for approval of the variation of the original MA

¢ Only those which entail significant clinical frials, as indicated for the question regarding new
derivatives.

e Absolutely not. This will lead to innovator companies being able to obtain an SPC on
practically every patent covering a product (including polymorph, salt, formulation, use,
active ingredient process), simply by making a number of individual minor variations to the
MA.

e Not all variations will constitute a new marketing authorisation for the purposes of Art. 3(b) and
(d) of the SPC Regulation. However, some variations should constitute a new MA for the
purposes of the SPC Regulation, for example, in situations when the variation consists of a new
indication which corresponds to a separate patent right.
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e This question is too broad-brush. Some variations of a marketing authorisation are functionally
equivalent to a new marketing authorization and therefore should constitute such for the
purposes of Art. 3 (b) and (d) of the SPC Regulation.

Q 50: In your opinion, should changes that require an extension of the marketing authorisation
be considered to be a new marketing authorisation for the purposes of Art. 3(b) and (d)
Regulation 469/2009/EC12 or not?

- additional comments -

e If the changes are due to material changes in the MA (see e.g. in a "Forsgren-like case" (C
631/13))

¢ Noft relevant for agrochemical sector.

e Recent CJEU caselaw (Neurim) allows for SPCs on previously approved products for new
marketing authorisations where the fact-pattern justifies this. We do not see the need for any
change to the Regulation.

e We have seen and agree with the comment that we understand EFPIA will be submitting in
response to this question. The answer could be either yes or no depending on the
circumstances and nature of the extension. The question is unclear and thus it is not possible
to give a definitive answer.

e The question is simplistic as it is neither yes or no in all cases.

¢ A new MA will simplify in a great extent examination by National Offices.
e This may lead easily to "evergreening" strategies if allowed.

e Please see the comments provided in response to the previous question.
e We would prefer to answer "Yes, in some cases"

e If an SPC application is directed at an innovative extension of an existing product, the SPC
should not be rejected for the formal reason of Art. 3(b).

e Every invention which can give raise to a new patent should in principle be eligible for a SPC if
all conditions are fulfilled.

e The question is simplistic as there are many different types of extensions and it is neither "yes" or
"no" in all cases. Where questions arise, these can be addressed by the CJEU. A marketing
authorisation can be considered as new only subject to a specific set of factors, as indicated
in Neurim, and a SPC should therefore be available only where these are fulfiled and to the
extent the object of the extension is patentable.

¢ Assessment of whether an extension of the marketing authorization can be considered to be
a new marketing authorization should be made on a case by case basis

o While it may be appropriate in some cases to consider an extension to be a new MA, this
cannot be said to be the case for every extension. There has been CJEU case law generated
that provides guidance with respect to when an extension may be a new MA. This is
sufficient.

e Again this question is too simplistic as there are several forms of changes that lead to an
extension of a marketing authorisation.

¢ We answered "no opinion" because we are in the plant protection industry
e There are some situations, such as Neurim in which an extension should count as a new.

e See comments to previous question. | would not say that ANY extension would satisfy Neurim.
But some will. | am not sure if this is what the question means.
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e see my comment to the last question

e Onlyifitis connected to an additional patent protection for the product/combination
covered by the extended marketing authorisation (MA) it should qualify for a new MA!

e This question is not clear enough for me.

¢ A new formulation might not justify to be considered as a new marketing authorisation for the
purposes of Art. 3(b) and (d) Regulation 469/2009/EC but a new therapeutic indication
(extended and long clinical studies) should be considered as a new marketing authorisation
for the purposes of Art. 3(b) and (d).

e This question ignores that there are many different types of extensions. Again where there is an
appropriate basic patent and new safety and efficacy data has been required, it could be
argued that an SPC is warranted. Again this would be to the benefit of patients.

e where a question for a specific situation arises out of these articles clarification can be left to
case law

e Yes, with the understanding that an “extension of the marketing authorisation” is an extension
application according to Annex 1 of Regulation 1234/2008, namely changes to the active
substance(s); changes to strength, pharmaceutical form and route of administration; or other
changes specific to veterinary medicinal products to be administered to food-producing
animals, or change or addition of target species. Also with the understanding that the Neurim
test specified in the preceding question is also required in order for the underlying SPC
application based on the variation fo comply with Article 3(d) (“the MA ... is the authorisation
of a product which is within the limits of the protection conferred by the basic patent relied
upon for the purposes of the application for the SPC*)

e The question is simplistic as there are many different types of extensions and it is neither yes or
no in all cases. Where questions arise, these can be addressed by the CJEU. A marketing
authorization can be considered as new only subject to a specific set of factors, as indicated
in Neurim, and a SPC should therefore be available only where these are fulfiled and to the
extent the object of the extension is patentable.

e The question is simplistic as there are many different types of extensions and it is neither yes or
no in all cases. Where questions arise, these can be addressed by the CJEU. A marketing
authorisation can be considered as new only subject to a specific set of factors, as indicated
in Neurim, and a SPC should therefore be available only where these are fulfiled and to the
extent the object of the extension is patentable.

e Some but not necessarily each of the different types of extensions will meet the requirements
of the Regulation. Differentiation will be required. The guiding decision is the Neurim decision.

e The question is simplistic as there are many different types of extensions and it is neither yes or
no in all cases. Where questions arise, these can be addressed by the CJEU. A marketing
authorisation can be considered as new only subject to a specific set of factors, as indicated
in Neurim, and a SPC should therefore be available only where these are fulfiled and to the
extent the object of the extension is patentable.

e Provided that clinical trails were needed for extending the MA

e The question is simplistic as there are many different types of extensions and it is neither yes or
no in all cases. Where questions arise, these can be addressed by the CJEU. A marketing
authorisation can be considered as new only subject to a specific set of factors, as indicated
in Neurim, and a SPC should therefore be available only where these are fulfiled and to the
extent the object of the extension is patentable.

e Again, this question is foo broad-brush, but in general, extensions of a marketing authorisation
are functionally equivalent to a new marketing authorization and therefore should constitute
such for the purposes of Art. 3 (b) and (d) of the SPC Regulation.

Q 51: In your view, should any "type Il variation" constitute a new marketing authorisation for the
purposes of Art. 3(b)14 and (d) 15 Regulation 469/2009/EC or not?
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- additional comments -

e Exceptin one case where the type Il variation corresponds to a new therapeutic indication.
In that situation, the variation might be considered as a new MA enabling the filing of SPC on
the product. Such a SPC should have a shorter duration than a SPC on a new chemical entity.

e Noft all Type Il variations should be considered new marketing authorisations, however, in
certain circumstances then a Type |l variation should be considered a new MA.

e Noft relevant for agrochemical sector.
e Assuming that this poses significant regulatory requirements that warrant additional protection

e Recent CJEU caselaw (Neurim) allows for SPCs on previously approved products for new
marketing authorisations where the fact-pattern justifies this. We do not see the need for any
change to the Regulation.

¢ we have seen and agree with the comments that we understand EFPIA will be submitting in
response to this question. Comment: The question is simplistic as it is neither yes or no in all
cases. A marketing authorisation can be considered as new only subject to a specific set of
factors, as indicated in Neurim, and a SPC should therefore be available only where these are
fulfiled and to the extent the object of the extension is patentable. Where questions arise,
these can be addressed by the CJEU. In any case, the technical regulatory basis (variations or
line extensions) for the change should not have any bearing on the availability of the SPC.

e The question is simplistic as it is neither yes or no in all cases. Where questions arise, these can
be addressed by the CJEU. In any case, the technical regulatory basis (variations or
extensions) for the change should not have any bearing on the availability of the SPC.

e Type Il variations are not regarded as a homogeneous category concerning only large
changes, e.g. new indication.

e Please see the comments provided in response to the previous two questions.
e We would prefer to answer "Yes, in some cases"

e A further decomposition would not be in line with the current SPC regulation that already
gives a definition what should be considered to be product which is eligible for SPC
protection.

¢ An SPC awards the many years of developing a drug from scraftch, not each and every
clinical Trial or new development.

e The question is simplistic as it is neither "yes" or "no" in all cases. A marketing authorisation can
be considered as new only subject to a specific set of factors, as indicated in Neurim, and a
SPC should therefore be available only where these are fulfilled and to the extent the object
of the extension is patentable. Where questions arise, these can be addressed by the CJEU. In
any case, the technical regulatory basis (variations or line extensions) for the change should
not have any bearing on the availability of the SPC.

e Some type Il variations may constitute a new MA and others may not. Thus, it is uncertain how
best to answer this question.

e Whether or not a variation of a marketing authorisation should constitute a new marketing
authorisation will depend on the specific circumstances of that case. Some type Il variations
will, e.g. if the Neurim criteria are fulfilled, and others will not.

¢ We answered "no opinion" because we are in the plant protection industry
e Same comment as in question 50.
e This should be a case-by-case decision depending on the facts of the particular situation.

e atype Il variations appears to possibly constitute a patentable invention. Hence it should be
considered as a new MA
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e Again: what does "significant impact" mean? this is not well-defined term which can be used
inIP

e Again, it is difficult to say that in every case such an MA extension should automatically qualify
for Neurim, if that is what this means. But | do not understand the question.

e see my comment to the question before the last question

o Not any "type Il variation" should constitute a new marketing authorisation. The "Neurim
decision" provides guidance in the right direction.

e This should have no bearing on the availability of an SPC.

e Thisis a matter for case law development. The CJEU already recognises this may be possible in
the Neurim case. No amendment of the Regulations appears to be needed.

¢ A MA can be considered to be new only subject to a specific set of factors, as indicated in
the Neurim CJEU decision, and a SPC should therefore be available only where these are
fulfiled and to the extent the object of the extension is patentable. Where further questions
arise, these can be addressed by the CJEU

e Yes, with the understanding that the Neurim test specified in the preceding question is also
required in order for the underlying SPC application based on the variation fo comply with
Article 3(d) (“the MA ... is the authorisation of a product which is within the limits of the
protection conferred by the basic patent relied upon for the purposes of the application for
the SPC™)

e The question is simplistic as it is neither yes or no in all cases. A marketing authorization can be
considered as new only subject to a specific set of factors, as indicated in Neurim, and a SPC
should therefore be available only where these are fulfiled and to the extent the object of the
extension is patentable. Where questions arise, these can be addressed by the CJEU. In any
case, the technical regulatory basis (variations or line extensions) for the change should not
have any bearing on the availability of the SPC.

e The question is simplistic as it is neither yes or no in all cases. A marketing authorisation can be
considered as new only subject to a specific set of factors, as indicated in Neurim, and a SPC
should therefore be available only where these are fulfilled and to the extent the object of the
extension is patentable. Where questions arise, these can be addressed by the CJEU. In any
case, the technical regulatory basis (variations or line extensions) for the change should not
have any bearing on the availability of the SPC.

e Some but not necessarily each of the three different types of type Il variations will meet the
requirements of the Regulation. Differentiation will be required. The guiding decision is the
Neurim decision.

e The question is simplistic as it is neither yes or no in all cases. A marketing authorisation can be
considered as new only subject to a specific set of factors, as indicated in Neurim, and a SPC
should therefore be available only where these are fulfilled and to the extent the object of the
extension is patentable. Where questions arise, these can be addressed by the CJEU. In any
case, the technical regulatory basis (variations or line extensions) for the change should not
have any bearing on the availability of the SPC.

e "Yes", with the quadlifiers posted before

e Absolutely not. This will lead to innovator companies being able to obtain an SPC on
practically every patent covering a product (including polymorph, salt, formulation, use,
active ingredient process), simply by making a number of individual Type Il variations to the
MA - for example by changing formulation or changing an API route of synthesis.

e The question is simplistic as it is neither yes or no in all cases. A marketing authorisation can be
considered as new only subject to a specific set of factors, as indicated in Neurim, and a SPC
should therefore be available only where these are fulfilled and to the extent the object of the
extension is patentable. Where questions arise, these can be addressed by the CJEU. In any
case, the technical regulatory basis (variations or line extensions) for the change should not
have any bearing on the availability of the SPC.
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e Again, this question is foo broad-brush, but in general, type Il variations of a marketing
authorisation are functionally equivalent to a new marketing authorization and therefore
should constitute such for the purposes of Art. 3 (b) and (d) of the SPC Regulation.

Q 52: In the decision 'Neurim C-130/11',16 the CJEU set out the conditions under which a "different
application of the same product" meets the requirements for SPC eligibility. Do you agree with
this case law?

- additional comments-

e Because this Decision is not consistent with the current Regulation N°469/2009 with respect to
Article 4 and Article 3 d) and the wording "applications" in Neurim is not clear (does it refer to
new therapeutic indications only ?). However, we are in favor of SPCs based on a new
therapeutic indication with proviso that the Regulation be amended.

e There is a misconception in the judgement regarding the answer to questions 4 and 5. The full
application of article 8(3) of the Directive requires the applicant to submit data on clinical
trials and do the investments in money and time that the SPC Regulation purports to honour
with extra exclusivity. In this case Neurim had to file a full application as it concerned the use
of melanin was for human use and the previous application was for sheep. The MEB did not
accept, for obvious reasons, that reference could be made to the old dossier for the
veterinary product.

¢ | find the reasoning hard to follow in light of the previous case law of the CJEU

¢ A plain reading of the decision in Neurim leads to the conclusion that the only relevant hurdle
for SPC eligibility is establishing that the MA relied upon is for a “different application” of the
active ingredient. This is because there is no (explicit) requirement in Neurim for the patent
that protects the “different application” to be different from that used as the basis for an
earlier SPC to the same active ingredient. Thus, Neurim appears to make it possible to use a
single patent to secure “double SPC protection” for the new use of the active ingredient. This
is because that new use will be protected by both: (a) an earlier SPC, based upon the 1st MA
for the active ingredient (the scope of which SPC, according to the provisions of Article 4, will
expand to encompass the newly authorised use of the active ingredient); and (b) the later,
“Neurim-style” SPC based upon the subsequent MA for a “different application” of the active
ingredient. It is important to note that such “"double protection” is not necessarily
problematic. This is because there are circumstances in which it is arguable that: - a “different
application” of an active ingredient is deserving of protection by way of a separate SPC
(potentially having a longer duration); and - it would be unfair to make that separate
protection available only where there is a separate patent. However, my concern is that the
judgement in Neurim does not lend itself fo rewarding (and hence incentivising the
development of) only those new “applications” of products that the original SPC legislation
had in mind.

e The Neurim decision is so unclear and is interpreted so differently in different states that it is not
possible for me to reply whether | agree

e | do not believe there is full consensus in how 1o interpret Neurim, so it is not possible to say
whether | agree or not

e | agree with it in principle, but regret that the CJEU did not deal directly with the conflict that
the decision creates with their earlier cases, in particular MIT and Yissum. The CJEU should not
just have ignored this conflict in the way that they did, but should have either said that those
earlier cases were wrong or explained why they did not apply.

e SPC protection should be generally extended to new and innovative second medical uses

e Yes, with the understanding that the principle of a “different application” is not limited to a
different therapeutic indication, or a different medical use, but also covers, for example,
formulations (Neurim itself concerned a formulation patent) and combinations of active
ingredients, if patentably innovative. Thus, the Neurim test applies regardless of the type of
new application that was patentable and then lost effective patent term due to a delay in
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authorisation (i.e. “the MA ... is the authorisation of a product which is within the limits of the
protection conferred by the basic patent relied upon for the purposes of the application for
the SPC”).

e Yes- although the implications of the decision are not clear. And it seems inconsistent with
some earlier case law, such as MIT

¢ The findings of the CJEU in Neurim are fundamental clarifications on the scope of the SPC
Regulation and pivotal for the fostering of all development objectives of the pharmaceutical
industry. As set out by the CJEU, the litmus test is whether the basic patent covers the new
application only, but not the earlier use. We note that a different application may also mean
different formulations, different routes of application, better efficacy, better compliance,
different subgroups, etc. not just new indications.

Q 55: The case law of the CJEU is currently not clear with respect to third-party marketing
authorisations: Which of the following clarifications would you prefer?

- additional comments -

e The owner of the basic patent may be e.g. a university, which may have invented a
pioneering technology. In this case, it seems to be justified that the owner of the basic patents
profits from the extended protection of the product by obtaining additionally an SPC based
on his licensee’s marketing authorisation.

e We do not view there is a lack of clarity in the law.

e Thisis a topic which should be solved by any whatsoever SPC reform. Third Party SPC issue was
not in mind when the SPC regulation was drafted and came into force. This was introduced
later by the CJEU with “milestone” decisions. Now we are faced with a flood of SPCs for a
given product, also to the disadvantage of the product owner. It should not be allowed for a
Third Party to get an SPC for a product which is owned by another company. The ownership
should be defined as the MAA holder. If there is only a selection possible for the two options
mentioned, the second option should be selected.

e Please note that | do not believe that the current caselaw is unclear.

o We agree with EFPIA's comments on this question. First, we do not agree the case law is
unclear. To the extent that it is unclear, it should be clarified by its author, the CJEU. Second,
there should be an option “none of the above” which is different from “no opinion” as our
opinion is that neither is considered adequate. It is also an issue for licence agreements, not a
SPC issue.

e Do not agree that the case law of the CJEU is unclear.
e A patentee should not be allowed to refer to a 3rd party MA
e Any other Approach would likely to be contrary to the purpose of the SPC regulation

e Thisis not an area where | believe that clarification is required. This is because the CJEU’s
decision in Biogen adequately deals with this question.

o We disagree with the assumption that the case law is unclear.

¢ In principle, we believe that requiring the consent of the MA holder is a sensible option.
However, the matter is so complex that we are concerned that such a requirement could
lead to inadequate results in specific circumstances.

e No further clarification deemed to be necessary. Further, it is not a specific problem to the
SPC regulation; it may already arise under the basic patent term. Consent of the third party
may be considered and obtained under Art. 8 of the current SPC regulation.

e |see noreason why one product's approval should give reason for two different patents to be
extended. If the companies collaborate they should decide amongst each others which
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patent they would like o extend. Simplify the system to make it clearer. One SPC per product
should be the aim.

e First, we do not agree the case law is unclear. To the extent that it is unclear, it should be
clarified by its author, the CJEU. Second, there should be an option “none of the above”
which is different from “no opinion” as our opinion is that neither is considered adequate. It is
also an issue for licence agreements, not a SPC issue.

¢ We do not think formal clarification is required. However, we agree that "The applicant may
only refer to a third-party marketing authorisation when the third party is in agreement and
evidence of his/her consent is included in the application." Clearly, the purpose of the SPC
regulation is not fulfilled by allowing someone to seek an SPC without the permission of the
marketing authorization holder (MAH), since it is the MAH who has made the necessary
investment (and taken the concomitant risk) to bring the medicine to patients.

e | don't believe the case law of the CJEU is unclear on this point.
e asit hardly happens in our industry, we do not think it would require any additional legislation
e | do not agree that the case law in this regard is unclear.

¢ | do not understand why a patentee can refer to another company’s MA. The point of the
SPC is fo give back time of the lost protection due to the lengthy process of obtaining an MA:
If the company has not obtained an MA, why should it be able to obtain an SPC?

e Applicant (or agency) informs holder.

e Thisis the fairest option, as otherwise the patentee takes advantage of all of the work of the
MA holder for free, but the MA holder will probably still need a licence from the patentee to
exploit his authorisation. With this option, both parties must effectively licence the other.

¢ None of the above.
e This should be regulated via additional case law!

e We disagree that case law is unclear. In any case, if it were, it should be clarified by the CJEU
itself. Second, there should be an option “none of the above” which is different from “no
opinion” as our opinion is that neither is considered adequate. It is also an issue for licence
agreements, not a SPC issue.

e The CJEU case law is not perfect but realtively clear for the vast majority of the situations.

e [tis very common that smaller pharmaceutical companies are responsible for the
development of the drug (and also the initial patent filing) but that the actual marketing
authorization and distribution is handled by a bigger partner (especially if the patentee is a
non-EU company). In these cases, where marketing authorization holder and patentee are
not identical, no further administrative burdens should be placed on the patentee, who is
entitled to obtain an SPC as his licensing revenues only flow starting from the
commercialization of the product by the licensee.

¢ We do not think the case law is unclear. This is currently permitted. If there is a desire that this
position should be changed it is clear that the CJEU would be willing to clarify the law in this
area with an appropriate case. The suggestions above would not adequately address this
issue since they fail to recognise that the holder of the basic patent and the marketing
authorisation are different companies in most instances. What matters is the nature of their
relationship, not merely that they are different. No amendment of the Regulations is therefore
needed.

e The current CJEU case law is clear.

e There are arguments either way on this topic. Placing restrictions on applicants using third-
party marketing authorisations would need to accommodate small start-up companies who
cannot obtain their own marketing authorisation, but have still put a great deal of effort into
the research and development of a product resulting in a patent with reduced effective term
due to regulatory delays. There is also a risk that a holder of a marketing authorisation who
infringes a patent could demand an unreasonable licence from a patentee in exchange for
allowing the patentee to gain an extra 5 year term of protection with an SPC. In any case, it
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would be very complex to implement substantive requirements for the ownership of the
marketing authorisation.

¢ We do not agree the case law is unclear. To the extent that it is unclear, it should be clarified
by its author, the CJEU. We would prefer the CJEU to continue its clarification process
commenced in Lilly HGS case to the effect that the applicant may only refer to a third-party
marketing authorisation when the third party is in agreement and evidence of his/her consent
is included in the application.

e First, we do not agree the case law is unclear. To the extent that it is unclear, it should be
clarified by its author, the CJEU. We would prefer the CJEU to continue its clarification process
commenced in Lilly HGS case to the effect that the applicant may only refer to a third-party
marketing authorisation when the third party is in agreement and evidence of his/her consent
is included in the application.

e There are various scenarios which do not allow voting for the one the three options
exclusively. The situation becomes more complex in case of licenses.

e First, we do not agree the case law is unclear. To the extent that it is unclear, it should be
clarified by its author, the CJEU. Second, there should be an option “none of the above”
which is different from “no opinion” as our opinion is that neither is considered adequate. It is
also an issue for licence agreements, not a SPC issue.

¢ The question and statements suggest the the survey has misunderstood the basic concepfs.
At present, the applicant can refer to a third party MA without the consent of the third party.
Fair when there is a licence from third party to applicant, and applicant has done
development work. But is it fair when applicant has not taken any part in the development of
the product in question? | would say not

e Solution 1 pose the problem, that a holder (A) of a basic patent - but without a marketed
product - may prevent the holder (B) of a MA in marketing its product if this product falls
within the scope of the certificate granted to A. However, this could be circumvented by
inserting a requirement that the holder of a certificate should also have invested time in
development of a product falling within the scope of the MA. In solution 2 above (the holder
of the MA should agree to the reference), the holder of a MA may refuse to agree and
thereby effectively keeping competitors off the market.

e 1 NCE shoud have 1 SPC

e '"Consent" by the holder of the MA is an improper criteria since third parties (such as
universities) may have contributed to the drug development independent from the holder of
the MA (i.e. outside of a collaboration agreement). Such third parties should be entitled to a
SPC.

e Our answer is: none of the above, but this option was not available. We do not agree that
case law is unclear.

e [t may make more sense to require that consent in not required on making the SPC
application, but is required before the application can be granted. This is because of the strict
and tight deadline for applying for an SPC following patent grant or MA grant. Negotiations
between multinational companies can take a number of months.

e  First, we do not agree the case law is unclear. To the extent that it is unclear, it should be
clarified by its author, the CJEU. Second, there should be an option “none of the above”
which is different from “no opinion” as our opinion is that neither is considered adequate. It is
also an issue for licence agreements, not a SPC issue.

e The question is biased. The CJEU case law is clear in that third-party marketing authorisations
may serve as a basis for SPC, and this is also reflected in the office practice throughout the EU.
Leaving that aside, the options presented clearly evidence a fundamental lack of
understanding of dynamics. The question and the proposed answers take a static view, which
is conceptually flawed from the beginning. Taking this through iterations: if the basic patent
covers the product, it means that the third party does not have FTO. If the third party develops
without a license, this is development at risk. If the third party places the product on the
market, it risks an infringement case, which may or may not be settled by a license - which
would include the SPC. Hence, opting for (2) would only trigger (unnecessary) patent litigation
with the third party, in order to obtain such agreement with the MAH. More importantly, this
would directly go against the interest of a) research institutions and b) small and medium
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enterprises, in particular biotech companies, which the Commission fries o support in
innovative pharmaceutical research. It is typically those stakeholders who have done
groundbreaking research, on which pre-clinical and clinical development is built. If they
would be forced to obtain an agreement from the MAH (i.e. force the third party to take a
license), research institutions and SME would be forced into patent litigation under the basic
patent (which is a given!), just to get that consent. That would not be efficient, and highly
detrimental to research by such stakeholders. Taking this analysis even further, it would be a
clear invitation to the third party NOT to take out any license (not even to the basic patent):
the money is in the SPC, and if the third party can avoid the SPC by avoiding an agreement,
i.e. alicense, they will just risk the patent litigation. In other words, changing the regulation
would invite third parties to take a free ride on basic patents that clearly cover the product.
That would be a completely non-sensical incentivization.

Q 56: In Europe it is not possible to obtain an SPC if the patent expires before the marketing
authorisation has been granted. By contrast, in the United States it is possible to obtain a patent
extension even if the patent expires before the marketing authorisation has been granted. The
patent holder can in fact file an application for an interim extension before the expiration date
of the patent. In practice, do you favour amending the EU Regulations in this regard?

- additional comments -

e Asadlready mentioned | believe we should switch to a PTE system

e This amendment would cause legal uncertainty.

e [t wouldlead to alegal uncertainty.

e 20 years shoud be sufficient time to get a MA for a patent protected product

e [t would not appear necessary to question the judgement of the original legislators in setting
patent expiry as a "hard" deadline for SPC filing. This is not least because in those situations
where an SPC application is filed very close to patent expiry, it is likely that other, "regulatory”
exclusivities (e.g. data protection of up to 10 years from MA issuance) will both: (o) serve as an
absolute barrier to generic market entry; and (b) outlast any SPC protection that might be
granted.

e [t can be beyond the control of the patent proprietor whether he obtains the MA shortly
before patent expiry or thereafter.

¢ That would mean the approval was given twenty years after the substance was first identified
to have a medical use. Currently there is no Need for his due to the evergreening patents that
are filed. This could be discussed as a feasible option, if the basic patent would be defined to
be substance patent only, and given that the Interim Extension would be publicly viewable.

e This would create enormous legal uncertainty for third parties, which would not be sufficiently
outweighed by the benefits obtained by the SPC applicant.

e Thereis a pending CJEU reference related to this question.

e While such may be of value, it is not a significant enough issue to warrant amendment of the
Regulation.

e No because it adds further complexity and uncertainty

e |understand there is a pending CJEU referral with respect to this question. CJEU clarification
will suffice.

e forreasons of legal certainty this possibility should be limited to specific conditions, e.g. to
situations where the fact that at this fime no MA is available should be under no responsibility
of the patentee

e data protection is sufficient
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e there should be clarity for third parties, the interim extension should be publised. However,
considering that SPC last for 5 years and the data exclusivity periods are 8 years it is not clear
which will be the benefit of granting SPCs in such situations. In the event that the MA would be
for a new indication for an old product, the SPC should be clearly limited to the indication
covered by such new MA and should not affect the products already on the market.

e The duration of the SPC should anyway not extend beyond five years of patent expiry.
e There is a pending EUCJ reference on this.

e But there should be exceptional circumstances that have determined a very long period of
trials and the MA applicant should prove this.

e There is a pending CJEU reference related to this question
e [t would generate legal uncertainty.
e Wil be clarified by the CJEU.

e There is a pending CJEU reference on this issue (Merck Sharp v UK Patent Office) which looks
at this issue for the decentralised procedure (DCP). This is a normal development of case law
given the DCP was only infroduced after the SPC Regulations came into force. The situation is
very rare indeed and the Regulations should not be reopened for such an obscure
circumstance.

¢ An SPC should be available even if the patent expires before the marketing authorisation has
been granted, provided that provisions are made to ensure third party certainty.

e Thereis a pending CJEU reference related to this question.
e Thereis a pending CJEU reference related to this question.
e Thereis a pending CJEU reference related to this question.
e Thereis a pending CJEU reference related to this question.

e Wasn't aware of US provision. EU Reg is already favourable compared to US and does not
require diligence in getting product into development in timely manner. You have to draw a
line somewhere

e This question has been referred to the CJEU

e subject to the general concerns about any attempt to amend the regulation as previously
expressed.

e this situation becomes only relevant when the development of a new medicinal or plant
protection product takes a very long time or is started very late during the regular patent
term, which is a rare situation; 3rd parties need certainty regarding the length of protection to
be expected; balancing the very rare situations with the uncertainty that could be expected,
we come 1o the conclusion that an interim extension, although useful in a few special
situations, would not justify the disadvantages to introduce the uncertainty of predictability of
protection term (this uncertainty could be limited by providing a minimum ferm, e.g. 6 months
before regular patent expiry when at latest such an interim extension can be validly filed).

e Thereis a pending CJEU reference related to this question.

e The SPC Regulation provides for ample development timeline. It is perfectly possible that MA is
not obtained within patent term in individual, rare cases. But accommodating those cases by
an exception would only add overall complexity, which, on balance, does not seem
warranted.

Q 57: In Europe, the prevailing view is that it is not possible to obtain an SPC if the patent was
granted after the expiration date of the patent itself. In practice, do you favour amending the EU
Regulations in this regard?
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- additional comments -

¢ Inview of the present projects at the EPO, in the future, only very few patents will be granted
only affer the expiration date of the patent itself. Therefore, it does not seem to be critical
amending the EU Regulations in this regard.

e |t also would cause legal uncertainty.

e This has limited practical implications

e [t wouldlead to alegal uncertainty.

e Inover 30 years of practice this situation (patent grant after expiry) has never been seen

e [t would create alot of uncertainty.

e This situation is vanishingly rare and does therefore not justify an amendment to the legislation.

e Same reason as for the immediately preceding question - this would create too much legal
uncertainty for third parties compared to the benefits obtained by the SPC applicant.

e This question shows a lack of understanding of the patent/SPC systems. There is absolutely no
experience of such situation where a patent would be granted after its expiration date. If
there were, it must certainly be very limited and would therefore not justify any amendment. It
is up to the patent owner to monitor the prosecution of its patent applications and ensure
they are granted in fime.

e Thisis a highly unlikely scenario, and in any case is certainly not something that needs to be
addressed via amendment to the regulation.

e According to our previous answer
e we do noft see this situation in reality
¢ We have actually achieved what is mentioned in the question as being not possible.

e This would make the situation even less predictable. What we need in Europe is clarity and
predictability.

e asto the earlier question: only under exceptional circumstances

¢ we do not understand if the intent is to infroduce the prevailing opinion in the form of a
specific provision in the Regulation, or on the contrary to exclude application of this prevailing
opinion. We would rather be against the possibility of obtaining a SPC in such a situation as it
unduly extends third parties' insecurity

e Yes, to allow such SPCs (this question is ambiguous as to what "Yes" and "No" mean, since the
EU Regulation is not currently clear on the point hence "prevailing view")

e This would increase the number of divisionals and the evergreening of patents.

e This question is really confused. I've never heard about a case where a patent was granted
after the expiration date of the patent itself.

e This scenario is quite unrealistic and should as a more theoretical thought not lead to a re-
opening of the regulation!

e Does that situation ever occurred? If that occurred, does this exception require a amendment
of an EU regulation ?

e Veryrare case. Applicant should speed-up prosecution in this case.
e | don't understand this question. Not aware this can happen.

e [t seems that there is a problem in the question
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¢ We have never come across this circumstance in our extensive experience of filing and
prosecuting patents.

¢ An SPC should be available even if the patent was granted after the expiration date of the
patent itself, provided that provisions are made to ensure third party certainty.

e This question shows a lack of understanding of the patent/SPC systems. There is absolutely no
experience of such situation where a patent would be granted after its expiration date. If
there were, it must certainly be very limited and would therefore not justify any amendment. It
is up to the patent owner to monitor the prosecution of its patent applications and ensure
they are granted in fime.

e This question shows a lack of understanding of the patent/SPC systems. There is absolutely no
experience of such situation where a patent would be granted after its expiration date. If
there were, it must certainly be very limited and would therefore not justify any amendment. It
is up to the patent owner to monitor the prosecution of its patent applications and ensure
they are granted in fime.

e The patent applicant has options to accelerate patent examination to prevent such
situations.

e This question shows a lack of understanding of the patent/SPC systems. There is absolutely no
experience of such situation where a patent would be granted after its expiration date. If
there were, it must certainly be very limited and would therefore not justify any amendment. It
is up to the patent owner to monitor the prosecution of its patent applications and ensure
they are granted in fime.

e Frankly, the applicant will have strong regulatory data protection period in such a situation
e notf necessary because it would concern very few cases

¢ We have never experienced a European patent being granted after it expiration date. It must
be an extremely rare occurrence, which doesn't justify an amendment.

¢ We would welcome amendment to clarity this point to prevent an SPC being granted in the
case of a patent being granted after the expiration of the patent.

e such situations are very rare, as 20 years of pendency of a patent application is usually
sufficient to obtain a final decision on the grant; we see therefore no advantage to infroduce
such possibility in Europe that would inherently increase uncertainty of protection term for third
parties.

e This question shows a lack of understanding of the patent/SPC systems. There is absolutely no
experience of such situation where a patent would be granted after its expiration date. If
there were, it must certainly be very limited and would therefore not justify any amendment. It
is up to the patent owner to monitor the prosecution of its patent applications and ensure
they are granted in fime.

e The SPC Regulation provides for ample time to obtain the SPC. It is perfectly possible that the
basic patent is granted only after expiration of such patent, though those are are cases.
Accommodating those cases by an exception would only add overall complexity, which, on
balance, does not seem warranted.

Q 62: In your experience as an SPC applicant, are there aspects of the national granting
procedures that constitute a burden for applicants, and where harmonisation would make
sense?

e The granting procedures do not have the same requirements from one country to another.
The interpretation of regulation also differs.

e There are several aspects: 1) Since the case law of the CJEU is still interpreted in a different
way by the national Patent Offices, the type of SPCs, which are finally granted for the same
product may differ significantly throughout Europe. Here, a Unitary SPC may help. 2)
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Currently, in many cases a large number of SPC application is filed for the same product at
the same date in a large number of EU member states. However, unfortunately, some Patent
Offices suffer from enormous backlogs. As a result thereof, in some EU member states, SPCs
are granted very rapidly, whereas in particular in the UK and in Germany, in some cases SPCs
are only granted shortly before expiry of the basic patent. Therefore, with respect to the SPC
filings across Europe, it would be favorable, if there would be deadline for the Patent Offices
to starting examination of the SPC applications, e.g. at the latest 3 years after the filing date
of the SPC application. In anideal world, the parallel SPC applications would be examined
simultaneously across Europe.

e the time factor is a burden - all patent offices should be required to grant (or deny) SPC
applications within 12 months from filing

e The application for a paediatric extension requires excessive documentation, and could
certainly be simplified

e see question and answers before

e There are alot of differences between the patent offices in how they approach the case law
of the CJEU in processing SPC applications which can lead to different outcomes. There is a
different understanding what is "Basis patent”, "1st Registration", "product", "date of the 1st
Authorisation. There are also differences between general admininstrative procedural rules in
EU member states that can lead to different outcomes on the same application.

e refroactive effect of withdrawal of an SPC application is unclear CJEU case law is very often
unclear

e The discrepancies between National patent offices are in my experience very minor. They
could be improved by new guidelines rather than by any amendment to the Regulation.

e From an applicant’s perspective, there are no specific aspects of national granting
procedures that constitute a burden for applicants, aside the fact that a company has to go
through a high number of parallel granting procedures. Therefore, while national granting
procedures are already largely similar and we see no need for harmonisation, a single
granting procedure, resulting in a unitary SPC, would be welcome. A very practical
improvement could be a central repository accessible by applicants and national patent
offices containing details of common application documents, such as the marketing
authorisation, commission decisions, structural information and the basic patent, would avoid
duplicative filings of this material. If this question is also referring to substantive issues being
considered during granting procedures, guidelines on the interpretation of CJEU case law
could help patent offices.

e No.

e The speed of handling SPC applications differs greatly : in some countries the authorities only
take weeks to come to a decision (not) to grant, in others the authorities wait until the basic
patent is about to expire. This brings protracted legal uncertainty for all parties. Further a
single granting procedure, resulting in a unitary SPC, would be supported. If this question is
also referring to substantive issues being considered during granting procedures, guidelines on
the interpretation of CJEU case law could help patent offices.

e National granting procedures run in parallel. A practical improvement could be a central
repository for the applicant and national offices where common documents could be stored
that are needed in the different national granting procedures.

e there are in my experience no substantial difficulies

e Decisions of the CJEU should be immediately included in the day to day guideline for
examination and interpretation of the SPC regulation, and not be at the National Office
discretion whether to apply them or not. Harmonization should be total to favour legal
certainty

e Unclear case law is the greatest burden for SPC applicants

e Harmonisation on calculation of SPC term (though this would in part require harmonisation of
patent terms).
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o We think that national granting procedures are similar. Further harmonizations are not
necessary.

e The granting procedure is not burdensome when we have a central approval.

e The main problem at the moment is the lacking guidance given by the CJEU and, as a result,
the different interpretation of the CJEU case law by the national offices.

e There are many differences between the patent offices but especially between the rules of
procedures in the EU member states. Therefore, a single centralized granting procedure,
resulting in a unitary SPC, would be highly welcomed for harmonization purposes and to
prevent a fragmentation of the internal market.

e From an applicant’s perspective, there are no specific aspects of national granting
procedures that constitute a burden for applicants, aside the fact that a company has to go
through a high number of parallel granting procedures. Therefore, a single granting
procedure, resulting in a unitary SPC, would be welcome. A very practical improvement
could be a central repository accessible by applicants and national patent offices containing
details of common application documents, such as the marketing authorisation, commission
decisions, structural information and the basic patent, would avoid duplicative filings of this
material. If this question is also referring to substantive issues being considered during granting
procedures, guidelines on the interpretation of CJEU case law could help patent offices.

e No

e The burden with respect to national granting procedures is only that an applicant must do so
many and all at once. National granting procedures are generally similar, but a single
granting procedure, resulting in a single SPC with effect throughout the EU, would both
simplify the process for applicants and provide clarity for those seeking to determine whether
or not a particular European patent has been extended by SPC. Even without a "Unitary SPC,"
processes could be implemented to simplify both the application and grant processes for
SPCs. For example, a single repository could be created for access by applicants and patent
offices into which the application, supporting documents and even guidelines for substantive
review of applications could be deposited; thereby simplifying and likely expediting the
request/grant process.

e Surely, a centralized SPC application procedure would be the best way to proceed in order
to grant harmonization.

¢ Some small differences exist but in our experience these have not caused any undue
difficulties.

e The main problem is the different interpretation of the regulation and the CJEU decisions. For
example, different interpretation whether it is possible to rectify the SPC term, whether
mixtures of active ingredients are entitled to their own SPCs from the Al patent, etcetera

e There is no particular burden.

e There are no specific aspects of national granting procedures constituting a burden for
applicants other than the high number of parallel granting procedures that a company has to
go through to apply for SPCs throughout the member states. While national granting
procedures are already largely similar and harmonized, so that | see no further Need for
harmonization on a national Level, a single granting procedure, resulting in a unitary SPC
might be welcome. To make the logistics easier when applying for national SPCs, creating a
central repository for documents, which are necessary for all national granting procedures,
would be practical, so that they would Need 1o be filed by the applicant only once - with the
central repository, from where they would be accessible by national Offices there.

e There are no specific burdens.
e Yes.

e 1. the question of amendments after filing the SPC application substantially differs between
national offices; in some countries national provision exist which exclude any amendment. 2.
The product definition is very different on national label. 3. The extend of examining Art. 3a
widely differs; in particular in cases of use patents, i.e. are features like "synergistic effect" of a
combination of active ingredients in a claim fulfilled in the product of the MA
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e - For pediatric extensions where the non-centralized is used there is a lot of work - Not a huge
burden to file but it should be possible for the PTOs to obtain MA documents themselves such
as products summary etc.

e The French patent office requires that subject matter for which protection is sought be
specified in the SPC application. This is not required everywhere and raises issues as to the SPC
scope. The French law provides that the SPC is automatically deemed to be refused if the
SPC is not issued within 12 months from filing. This raises issues for the SPC applicants that
wish/need to delay grant of the SPC, for instance if the basic patent is undergoing opposition
proceedings. When the basic patent is revoked, there should be a simplified/rapid
proceeding available in all countries to declare nullity of the SPC.

e sometimes lack of fraining of the examiners

¢ No. Aslong as the individual countries are not harmonised with respect to the original patent
filings a qualified response per country provides the necessary flexibility.

o Different interpretations of article 3. Implement an attitude of allowing not rejecting
applications.

e Regarding the previous question of amendment of the product definition. There should be no
definition of the product in the SPC application, because there is no basis for that in the
Regulation and there is no need for it. The scope of protection is provided by Article 4, and
not by any product definition. Thus, there is no need for a provision for amendment. Also, the
practice of national patent offices to allow product definitions, without any legal basis, is a
burden for applicants.

e Nafional granting procédures are burdensome because they are national and therefore the
applicant needs to prosecute many SPC applications in parallel. A unitary SPC would be a
good way to simplify procédures for applicants.

e Yes, for example national specific examination standards and high variation in examination
timelines. Harmonisation makes a lot of sense, maybe through general mandatory guidelines
for examiners.

e Inltaly the application procedure does noft really present any particular burden

e thisis not a direct answer, but the disparaty in examination is a serious issue. in UK, DE, ES, SE,
NL and FR there seems to be serious examination but elsewhere there is non.

e The fact that a company has to go through a high number of parallel granting procedures is
quite a disadvantage. Therefore, while national granting procedures are already largely
similar and we see no need for harmonisation, a single granting procedure, resulting in a
unitary SPC, would be welcome. A very practical improvement could be a central repository
accessible by applicants and national patent offices containing details of common
application documents, such as the marketing authorisation, commission decisions, structural
information and the basic patent, would avoid duplicative filings of this material

e Yes, including: - Differences in applying the "Medeva test" for whether a product is protected
by the basic patent, from offices applying what is almost the "infringement test" to offices that
require verbatim claim language for the product. - Differences in administrative law, such that
some countries will retroactively correct grant decisions with respect e.g. to duration (cf
Seattle Genetics) and some will not. Also, different countries calculate the term differently, so
that it may differ by one day dependent on whether the first day of the SPC term is the day of
the patent expiry or the day after. - Differences in formal requirements, e.g. power of attorney,
originals/scanned copies efc. It would be preferable if these requirements could be made as
simple as possible

e National rules set further substantive requirements (eg inBulgaria, Hungary) that suggest
harmonization of procedural aspects is needed

¢ The mere existence of many authorities to grant SPCs is a burden.
e French IP code provides that an SPC must granted within one year from its filing date, unless

objections are raised. If not it is deemed rejected.This makes the grand proceedings of SPC in
France difficult and unecessarily risky.
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¢ Maybe a centralized SPC granting procedure, at least for a centralized EMA approvals.
e Requirements for the wording of the "product" in the SPC application

¢ e.g. how you may define the product for which protection is sought. It appears to differ
between countries.

e The speed in handling SPC applications differs greatly from state to state. A uniform method
for handling such applications would be greatly desired.

e you have to go through multiple granting procedures with different time lines and sometimes
different outcomes. A centralization would be favorable

¢ We do not have experience as an SPC applicant, but all stakeholders would benefit from a
more rigid, defined and relatively short timeframe for the national SPC granting procedures.

e From an applicant’s perspective, there are no specific aspects of national granting
procedures that constitute a burden for applicants, aside the fact that a company has to go
through a high number of parallel granting procedures. Therefore, while national granting
procedures are already largely similar and we see no need for harmonisation, a single
granting procedure, resulting in a unitary SPC, would be welcome. A very practical
improvement could be a central repository accessible by applicants and national patent
offices containing details of commmon application documents, such as the marketing
authorisation, commission decisions, structural information and the basic patent, would avoid
duplicative filings of this material. If this question is also referring to substantive issues being
considered during granting procedures, guidelines on the interpretation of CJEU case law
could help patent offices.

e No

e Definition of the product object of the SPC: In some countries, like France, there is no
"definition" of the product object of the SPC, but the product is only referred to by the INN as it
is in the MA.

e A cenftral repository of documents needed to support an application could be hosted on the
infernet between the national patent offices. This would avoid duplication in submitting
applications. If this question is asking about substantive examination procedures then
harmonised guidelines common to national offices would lead to smoother processing.

e From an experienced applicant's perspective, there are no specific aspects of national
granting procedures that constitute an undue burden. A very practical improvement could
be a central repository accessible by applicants and national patent offices containing the
details of common application documents to avoid duplicative filings of these documents. In
as much as this question refers to harmonisation of substantive issues being considered during
the granting procedures, we would welcome if the Commission issues guidelines on the
interpretation of the CJEU case law to help consistent interpretation by patent offices.

e Yes. Stays should be made more widely available and uniformly granted. The speed of
examination should also be harmonised to improve legal certainty.

e There are no specific aspects of national granting procedures that constitute a burden for
applicants, aside the fact that a company has to go through a high number of parallel
granting procedures. A single granting procedure, resulting in a unitary SPC, would be
welcome as long as the infroduction of a unitary SPC does not result in the modification of the
current SPC Regulation

¢ From an applicant’s perspective, there are no specific aspects of national granting
procedures that constitute a burden for applicants, aside the fact that a company has to go
through a high number of parallel granting procedures. Therefore, while national granting
procedures are already largely similar and we see no need for harmonization, a single
granting procedure, resulting in a unitary SPC, would be welcome. A very practical
improvement could be a central repository accessible by applicants and national patent
offices containing details of common application documents, such as the marketing
authorization, commission decisions, structural information and the basic patent, would avoid
duplicative filings of this material. If this question is also referring to substantive issues being
considered during granting procedures, guidelines on the interpretation of CJEU case law
could help patent offices.
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e From an applicant’s perspective, there are no specific aspects of national granting
procedures that constitute a burden for applicants, aside the fact that a company has to go
through a high number of parallel granting procedures. Therefore, while national granting
procedures are already largely similar and we see no need for harmonisation, a single
granting procedure, resulting in a unitary SPC, would be welcome. A very practical
improvement could be a central repository accessible by applicants and national patent
offices containing details of commmon application documents, such as the marketing
authorisation, commission decisions, structural information and the basic patent, would avoid
duplicative filings of this material. If this question is also referring to substantive issues being
considered during granting procedures, guidelines on the interpretation of CJEU case law
could help patent offices.

e In case of a centralized marketing authorization procedure the burden is limited to apply at
each national Patent Office on basis of the same information. Most of the national granting
procedures themselves are comparable. Common guidelines may be beneficiaa as well as a
common SPC register. For the unitary SPC one process for application and grant will be of
advantage.

e From an applicant’s perspective, there are no specific aspects of national granting
procedures that constitute a burden for applicants, aside the fact that a company has to go
through a high number of parallel granting procedures. Therefore, while national granting
procedures are already largely similar and we see no need for harmonisation, a single
granting procedure, resulting in a unitary SPC, would be welcome. A very practical
improvement could be a central repository accessible by applicants and national patent
offices containing details of commmon application documents, such as the marketing
authorisation, commission decisions, structural information and the basic patent, would avoid
duplicative filings of this material. If this question is also referring to substantive issues being
considered during granting procedures, guidelines on the interpretation of CJEU case law
could help patent offices.

e There are quite a few countries who either can't examine (because the IPO lacks expertise) or
examine poorly (because they do not have the expertise). Frankly, | rely on the UK, Germany
and the Netherlands.

e Yes-inrelation fo the access of staying proceedings if the basic patent is subject to an EPO
opposition or if an opposition of a basic patent otherwise relevant to a pending SPC
application is initiated Yes - in requesting prioritised examination of one application over
another when two or more applications from the same applicant regarding similar products
are pending Yes - in requesting extension of time limits for responding to Office Actions Yes - in
staying proceedings awaiting the outcome of questions pending before the CJEU that are of
relevance to the application

e [t sometimes takes years to get a first office action. Given the importance of SPCs, a case
management system should be installed, for instance 6 months to st office action, then 4
months reply deadline, and 4 month window for next office action/allowance.

e Although the current national granting procedures are highly similar, it would be preferable
with a single granting procedure resulting in a unitary SPC.

e Multiple different requirements results in huge burden for applicants

e Yes, in the infterpretation of Article 3 (a) EPC. EU-wide harmonization of this interpretation
would help greatly, as would a dedicated definition in the SPC Regulation itself.

e From an applicant’s perspective, there are no specific aspects of national granting
procedures that constitute a burden for applicants, aside the fact that a company has to go
through a high number of parallel granting procedures. Therefore, while national granting
procedures are already largely similar and we see no need for harmonisation, a single
granting procedure, resulting in a unitary SPC, would be welcome. A very practical
improvement could be a central repository accessible by applicants and national patent
offices containing details of commmon application documents, such as the marketing
authorisation, commission decisions, structural information and the basic patent, would avoid
duplicative filings of this material. If this question is also referring to substantive issues being
considered during granting procedures, guidelines on the interpretation of CJEU case law
could help patent offices.

¢ No. The national granting procedures are overall very efficient.
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Q 67: The introduction of a "SPC manufacturing waiver" for the export of SPC-protected active
ingredients to patent- free markets is currently being considered. This would allow generic
companies to manufacture SPC-protected drugs in Europe for export to patent-free countries
without infringing the SPC rights. By manufacturing we understand "manufacturing of a final
product”, and not packaging. What do you think of the idea of introducing such an "SPC waiver"?

e The healthcare sector is a patent-intensive sector and it is expected that SPC protection will
remain a critical incentive for healthcare innovation. [l opposes the introduction of an
export manufacturing exemption because: (i) it would not generate any material overall
economic benefits in the European Union, (i) it is likely fo undermine the integrity of an
important intellectual property right for the healthcare sector, and (i) it could be detrimental
to the development of future innovative (bio)pharmaceuticals in Europe and globally.

¢ While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), we strongly oppose proposals to
infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators’ exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their intfended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP tfools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

e good idea
e greatidea
e Goodidea.

e An SPC waiver would be confradictory to the SPC Regulations. European generic companies
may also produce SPC-protected drugs in patent-free European or in non-European
countries.

e The question is not clear as it is not understood what is meant by "manufacturing of a final
product" and not packaging. However, we oppose any type of SPC manufacturing waiver.

e it will make the system even more complex - eg how can you make sure that all batches
manufactured will actually be exported to patent-free countries?

e There is an urgent need for this in order to prevent generic and biosimilar production sites from
moving to non_EU countries.An SPC manufacturing waiver could allow the European generic
and biosimilar medicines industries to create thousands of high-tech jobs in the EU and many
new companies.
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e An SPC manufacturing waiver is extremely needed. The SPC Regulation, as widely recognised,
has the unintended consequence of forcing generic and biosimilar medicines production to
non-EU countries where no similar protection is in place. This puts the EU industry at
disadvantage vis-a-vis non-EU competitors. This situation prejudices competitiveness of EU
companies in the in key export markets, like for instance the US market, where patents and
patent extensions will, in most cases, expire earlier than in the EU due to the more rapid
infroduction of new medicines. This is the case with major biological products as well as
chemical molecule products. In addition, this situation gives an unintended lead time
advantage to non-EU based operators as regards entering EU Member States generics market
immediately upon the SPC protection expiry. An SPC Manufacturing Waiver would fix these
unintended side effects of the SPC by allowing generic and biosimilar medicines developers
to produce during the SPC period in order to supply unprotected markets as soon as possible.
In no will it undermine or change the existing IPR equilibrium in the EU. An SPC manufacturing
waiver will bring high skill pharmaceutical R&D and manufacturing back into the EU
(companies always prefer proximity of research centers to the manufacturing of the product,
so it will actually increase R&D in Europe). It will develop and strengthen EU manufacturing
science, boost European SMEs, strongly support the European Active Pharmaceutical
Ingredients (API) industry, increase the EU trade balance, create economic growth in Europe
and ultimately boost the opportunity for the European industry to compete for global
leadership. There is no risk with a manufacturing waiver that generics and biosimilars enter the
market before SPCs expire. The rules in place today to avoid that this happens will not change
at all with an SPC MW. EU countries have all the necessary legal tools to block and seize
infringing pharmaceuticals before they reach the market (e.g. preliminary injunctions), and
this will not change. NB. until very recently, in eastern European countries, where SPCs where
not in place yet, there were already on the market generic products that were unprotected
in those markets but still protected in Western EU markets. This did not create infringement
issues in protected markets, therefore an SPC manufacturing waiver would not create any
specific risks. The SPC MW is only about entering the market and creating competition
immediately after SPCs expire. European companies today cannot do it. Either they produce
abroad, or they enter the EU market over 6 months affer SPCs expire. The SPC manufacturing
waiver is not about competitiveness between originators vs. generics. It is about
competitiveness between European vs. non-European pharmaceutical industries.

e Goodidea

¢ While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), strongly opposes proposals
to infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators’ exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their infended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP fools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

380



Institut fiir Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

e It would weaken Europe's IP System. A region like Europe with high labor costs and high
enviromental standards is unlikely o compete with countries with low standars in IP protection.
The SPC waiver is unlikely to have Overall an Advantage to Europe

e Might help industry but for the patent/SPC owner it would be a big disadvantage as he/she
would need to control the production and that it is only used for export currently which is
combined with high expanses. In the sense of patent law this would take all use from a SPC.

e - SPCs are created to stimulate investments intfo R&D. - SPCs should provide the same scope of
protection as the basic patent confers. - Infroducing a manufacturing SPC waiver would
fundamentally undermine this right. - Would be detrimental to development of further
innovative products in the EU.

e | think it would open the door to more legal uncertainty for SPC holders. Focus should be on
convincing patent-free countries to amend their laws to install a fair system that actually
stimulates innovation for health, rather than to just rely on the efforts of other, more
developed, countries.

e In general benefit for EU: Generic industry can produce in Europe and can generate jobs in
the EU.

e ;s scveral concerns about the proposed introduction of an SPC manufacturing
waiver as it may undermine the SPC regime while not achieving the desired objectives. Even
if it is a sui generis protection per se, the SPC confers a patent-type protection which includes
protection against manufacturing. Moreover, this could encourage other countries in the
world o follow a similar approach. If countries that currently respect extended patent rights
were to implement a similar waiver, this would end up undermining the value of patent
protection as such, which would send a bad signal for innovators and their investors.  Another
concern relates to the enforcement of such a measure. It seems difficult to provide an
absolute guarantee that generic products are manufactured in the EU only for export in
countries where the protection has expired or doesn’t exist at all. There may be situations
where products are exported to countries where companies may benefit from potential IP
rights not yet granted due to a deficient IP system or simply in countries where generic
manufacturers decide to challenge a patent and launch the generic product anyhow. Such
provisions would make it harder for right holders to enforce their rights and weak judicial
redress systems in export markets may act as an additional obstacle. By introducing an SPC
manufacturing waiver, the EU IP regime would therefore be weakened with the primary
objective of encouraging local generic manufacturing. However, it sesems unlikely that the
manufacturing waiver will effectively attract more manufacturing in the EU. There are various
considerations that underpin decisions on the location of manufacturing, which includes costs
but also quality and reliability of supply, as well as local market access conditions. Regarding
the later, in fact, many of the export countries currently favour local generic manufacturing,
meaning that the market opportunity for EU-based generic manufacturers is relatively low.
Moreover, evidence suggests that quite often, the window of opportunity for EU-based
generic manufacturers is relatively short as IP doesn’t expire significantly earlier in non-EU
markets compared to EU markets. Considering this and the fact that manufacturing in the EU
may sometimes be associated with higher costs than outside the EU, the positive effect on EU
manufacturing and job creation is uncertain.

¢ Badidea

e Like the existing systems the generics will test the gray areas (stock piling for sale after EP
patent lapse etc.). It will will be too complex in my opinion

« I ; c<finitcly in favour of this - to protect the EU manufacturers and jobs in
EU

e worth exploring further

e | am unaware of any persuasive evidence that the existence of an SPC right has an
economic impact on the ability of European generics fo compete in this situation. | am
concerned that infroducing a waiver risks significant and unintfended economic
conseguences.

e [t makes sense. There is no prejudice for the Originator in this case.

e Could help European generic manufacturers to survive
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e We do not support the idea of infroducing a manufacturing waiver, and agree with EFPIA's
comments in response to this question.

e This would constitute a violation of current patent law application in Europe, which should be
avoided.

e« SPC are created to stimulate investments in further R&D. SPC should provide the same
scope of protection as the basic patent confers. The introduction of an SPC Manufacturing
Waiver would be detrimental to the development of future innovative pharmaceuticals and
crop protection products in Europe and globally. Furthermore it would be a negative signal
about EU’s respect for and seriousness about building a knowledge-based economy if SPC as
a kind of IP protection will not be respected. « Addifionally, it would be inconsistent with EU’s
tfrade policy where the EU has consistently argued against localisation policies and more
particularly about using IP tools to favour domestic production. Finally, such a policy
encourages the intfroduction of similar exemptions by other countries, which are mostly more
competitive than Europe is from a manufacturing perspective. ¢ The potential of such a
measure to bring more highly-skills jolos back to Europe, as argued by the generic industry, is
highly contested because of reducing demands of originator products leads to highly-skilled
job losses in the branded sector at the same time (see analysis by Sussell et al., Journal of
Generic Medicines 2017). * The generic industry claims that the delay induced by SPCs is
hampering its competitiveness globally. It is to be questioned whether this is the main factor
and whether there are actual opportunities given the existing competition dynamics within
key export markets. ¢ Contrary to generic industry claims, infroducing a SPC manufacturing
waiver could also have an effect on European originators” exports to these markets, which is
the market on which European generics will be competing - substituting the export value of
originator products for lower value generics which could cause job losses in the EU’s
innovative pharmaceutical sector. It further deprives originators of potential licence revenues,
had they licence out the right fo manufacture for exports.

e We don't think it is appropriate to treat SPC protection any differently from basic patent
protection and there should be no waiver.

¢ We strongly oppose proposals to intfroduce a SPC manufacturing exemption for export. The
generic industry claims that the delay induced by SPCs is hampering its competitiveness
globally. We question whether this is the main factor as well as whether there are actual
opportunities given the existing competition dynamics within key export markets. Further, the
potential of such a measure to bring more than 60,000 highly-skills jobs back to Europe is highly
contested. In fact, a recently published counter analysis (Sussell et al., Journal of Generic
Medicines 2017) revealed that the model on which the claim by the generic industry is based,
contains several limitations, most notably a substantial arithmetic error and the assumption
that increased demand of generic products leads to job gains in the generic sector but that
simultaneously, reduced demand of originator products does not lead to job losses in the
branded sector. Corrected by these limitations, the counter analysis finds that there would be
only a few, if at all any taking into account uncertainty as a parameter, benefits from such a
measure. Further and contrary to generic industry claims, this proposal to infroduce a SPC
manufacturing waiver could also have an effect on European originators” exports to these
markets, which is the market on which European generics will be competing - substituting the
export value of originator products for lower value generics which could cause job losses in
the EU’s innovative pharmaceutical sector. It will definitely have a significant impact on
European originators in ferms of monitoring / enforcement as it will be difficult and
burdensome, if it is possible at all, to ensure these proposals are limited to their intended
purpose. Most importantly, it would be sending a very bad signal about EU’s respect for and
seriousness about building a knowledge-based economy which is at odds with its tfrade policy
where the EU has consistently argued against localisation policies and more particularly about
using IP tools to favour domestic production.

e Strongly in favor of an SPC waiver & packaging should be included.

o We oppose 1o this idea. The healthcare biotechnology sector is a patent-intensive sector and
it is expected that SPC protection will remain a critical incentive for healthcare innovation.
ﬂ opposes the infroduction of an export manufacturing exemption because: (i) it
would not generate any overall economic benefits in the European Union, (ii) it is both likely to
undermine the integrity of an important intellectual property right for the healthcare
biotechnology sector, and (iii) it would be detrimental to the development of future
innovative biopharmaceuticals in Europe and globally.
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e Is very important for the European Pharma Industrie and will bring new jobs

e We do not support such an idea. It could have an impact on European originator's export to
these markets. It will also have an impact on European originators in terms of monitoring /
enforcement whether such idea would be limited to its infended purpose. Further we are
concerned that implementation of such idea may ultimately lead to infroduction of such
"waivers" in patent systems of other countries.

e | am notin favour since this narrows the protection provided by the SPC to less than the
patent laws give as patent protection (covers the maufacturing) and is not justified since
even if generics produce in patent free countries they cannot import to the EU if it is patent
protected there. The fact that they go somewhere else must be tackled by other measures.

e Infavor
e This may be usefull fo ensure local manufactrure

e Could be part of the solution, tfaking intfo account that there is no loss for the patentee since
the generic product will not enter the EU market before expiry of the SPC. This will also
eliminate the de facto extension of the monopoly (time for manufacturing the generic
product in EU for EU market)

e It may be a positive ideq, as it may allow smaller pharmaceutical companies to center its
core bussiness in producing "not-burdened" substances for third countries.

e Currently we are manufacturing only outside EU.

e An SPC manufacturing waiver is strongly needed and will support generic companies in the
decision to keep up production in Europe. It will by no means change the IPR rights for the
originators. His economic monopoly as intended by patent/SPC protection is in no way
touched. As one can see all over the markets today generic products are on the market the
next day after patent expiry. At the moment these products necessarily come from
production sites from countries without Patent/SPC protection but they come. The only
change after infroducing a manufacturing waiver will be that these products at day 1 on the
market after patent expiry must not necessarily come from production sites outside the EU but
could come from EU-sites. The economical situation of the originator which is infended to be
protected by patent/SPC is not at all touched by this: In one case the generic product comes
from outside EU, in the other case it comes from inside the EU but they both come on the
same day which is day 1 after patent expiry. Thus the competition is not between originator
and generic but only between generics from inside and from outside the EU. The
manufacturing waiver would also not tfrigger any SPC infringement. Historically the location of
a production might have had an impact on the economical situation of the patent holder: If
the production site was in the country it would be easier for the infringer to exploit the patent
economically because the product was available on the market. For this reason patent
protection was extended to the production phase. But this concept does not play a role any
more as the logistic chain is good enough to deliver any given product to any given market
at any given time from anywhere in the world. It can be stated that in markets like in
Germany there hasn’t been any generic product on the market before patent expiry for
many years. The reason for this is not that the product could not be imported or otherwise
being brought to Germany but is mainly because any action to get info a reimbursement
scheme (i.e. the necessary listing in the reimbursement lists) would have immediate legal
consequences as patent infringement (independent of the question where the actual
generic product is coming from). Without being in a reimbursement scheme it doesnt make
any sense to try to sell products. As there is no manufacturing waiver the generic companies
are forced to start the generic production outside the EU. If they have started the production
there it is very likely that they will continue to manufacture outside because any relocation of
pharmaceutical production is costly and complicated due to the many regulation on
pharma production. Additionally it shows in the last years that increasingly not only the
generic production moves outside EU but also the generic research and development in new
generic substances as it is easier if development and production are at the same place. A
manufacturing waiver would therefore strengthen the competitivhess of EU production, it will
hold back in the EU high skilled pharmaceutical R&D as well as production, also the
production of Active Pharmaceutical Ingredients, and thus not only create economical
growth in EU but also reduce the heavy dependency of Europe from Non-Europe-countries.

e OKwithit.
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[ no

e We strongly favour the SPC waiver, in the sense it defines an exclusion from SPC protection for
the purpose of export and manufacture during SPC period for domestic launch after SPC
expiry.

e Itis essential in order to not degrade the capability of the EU and the UK to manufacture its
own medicines. This is a strategic industry. It is fundamental. In the event of a major
infernational incident do we want to be reliant upon non-EU countries for manufacture of all
essential medicines? NO.It affects two markets - generic medicines where asymmetric
protection means that to launch across the EU on day 1 you have to import the product from
a non-EU source. There is no degrading of the SPC holders commercial rights as day 1 will
happen in any event regardless of the source. The second area is the emerging market in
biosimilars. The EU will not establish a successful manufacturing bases if it cant manufacture for
its own domestic market. Finally it is a well known principle that all successful international
business start from a strong domestic base. The SPC regulation prevents a strong domestic
base from being formed for manufacture of generic medicines or biosimilars

e | would question whether such a waiver represents a "limited" exception that could be
permiftted under Article 30 of TRIPS.

o We strongly disagree and oppose the proposal. We don't think that such proposal lead major
economic positive impact. On the other hand, we are afraid of serious negative impact on
the originators.

e We agree with EFPIA's position on this issue.
e Qgood idea
e totally agree!

e In principle, we are not against the idea of such a waiver. But it needs to be ensured that the
manufacturing does not serve the purpose of early entry in the EU market.

e - SPCs are created to stimulate investments into R&D. - SPCs should provide the same scope of
protection as the basic patent confers. - Infroducing a manufacturing SPC waiver would
fundamentally undermine this right. - Would be detrimental to development of further
innovative products in the EU.

e Anspc waiver will be more than welcome in our company. Nowadays we are looking for
facilities outside Europe in order to manufacture products that we would like to sell in
counftries with no patent limitations that in europe are still protected

e - Proposals to infroduce a SPC manufacturing exemption for export should be opposed. - It
would be a negative signal about EU’s respect for and seriousness about building a
knowledge-based economy if SPC as a kind of IP protection will not be respected.
Additionally, it would be inconsistent with EU’s tfrade policy where the EU has consistently
argued against localisation policies and more particularly about using IP tools to favour
domestic production. Finally, such a policy encourages the introduction of similar exemptions
by other countries, which are mostly more competitive than Europe is from a manufacturing
perspective. - The potential of such a measure to bring more highly-skills jobs back to Europe,
as argued by the generic industry, is highly contested because of reducing demands of
originator products leads to highly-skilled job losses in the branded sector at the same time
(see analysis by Sussell et al., Journal of Generic Medicines 2017). - The generic industry claims
that the delay induced by SPCs is hampering its competitiveness globally. It is fo be
questioned whether this is the main factor and whether there are actual opportunities given
the existing competition dynamics within key export markets. - Contrary to generic industry
claims, infroducing a SPC manufacturing waiver could also have an effect on European
originators” exports to these markets, which is the market on which European generics will be
competing - substituting the export value of originator products for lower value generics
which could cause job losses in the EU’s innovative pharmaceutical sector. It further deprives
originators of potential licence revenues, had they licence out the right to manufacture for
exports.

e [t may be a goodidea. It has been implemented for example in Italy in a particular situation .
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e | am very much in favour of a SPC manufacturing waiver. The SPC Regulation forces generic
and biosimilar medicines production to non-EU countries where no similar protection is in
place. This puts the EU industry at disadvantage vis-a-vis non-EU competitors. This situation
prejudices competitiveness of EU companies in the in key export markets, like for instance the
US market, where patents and patent extensions will, in most cases, expire earlier than in the
EU due to the more rapid introduction of new medicines. This is the case with major biological
products as well as chemical molecule products. To not lose out on business and
employment opportunities for European APl Producers and pharmaceutical product
manufacturers to deliver into the rest of the world, while others can supply the markets freely,
such as US where the protection runs out earlier. It is also important to be able to deliver into
the European markets at day 1 after patent expiry, this is only possible with a SPC
manufacturing waiver. Another Advantage of keeping production in Europe is, that here the
environmental regulation is much more effective and so the production will be less harmful
for the environment. Which goes hand in hand with the current sustainability goals of the EU
and the UN.

e | am against the idea and fear it would lead to a decline in European innovation

e [t would surely be of great benefit to the generic industry but would strikingly go against an
established principle of patent law of virtually all EU member states, i.e. that manufacturing
the invention in a country where the invention is protected by the patent is an infringement
regardless of what the manufacturer then does with the manufactured product (e.g. stores it
until patent expiry, exports it, etc.)

e While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), strongly opposes proposals
to infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators’ exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their intfended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP fools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

e An"SPC waiver" should not be infroduced

e We think such a "manufacturing waiver" is inappropriate, unnecessary and counter-
productive. The purpose of the SPC is to compensate the innovator for patent term lost due
to the lengthy (and expensive) development and regulatory approval processes. Even given
this fact, no more than 5 years of patent term can be restored, regardless of whether more
than five years have been lost. (See, e.g., Sussell et al., Journal of Generic Medicines 2017.)
Either patent rights are valuable and the goal of incentivizing investment in innovation,
despite the lengthy and expensive regulatory process, is valuable or they are not. There is
ample evidence that generic companies suffer little to no economic harm because of SPCs.
Whereas, the erosion of an intellectual property right harms EU innovators not only by virtue of
the value of that right in the EU but also by setting a precedent for other countries to rely on to
also erode innovator's IP rights. Additionally, such a waiver would result in erosion of innovator
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exports to the “patent free” country, and substitution of lower value generic sales for higher
value innovator sales will result in a net loss to the EU economy. Finally, such a "waiver" would,
to be fair at all, require protections to be created to prevent, detect and stop abuse of the
waiver. Who will ensure that the generic company is only making enough product to export
and is only exporting to countries where the innovator has NO patent protection for that
product (or it's labeled indication or formulation or dosing regimen or etfc., etc.)? How will one
detect a violation, and what remedies will be available to the patent holder? Injunction?
Damages? Loss of right to manufacture under the waiver? And what legal infrastructure will
be required to be put in place to protect the innovator’s right in ifs intellectual property?

e We are strongly against this idea.

e | do not support the infroduction of such a waiver. Many factors influence whether legitimate
generic manufacturing may occur in one country or another. There is no reason 1o single out
SPCs and to do so would unjustly erode the benefit of the SPC to the developer and set a
terrible precedent for the EUs regard for IP rights.

e very positive

e Infavour

e Inthe plant protection area it is not necessary.
e We strongly disagree with such an SPC waiver.

¢ While the wording of this question (and therewith the scope of the infended waiver) is not
entirely clear - once referring to SPC protected active ingredients and then referring to SPC-
protected drugs (not closer defined), the infroduction of such a waiver altogether is strongly
objected tfo.

e Studies on the benefit of a SPC waiver to EU companies came out with divergent results. Since
there is no clear evidence for an advantage, the SPC waiver should not be implement as it
would represent an erosion of existing IP rights.

e It would be a positive and reasonable provision.
e On the whole our clients do not support such a manufacturing waiver

e Not always necessary, as there is not always an SPC in every EU country. So in some EU
countries the product could sfill be manufactured right after patent expiry.

e in my point of view this could be a reasonable and appropriate exemption.

e Inits current formulation the document is much broader than indicated above e.g. including
biosimilars. In addition | wonder why this waiver shoul only apply to pharma products and not
all products (if it should be introduced at all)? It would be a bias against pharma industry over
other industries. Allowing this would necessarily give these manufacturing entities an
advantage also in Europe when SPCs expire since they would be all setf so it will change the
current competitive landscape and this should be kept in mind. Who will make the huge
investments in new developments in the future if the ROI is mitigated.

e we would be favorable but the "SPC manufacturing waiver" should not authorise the generic
company to constitute stocks for immediate commercialisation in Europe when the SPC
expires.

e Thisis a bad idea. It removes a significant part of the value of an SPC which, like a patent,
gives the exclusive right fo manufacture. Exactly the same argument could be made for a
"patent waiver" for export to countries where there is no patent, perhaps because the
patentee did not pursue protection, during the term of the patent. Efforts should be focused
on tfrade commitments to improve protection in third countries rather than reducing
protection in the EU.

e We are against it. SPCs are not a driver for companies to decide where to locate their
production, the cost of production is rather the primary criteria for any company (be it
generic or not). This would be particularly true for the EU, where production costs are more
likely to be higher, and would rather deter companies to locate their production there.
Moreover, the "SPC manufacturing waiver” is likely to create an opportunity to stockpile their
production until patent or SPC expiry.
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e | am for introduction of a SPC waiver.
e Dangerous, stocking and use for the European market may occur

¢ Mixed feelings because under WTO rules preparatory work to get the marketing authorization
is not considered a patent infringement, stock piling however is an infringement. The SPC
manufacturing waiver may be considered as stockpiling.

e unacceptable
e | oppose that idea as it undermines the Basic principles of patent protection.

e Greatidea. This would strengthen the European generic industry and remove the competitive
drawback against the manufacturers of other countries especially China and India.

e Would not secure the investments of innovators

- - << that an SPC manufacturing waiver could allow
generic manufacturers to create new jobs in both scientific and technical areas while
ensuring the supply of the market with quality pharmaceutical products. Specifically in
Greece, an SPC waiver would encourage future investment of companies to increase exports
of domestically (and thus European) produced products, create new jobs, boost SME
businesses and cultivate an extraverted mentality directed to high quality and efficient
products. Il generic manufacturers will be able to take advantage of the EC's proposed
supplementary protection certificate waiver, the effect of which will be to increase R&D
expertise and support the national economy. However it is unclear what is being suggested as
"manufacturing of a final product" excluding or not including packaging. This would highly
undermine the ability to export products which need special handling with regards to external
weather and other factors. Furthermore, it has never been defined as to what packaging
refers to primary or secondary packaging? An SPC waiver would not have the same effect if
in practice a product or company is unable to export because the specific product is in semi-
finished form and cannot be exported without packaging.

e Goodidea

e This would reinforce European generic producers.

e goodidea

e Infavour. It would be good for the European Economy.
e | don'tlike if.

e Goodidea

e The SPC waiver would increase the availability for european based manufacturers to
compete in similar conditions with companies based in countries with no extensions.

e Badidea goes against the fundamentals of IP rights.

e The EU rules on patent exemption for emergency situations should suffice for business
purposes. Pushing manufacturing out of the EU encourages build-up of manufacturing
competence outside EU, which is generally good. However, chemical manufacturing in third
world countries is often quite polluting, so pushing manufacturing outside the EU could lead o
increased pollution. That should be countered by active support of tech transfer in areas of
clean chemical manufacturing on an EU level. A little bit off-topic as relates to SPCs,
perhaps...

e | think that this seriously undermines the established patent system and is unjustifiably unfair to
patentees. The generics can still manufacture the product, but outside the EU. There is
insufficient evidence to support a "business case" in ferms of benefits to the EU by way of jobs,
revenue, etc that would justify this approach.

¢ A manufacturing waiver would undermine the fundamental principle of the SPC (incentivizing
research and development by compensating for regulatory delay). It would also send an
adverse signal to countries with weak patent protection.
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e Thisis a highly sensitive topic, and rightly so as it would significantly erode the rights of SPCs
holder and introduce considerable issues in respect of adequately policing this issue. If
considered at all, it should be very carefully considered and examined in a broader context
looking at incentives and regulatory rights generally.

e | would oppose the infroduction of an SPC manufacturing exemption.
e Broadly in favour

¢ An SPC manufacturing waiver might be very interesting and could foster further the
pharmaceutical industry. However, it would also provide those companies with a certain
advantage for launching the product in Europe once the SPC expires. Hence, a well-
functioning control system would be required in order to assure that only product is launched
in Europe that has been manufactured after the expiry of the SPC.

e An SPC manufacturing waiver is extremely needed.

e A SPC manufacturing waiver is not necessary. The Party that needs a waiver or is in favour
thereof can always contact the SPC-holder for a license on an arms length basis. The right to
be active in a country with SPC protection can not be provided on a royalty free basis and
anyhow would require a compensation payment. Therefore, it should be left to the involved
parties to negotiate this license rather than providing such a waiver via some legal measure.

e Do not agree unless agreement between the patent holder and the generic

e The waiver could be allowed only for cases in which the originator does NOT produce the
active ingredient in Europe.

e Greatideq, should also be extended to packaging and stockpiling

e this would allow the EU to compete with the rest of the world as af the moment there is a
significant delay between the EU and (eg) the US that causes uncertainty with cost and
looking for CDOs and CMOs in other countries.

e We strongly oppose to a proposal to infroduce a SPC manufacturing exemption for export. It
would be sending a very bad signal about EU’s respect for and seriousness about building a
knowledge-based economy which is at odds with its tfrade policy where the EU has
consistently argued against localisation policies and more particularly about using IP tools to
favour domestic production. Finally, such a policy encourages the intfroduction of similar
exemptions by other countries, which are mostly more competitive than Europe is from a
manufacturing perspective. And when every country has its manufacturing exemption, and
potentially during patent term, what will be left for the EU?

e | disagree. Monitoring and enforcing in order to make sure that such manufactured products
would only be put on the intended patent-free markets, not the EU market in which they were
produced, would be an undue and serious burden upon the research companies.

¢ While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), strongly opposes proposals
to infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators’ exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
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to ensure these proposals are limited to their infended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP fools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

e This would hugely increase legal uncertainty!l!
e We support Efpias comments

e First, packaging is part of manufacturing and should not be excluded (another thing is
stockpiling before patent expiry). This measure will not damage innovative industry at all, as
there are many manufacturers working out of the EU that will not be stopped. This measure will
provide equal opportunities to the generic industry based in Europe. This will allow o retain
high-value workers and technology in Europe and be competitive as manufacturers, without
allowing the sale of protected products before SPC expiration. | find that there is no valid
justification not to allow early manufacturing for third-countries.

e Good idea to avoid that all manufacturing activities go to other countries.
e Not a good idea. Suggested benefits would be highly limited.

e Personally | have serious doubts about Generic companies manufacturing in Europe to export
in countries in which there is no SPC and therefore already generic competition. Indeed, most
of such generic companies have invested outside Europe (fo competitive with Chinese and
Indian APl manufacturers for markets outside Europe) or do already buy the API from
companies located outside Europe at reduced costs. | have doubts that companies
producing APl in Europe would bring competitive APl (lower price) versus local production in
India or China for markets outside Europe/US. Finally, for several small EU member states or for
new EU member states there were/are no patent protection at all for many, many drugs and
these patent gaps did never stimulate European generic companies to actively produce in
these countries to export outside the EU. A lot of American/Japanese companies or start-up
companies do not patent protect their products in all the EU member states. For instance our
company commercializes a patent protected drug which has no patent protection in e.Q.
Poland etc, and no European generic company has ever produced our APl in Poland efc. So
the SPC waiver rational is based on pure speculation which has never been confirmed by
proper facts and business cases.

¢ We are totally agree with the infroduction of the SPC waiver because we think that the
legislation must be allow the fine Chemical Industry to manufacture, prepare, supply and sell
active pharmaceutical ingredients covered by a Supplementary Protection Certificate before
the expiry of that right, provided the active pharmaceutical ingredients is exported or used to
manufacture medicines that will be exported to countries out of the European Union where
there is no patent and/or where it has expired

e We strongly disagree. First, this undermindes the patent/SPC protection. Second, it will be very
difficult, time-consuming and burdensome to control these types of waivers for the patentee,

e Significantly oppose any proposal to infroduce a SPC manufacturing exemption for export.
e |tis a good idea and should not be contentious.
¢ We would be against such a waiver

e While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), strongly opposes proposals
to infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads o job gains in the generic sector but that simultaneously, reduced demand of
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originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators” exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their intfended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP tools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

e We do not agree with this idea

e As Europe positions itself globally as an innovation intensive economy, dilution of IP rights in
favour of generic industries would send a very negative signal on industrial policy. Our
company has a very significant manufacturing presence in the EU producing high value
finished products for export around the world. Introducing a waiver of this type would
inevitably impact our investment in this area and lead to job reductions. We cannot believe
these negative economic consequences would be outweighed by job creation in generic
industries.

e Sounds reasonable. But is the patent situation really the driver for decisions on where certain
products are to be manufactured? It would seem that total cost of manufacturing are
decisive, and Europe has already somehow lost the role as "pharmacy for the world".

¢ an SPC manufacturing waiver should not be possible

e If such a manufacturing waiver was introduced, there would need to be significant
safeguards to ensure its proper use to avoid it becoming a backdoor route to infringement
inside the EU/EEA.

e We strongly opposes proposals to introduce a SPC manufacturing exemption for export. Most
importantly, it would be sending a very bad signal about EU’s respect for and seriousness
about building a knowledge-based economy which is at odds with its frade policy where the
EU has consistently argued against localisation policies and more particularly about using IP
tools to favour domestic production. Finally, such a policy encourages the infroduction of
similar exemptions by other countries, which are mostly more competitive than Europe is from
a manufacturing perspective. And when every country has its manufacturing exemption, and
potentially during patent term, what will be left for the EU?

e We strongly oppose proposals to introduce SPC manufacturing exemption

e While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), strongly opposes proposals
to infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators’ exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
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pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their infended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localization policies and more particularly about using IP tools to favor domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

e While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), strongly opposes proposals
to infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators’ exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their infended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP tools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

e The wording of this question refers alternatively to active ingredients and final products and
does not define “final products” (these are different). We agree with Il to oppose to
infroducing a SPC waiver. The generic industry claims that the delay induced by SPCs is
hampering its competitiveness globally. It must be questioned whether this is the main factor
as well as whether there are actual opportunities given the existing competition dynamics
within key export markets. Further, the potential of such a measure o bring more than 60,000
highly-skills jobs back to Europe is highly contested. In fact, a recently published counter
analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the model on which
the claim by the generic industry is based, contains several limitations, most notably a
substantial arithmetic error and the assumption that increased demand of generic products
leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking info
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators” exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their intfended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP fools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
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perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

¢ | have doubts over the evidence on which the proposal has been based. The economic
benefits are not certain and the political risk of weakening EU IP protection ie.g. in future frade
talks could be sigfnificant. Therefore whilst it is worth exploring because the generics industry
says it would asisst, care should be taken to base future legislative decisions on reliable
research data.

e While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), strongly opposes proposals
to infroduce a SPC manufacturing exemption for export. The generic industry claims that the
delay induced by SPCs is hampering its competitiveness globally. We question whether this is
the main factor as well as whether there are actual opportunities given the existing
competition dynamics within key export markets. Further, the potential of such a measure to
bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact, a recently
published counter analysis (Sussell et al., Journal of Generic Medicines 2017) revealed that the
model on which the claim by the generic industry is based, contains several limitations, most
notably a substantial arithmetic error and the assumption that increased demand of generic
products leads to job gains in the generic sector but that simultaneously, reduced demand of
originator products does not lead to job losses in the branded sector. Corrected by these
limitations, the counter analysis finds that there would be only a few, if at all any taking into
account uncertainty as a parameter, benefits from such a measure. Further and contrary to
generic industry claims, this proposal to introduce a SPC manufacturing waiver could also
have an effect on European originators’ exports to these markets, which is the market on
which European generics will be competing - substituting the export value of originator
products for lower value generics which could cause job losses in the EU’s innovative
pharmaceutical sector. It will definitely have a significant impact on European originators in
terms of monitoring / enforcement as it will be difficult and burdensome, if it is possible at all,
to ensure these proposals are limited to their intfended purpose. Most importantly, it would be
sending a very bad signal about EU’s respect for and seriousness about building a knowledge-
based economy which is at odds with its frade policy where the EU has consistently argued
against localisation policies and more particularly about using IP tools to favour domestic
production. Finally, such a policy encourages the infroduction of similar exemptions by other
countries, which are mostly more competitive than Europe is from a manufacturing
perspective. And when every country has its manufacturing exemption, and potentially
during patent term, what will be left for the EU?

e Probably helpful for active ingredient manufacturers based in EU

e This would be a good idea in some countries because it would keep jobs within EU. However,
in order to function as infended it would require an extremely well-functioning tracking system
of each batch in order to make sure that all batches are exported to patent-free jurisdictions

e  First, this question is clearly biased and at the same fime intransparent. Where the question
states that such waiver ,is currently being considered™, the question is, by whom, and how
does that inform the SPC Survey? It appears that the generic industry is proposing such waiver.
Furthermore, why are earlier questions - despite complexity - framed as binary yes/no
questions (or no opinion), but this is an open question that does not, empirically, allow to
capture objection? In substance, the concept of such waiver is at odds with the system of
patent exclusivities otherwise. Infroduction of such waiver would undermine the cohesiveness
of the European patent system. Besides, no such waiver is available in the US or Japan, either.

e | don’t believe the intfroduction of an "SPC waiver” to be a good idea, as a conftrol
mechanism to impede any exported products to be re-imported to Europe, does not currently
exist.

¢ | would expect no influence, because maufacturing in Europe is expensive.

e SPC waiver does not preclude and market monopoly, it just influences the selection of
production site Europe vs countries such as China and India

e While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), we would strongly oppose
proposals to infroduce a SPC manufacturing exemption for export. The generic industry
claims that the delay induced by SPCs is hampering its competitiveness globally. We question
whether this is the main factor as well as whether there are actual opportunities given the
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existing competition dynamics within key export markets. Further, the potential of such a
measure to bring more than 60,000 highly-skills jobs back to Europe is highly contested. In fact,
a recently published counter analysis (Sussell et al., Journal of Generic Medicines 2017)
revealed that the model on which the claim by the generic industry is based, contains several
limitations, most notably a substantial arithmetic error and the assumption that increased
demand of generic products leads to job gains in the generic sector but that simultfaneously,
reduced demand of originator products does not lead to job losses in the branded sector.
Corrected by these limitations, the counter analysis finds that there would be only a few, if at
all any taking info account uncertainty as a parameter, benefits from such a measure.
Further and contrary to generic industry claims, this proposal to infroduce a SPC
manufacturing waiver could also have an effect on European originators” exports to these
markets, which is the market on which European generics will be competing - substituting the
export value of originator products for lower value generics which could cause job losses in
the EU’s innovative pharmaceutical sector. It will definitely have a significant impact on
European originators in ferms of monitoring / enforcement as it will be difficult and
burdensome, if it is possible at all, to ensure these proposals are limited to their intended
purpose. Most importantly, it would be sending a very bad signal about EU’s respect for and
seriousness about building a knowledge-based economy which is at odds with its tfrade policy
where the EU has consistently argued against localisation policies and more particularly about
using IP tools to favour domestic production. Finally, such a policy encourages the
infroduction of similar exemptions by other countries, which are mostly more competitive than
Europe is from a manufacturing perspective. And when every country has its manufacturing
exemption, and potentially during patent term, what will be left for the EU?

e We do not agree with this idea
¢ Sensible idea

¢ While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), vfa (German Association of
Research-based Pharmaceutical Companies) strongly opposes proposals to infroduce a SPC
manufacturing exemption for export. The generic industry claims that the delay induced by
SPCs is hampering its competitiveness globally. We question whether this is the main factor as
well as whether there are actual opportunities given the existing competition dynamics within
key export markets. Further, the potential of such a measure to bring more than 60,000 highly-
skills jobs back to Europe is highly contested. In fact, a recently published counter analysis
(Sussell et al., Journal of Generic Medicines 2017) revealed that the model on which the claim
by the generic industry is based, contains several limitations, most notably a substantial
arithmetic error and the assumption that increased demand of generic products leads o job
gains in the generic sector but that simultaneously, reduced demand of originator products
does not lead to job losses in the branded sector. Corrected by these limitations, the counter
analysis finds that there would be only a few, if at all any taking info account uncertainty as a
parameter, benefits from such a measure

e Not in favour as it sfrengthen the notion that there should be a difference between the
protection offered by a patent pursuant to non-Community principles of patent law
compared to the protection offered by an SPC pursuant to the SPC regulation.

e We are strongly opposed to the infroduction of an SPC waiver. It will effect innovators market
position in important non-SPC countries, such as China, and thereby replace the export of
high value innovator products with lower value generics/biosimilars. This will be a net loss to
European economy and contrary to EU's ambitions for creating a knowledge-based
economy.

e [t remains a breach of the patent owners' rights and erodes IP protection. Any such
manufacture would at the very least need to be with the approval of the patentee and/or
subject to payment of an appropriate royalty.

¢ An SPC manufacturing waiver is extremly needed, The SPC Regulation as widely reconised,
has the unintended consequence of forcing generics and biosimilars medicines producton to
non-EU countires where no similar protection is in place. This puts the EU industry at
disadvantage vis-a-vis non-EU competitors. This situation prejudices competitivenes of EU
companies in the in key export markets, like for instance the US market, where patents and
patent extensions will, in most cases, expire earlier than in the EU due to the more rapid
infroduction of new medicines. This is the case with major biological products as wall as
chemical molecule products. In addition, this situation gives an unintended lead fime
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advantage to non-EU based operators as regards entering EU Member States generics market
immediately upon the SPC protection expiry.

e This approach is far from the interest of European generic producers and economical rational
as well. While we strongly agree with the waiver in respect of production, packaging and
stock-piling has to be included in the waiver toolll If we would like to give the same
economical environment for the European industry that the Indian/Chinese one, than launch
in Europe on the first day after expiry has to make legal for the Euoropen manufacturers as
well. It could happen only with the inclusion into the exception both packaging and stock-
piling.Without these involvement, packaging, as a minimum has to be transferred outside EU.
It is against economical interest of European economy.

e This would be an extremely positive step, allowing the EU generic industry to compete on a
level playing field with non-EU generic companies.

e - Proposals to infroduce a SPC manufacturing exemption for export should be opposed. - It
would be a negative signal about EU’s respect for and seriousness about building a
knowledge-based economy if SPC as a kind of IP protection will not be respected.
Additionally, it would be inconsistent with EU’s frade policy where the EU has consistently
argued against localisation policies and more particularly about using IP tools to favour
domestic production. Finally, such a policy encourages the introduction of similar exemptions
by other countries, which are mostly more competitive than Europe is from a manufacturing
perspective. - The potential of such a measure to bring more highly-skills jobs back to Europe,
as argued by the generic industry, is highly contested because of reducing demands of
originator products leads to highly-skilled job losses in the branded sector at the same time
(see analysis by Sussell et al., Journal of Generic Medicines 2017). - The generic industry claims
that the delay induced by SPCs is hampering its competitiveness globally. It is to be
questioned whether this is the main factor and whether there are actual opportunities given
the existing competition dynamics within key export markets. - Contrary to generic industry
claims, infroducing a SPC manufacturing waiver could also have an effect on European
originators” exports to these markets, which is the market on which European generics will be
competing - substituting the export value of originator products for lower value generics
which could cause job losses in the EU’s innovative pharmaceutical sector. It further deprives
originators of potential licence revenues, had they licence out the right to manufacture for
exports.

e We consider the SPC regulation as a whole needs to be removed due to the aforementioned
reasons. If the SPC were to remain, a waiver should be applied broadly. SPC, as a typical
TRIPS-plus provision, undermines generic competition, and as such a SPC should be
accompanied by allowances to overcome SPC-created market exclusivities for the duration
of the SPC. A mechanism equivalent to a compulsory license or government use license
should be infroduced as part of a broader waiver, allowing relevant government bodies to
override the SPC protection when there are public health reasons to produce, import or
export generic medicines.

e Proposals to infroduce a SPC manufacturing exemption for export should be opposed. It
would be a negative signal about EU's respect for and seriousness about building a
knowledge-based economy if a SPC as a kind of IP protection will not be respected.
Additionally, it would be inconsistent with EU's trade policy where the EU has consistently
argued against localisation policies and more particularly about using IP tools to favour
domestic production. Finally, such a policy policy encourages the introduction of similar
exemptions by other countries, which are mostly more competitive than Europe is from a
manufacturing perspective. The potential of such a measure to bring more highly-skilled jobs
back to Europe, as argued by the generic industry, is highly contested because of reducing
demands of originator products leads to highly-skilled job losses in the branded sector at the
same time (see analysis by Sussell et al., Journal of Generic Medicines 2017). The generic
industry claims that the delay induced by SPCs is hampering its competitiveness globally. It is
to be questioned whether this is the main factor and whether there are actual opportunities
given the existing competition dynamics within key export markets. Contrary to generic
industry claims, introducing a SPC manufacturing waiver could also have an effect on
European originators” exports to these markets, which is the market on which European
generics will be competing - substituting the export value of originator products for lower
value generics which could cause job losses in the EU’s innovative pharmaceutical sector. It
further deprives originators of potential licence revenues, had they licence out the right to
manufacture for exports.
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Would be good to have a possibility to strengthen competitiveness of European based
manufacturing industry without effectively weakening the SPC-protection for the European
market;

While the wording of this question refers alternatively to active ingredients and final products
and does not define “final products” (these are different), we are strongly opposed against
proposals to infroduce a SPC manufacturing exemption for export. The generic industry
claims that the delay induced by SPCs is hampering its competitiveness globally. We question
whether this is the main factor as well as whether there are actual opportunities given the
existing competition dynamics within key export markets. Further, the potential of such a
measure to bring more than 60,000 highly-skills jolbs back to Europe is highly contested. In fact,
a recently published counter analysis (Sussell et al., Journal of Generic Medicines 2017)
revealed that the model on which the claim by the generic industry is based, contains several
limitations, most notably a substantial arithmetic error and the assumption that increased
demand of generic products leads to job gains in the generic sector but that simultfaneously,
reduced demand of originator products does not lead to job losses in the branded sector.
Corrected by these limitations, the counter analysis finds that there would be only a few, if at
all any taking info account uncertainty as a parameter, benefits from such a measure.

Would bei a progess and enhance competitiveness of European manufacturers.

This question is biased. It is also infransparent. Who considers such waiver? The framing is not
acceptable, either. Other questions are yes/no or favor/oppose. This is an open question that
does not, empirically, allow to express opposition. In substance, the a waiver is incompatible
with the system of patent exclusivities. By comparison, no such waiver is available in the US or
Japan, either.

SPCs are created to stimulate investments in further R&D. SPCs should provide the same scope
of protection as the basic patent confers. The introduction of an SPC Manufacturing Waiver
would be detrimental to the development of future innovative plant protection products in
Europe and globally. Furthermore it would be a negative signal about EU’s respect for and
seriousness about building a knowledge-based economy if SPC as a kind of IP protection will
not be respected. Additionally, it would be inconsistent with EU’s trade policy where the EU
has consistently argued against localisation policies and more particularly about using IP tools
to favour domestic production. Finally, such a policy encourages the introduction of similar
exemptions by other countries, which are mostly more competitive than Europe is from a
manufacturing perspective. The potential of such a measure to bring more highly-skills jobs
back to Europe, as argued by the generic industry, is highly contested because of reducing
demands of originator products leads to highly-skilled job losses in the branded sector at the
same time (see analysis by Sussell et al., Journal of Generic Medicines 2017). The generic
industry claims that the delay induced by SPCs is hampering its competitiveness globally. It is
to be questioned whether this is the main factor and whether there are actual opportunities
given the existing competition dynamics within key export markets. Contrary to generic
industry claims, introducing a SPC Manufacturing Waiver could also have an effect on
European originators’ exports to these markets, which is the market on which Europe and
generics will be competing - substituting the export value of originator products for lower
value generics which could cause job losses in the EU’s innovative plant protection sector. It
further deprives originators of potential licence revenues if the licence does not cover the
right to manufacture for exports.

Q 68: Assuming a manufacturing waiver was introduced, which of the following measures would
you suggest in order to prevent stockpiling or exportation to countries where equivalent

protection is still in force?

- Other (please specify) -

License fee to the benefit of the SPC/patent holder according to normal business terms.
Financial compensation such a licence fee of the SPC holder

- License fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
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meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e The more measures to prevent abuse of a waiver the better. Unfortunately such abuse can
never be ruled out.

¢ An additional measure would be to grant patent/SPC holders the right to enjoin the
manufacturer from manufacturing/shipping the product or introducing a penalty system
whereby a manufacturer is barred from using the waiver after a violation thereof.

e (1) Licence fee to the benefit of the SPC/patent holder (2) a certain percentage of the
generic product should be exported to least developed countries in order to improve access
to medicines in those areas; such exports to be royalty free.

¢ We cannot see that any safeguards would be sufficient.

e - Llicense fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e license fee for right holders
e Licensee fee for SPC/patent holder according to normal business ferms

e Some form of "frack and trace" for batches of product manufactured under the waiver would
appear to be necessary to prevent misuse of the waiver (e.g. by stockpiling product abroad
and then reimporting it immediately after SPC expiry).

e Licence fee to benefit of the SPC patent holder according to normal business terms.
e License fee to the benefit of the SPC/patent holder according to normal business terms.

e Loss of right to manufacture under the waiver, if waiver violated. Presumption of violation of
waiver upon filing of patent issued by country to which product has been exported under
waiver. Royalty/license fee payable to patent/SPC holder. Right to injunction to stop export
during resolution of dispute, if reasonably likely waiver is being violated. Right to seize and
destroy product manufactured in violation of waiver.

e Llicense fee.

e license fee to the benefit of the SPC/patent holder according to normal Business Terms Al
possible measures providing some possibility to Permit meaningful enforcement of the Terms of
such a waiver without permitting infringing use.

e infroduce mandatory license fee to right owner under normal business tferms

e To prevent stockpiling abroad the product itself would have to be identifiable as a
“manufacturing waiver” product and there would have to be no right to reimport the
“manufacturing waiver” product after the patent or SPC expired.

e Perhaps intrdocuing a lag period corresponding to the time the generic manufacturer has
been able to optimize the production. A period that would otherwise start later.

e Financial compensatory mechanism for the patent/SPC holder

e Alicence fee and safeguards to ensure rapid action to counter breaches of conditions for
the waiver.

¢ Compensation for the erosion of rights should be considered, not necessarily in the form of a
license but looking at the incentives package as a whole.

e License fee to the SPC holder
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¢ Manufacturing and stockpiling have to happen together and job creation has to be
demonstrated

e - Llicense fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e We support Efpias comments

e There is no need for such measures. Pharma market is so much regulated that any missuse of
the manufacturing will be detected immediately if marketed within the EU. In third countries
where the patent is still in force, there are effective measures to know the origin of the
product and to stop it.

e dll these and possibly more measures would be necessary to create fair and effective
protection.

e -Reasonable license fee -Full description of the manufacturing process and quality profile of
the API -Safeguards to ensure the manufacturing is only for export in countries where there is
no Patent. Indeed, generic companies are companies like any other. And the first objective
of a the generic company is to generate value i.e. target countries where companies can
have the best business case (margins). So generic companies might try to misuses this system
to enter markets and prepare market entry info high value countries where the product might
still be patent protected. Generic companies do unfortunately not export their products
broadly in all worldwide countries because it would not generate enough cash (although the
originator products are most of the time approved and marketed in such lower value
countries) and very offen focus on the most profitable markets only. Pharma industry has a
much higher public, ethical and political pressure to bring its drugs (in particular lifesaving
drugs) info all the global markets for the benefits of patients.

e Fees for the benefit of the SPC holder under standard business rates.
e Redlistic licence fee to SPC holder. Measures to prevent stockpiling and springboarding.

o The patent holder should however be required to give a response within a reasonable
deadline, say 30 days, indicating his intention to accept or seek court proceedings.
Notification alone may leave things in suspense, which is not an incentive sought by the
measure.

e License fees to the benefit of the SPC holder and ensuring that the safeguards listed in this
question are enforceable without undue burden.

e - Llicense fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e - Llicense fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be intfroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e - license fee to the benefit of the SPC/patent holder according to normal business ferms.

e License fee to the benefit of the SPC/patent holder according to normal business ferms.
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e A central register of activity under trhw waiver could be created for patentees/SPC holders to
check. Pro active detialed information disclosure should not be required.

e - Llicense fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e - Llicense fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e - Llicense fee to the benefit of the SPC/patent holder according to normal business terms. - If
such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e Payment of a compulsory royalty for use of the patent.

e Specification of "Other”: Licence fee to benefit of the SPC patent holder according to normall
business terms.

Q 68: Assuming a manufacturing waiver was introduced, which of the following measures would
you suggest in order to prevent stockpiling or exportation to countries where equivalent
protection is still in force?

- additional comments -

e The healthcare sector is a patent-intensive sector and it is expected that SPC protection will
remain a critical incentive for healthcare innovation. Jlill opposes the introduction of an
export manufacturing exemption because: (i) it would not generate any material overall
economic benefits in the European Union, (ii) it is likely to undermine the integrity of an
important intellectual property right for the healthcare sector, and (i) it could be detrimental
to the development of future innovative (bio)pharmaceuticals in Europe and globally.

e If such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e Allor a variation of these measures could be helpful. They are not mutually exclusive.

e Thisis an explosion of buerocracy
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e If such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected

e The healthcare biotechnology sector is a patent-intensive sector and it is expected that SPC
protection will remain a critical incentive for healthcare innovation. | cpposes the
infroduction of an export manufacturing exemption because: (i) it would not generate any
overall economic benéefits in the European Union, (ii) it is both likely to undermine the integrity
of an important intellectual property right for the healthcare biotechnology sector, and (i) it
would be detrimental to the development of future innovative biopharmaceuticals in Europe
and globally.

e Anysuch measures would again favour the production outside of Europe where no such
measures exist

e For a manufacturing waiver for stockpiling the same arguments apply as for the export waiver:
Independently from where the generic product is produced - it will be on the market at Day 1
after patent expiry (which is infended as the economical monopoly of the originator ends at
exactly this day) - it won™t be on the market before - as it cannot be listed in any necessary
reimbursement scheme It is not a competition between originator and generic but between
Non-EU- generic and EU-generic.

e Theissue of infringement is always dealt with nationally. IF it franspires that the product was
manufactured illegally then that is a separate issue, ie it is entirely possible that | can source a
product from India where an Indian patent is infringed. It is dealt with in India not in the UK.
Similarly if there is a breach in the EU it is dealt with in the country of manufacture.

¢ Why should that become necessary? Why should stockpiling not be allowed? Where is the
difference from importing the drugs from Russia (outside EU) to Germany (inside EU) as
compared to importing the drugs within the EU - such as fromm Denmark to Germany? |
suppose it is assumed that the manufacturers would like(!) to infringe existing SPCs and
patents and this wouldn't be picked up due to the lack of border control availability. But
honestly, this threat is not substantiated. How often have pharmaceutical products indeed
entered the market before SPC expiry? There is no risk with a manufacturing waiver that
generics and biosimilars enter the market before SPCs expire. The rules in place today o
avoid that this happens will not change at all with an SPC MW. EU countries have all the
necessary legal tools to block and seize infringing pharmaceuticals before they reach the
market (e.g. preliminary injunctions), and this will not change. NB. until very recently, in eastern
European countries, where SPCs where not in place yet, there were already generic products
on the market that were unprotected in those markets but still protected in Western EU
markets. This did not create infringement issues in protected markets, which shows that an SPC
manufacturing waiver would not create any specific risks, either. The SPC MW is only about
entering the market and creating competition immediately after SPCs expire. Currently
European companies today cannot do it. Either they produce abroad, or they enter the EU
market over 6 months affer SPCs expire, while others are already there. The SPC
manufacturing waiver is not about competitiveness between SPC holders vs. generics. It is
about competitiveness between European vs. non-European pharmaceutical industries.

e If such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected. Assuming a waiver were
infroduced, such a waiver should not be deemed to be effective against other IP rights
including other patents that may cover the product for export.

e The proposed manufacturing waiver would be very difficult to enforce - placing a significant
burden on both the judicial system and innovators. Even the generic companies would be

399



Institut fiir Demoskopie Allensbach
Survey on the Legal Aspects of the Supplementary Protection Certificates in the EU

burdened, as they would have to implement procedures to document compliance with the
waiver and to prevent violation of the waiver, which would add to their costs of goods, which
costs of goods are already higher than those of their generic competitors manufacturing in
developing countries. Further, enforcement of the waiver may require interpretation of
foreign law (does the EU patent holder's patent in the export country cover the product?) and
gathering of evidence from foreign jurisdictions (e.g., proof that product is located in an
export country in violation of the waiver). All of this cost and burden is in stark contrast the
fact that little or no economic (or competitive) harm is coming to the generics by virtue of
being prohibited from infringing an innovator's patent by manufacturing product during the
term of an SPC.

e [t would be useful to add a marker to product and if it the product is found in the EU, then the
generic manufacturer should be fined

e The infroduction of such a waiver would result in a Need to implement a variety of safety
measures aiming to prevent abuse which would create additional legal complexity and
factual uncertainty without being likely to prevent abuse. Moreover it is entirely unclear what
the economic consequences would be for the pharmaceutical industry alfogether. The
softening up of IP rights might moreover send bad signals to non-EU countries about EU's
respect for and seriousness about building a knowledge-based economy and about how
seriously IP rights are taken in the EU. Altogether, such a waiver should not be infroduced.

¢ The manufacturing waiver infroduced by legal measures makes no sense and therefore it
should be negotiated by the parties on arms-length-basis subject to compensation payments!

e | believe stockpiling and manufacturing should be allowed

e If such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e If such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e Al this would be curing symptoms of a malaise that should not arise in the first place.

e Limitation in stockpiling drives the production from Europe to other countries such as China
and India

e There is no need to prevent exportation to countries where equivalent protection is still in
force; it would be a matter for the courts in that country to determine whether the product
infringes said protection. The prevention of stockpiling would undermine what we understand
is the primary purpose of the manufacturing waiver - to put European generic companies on
a level playing field with non-European generics companies. A European-based generic must
be able to manufacture sufficient product fo meet launch requirements upon SPC expiry -
and therefore stockpiling should be allowed, at least in the final 6 months of the SPC term.

o Specification of "Other": License fee to benefit of the SPC patent holder according to normal
business terms.

e when requiring the manufacturer to disclose information to the SPC-holder, that could consist
of trade secrets, measures of protection for those secret business information should also be
provided, e.g. by asking a neutral, independent third person to check and confirm quantities
and exports into patent-free countries

e - Significant License fee to the benefit of the SPC/patent holder to compensate for lost profits.
- If such proposal were pursued, it would be important to include all such safeguards as
proposed in this question to provide measures that at least have some possibility to permit
meaningful enforcement of the terms of the “waiver” (i.e., manufacturing solely for export to
those jurisdictions without IP protection) without permitting infringing uses. However, the
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undue complexity that would have to be infroduced underscores our view that the
“manufacturing waiver” proposal itself should be rejected.

e Al this would be curing symptoms of a malaise that should not arise in the first place.
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Q 70: And in your opinion, which authority shown on this list should grant a "unitary SPC"?
- additional comments -

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. That it is virfual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognised that
there might be a need for a small number of administrative staff but it is believed that these
needs would be relatively light.

e The unitary SPC shall be examined and granted by experienced examiners from national
patent offices, since the importance of the unitary SPC is even greater than the relevance of
the current bundle of SPCs.

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. That it is virfual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognised that
there might be a need for a small number of administrative staff but it is believed that these
needs would be relatively light.

e Given the number of possible cases each year (below 100) the "virtual office" joining the best
examiners with a very thin administrative burden would be fantastic as a model for a "21st
century Office"

e We have read and agree with the comments that we understand will be submitted by EFPIA
in response to this question. Such a virtual office could in some way be connected with, or
hosted by, the EPO or EUIPO.

¢ The examination and granting of a "unitary SPC" should be transferred to the EPO but with the
obligation to use the knowledge and experience of the national experts; this could be done
by forming examination divisions where national and european examiner working together.

e SPCs with unitary effect should be granted by a virtual body composed of SPC experts from
national patent offices. That is virtual does not mean it does not exist - this virtual office would
need 1o be legally created and embodied, eventually under the roof of an EU body such as
the EU IPO, and supported by a performing IT system. The appeal process should be before a
court. Further, it should be clarified whether this could be the UPC because of technical
competences.

o I ;. ooorts the creation of a Unitary SPC and the suggestions by several industry
associations for the establishment of a “virtual body composed of SPC experts from national
patent offices” as the delegated authority to grant unitary SPCs. Decisions of the virtual body
would be challengeable in a court system. Similar to a Unitary Patent, a Unitary SPC would
reduce infernal time and resources needed for SPC filings in each Member State, and would
help ensure harmonization of SPC guidelines and best practices.

e In our view, the virtual office needs an institutional framework. For this purpose, one may
consider involving the EUIPO as a frue European Office.
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e To be set up along the following criteria: - Sufficient expertise is needed. - Centralized granting
procedure to achieve necessary harmonization. - A virtual office could be set under the roof
of an EU body, the EUIPO. - It should be clarified whether in addition to normal court route to
the CJEU, the UPC can be chosen as additional route for material law questions.

e The virtual office could be established using patent examiners out of national patent officers,
eventually under the roof of an EU body such as the EU IPO. The appeal process should be
before an EU court. Further, it should be clarified whether an alternative option could be the
UPC because of technical competences.

e The EPO can be a good choice provided that the specialised EPO's Examiners are devoted
only fo the SPC examination and not the EP patent prosecution.

e The EMA (because the EMA knows best whether a full study program had been necessary for
approval) and the EPO (or a national patent Office) to see whether the product is covered
by the claims. It should be a common task.

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. That it is virfual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognised that
there might be a need for a small number of administrative staff but it is believed that these
needs would be relatively light.

e Avirtual patent office would seem to be the most efficient way to create a unitary SPC and
would permit use of SPC experts existing already in national patent offices. The "virtual" office
would still need legal structure around if, as well as some administrative support; for example,
the office might be hosted by a competent EU agency or body or it might be a stand-alone
institution. The key is to leverage existing procedures, rules and expertise to create an
efficient, reliable and predictable unitary SPC process/right.

e EMA would NOT be a could alternative, since the SPC system is basically a particular part of
the patent system. Giving the granting procedure to EMA bears the risk that too much
emphasize is given to the regulatory part of the SPC system. This is, however, only a "trigger" for
the patent based SPC system.

e see existing joint proposal from EFPIA-ECPA- IFAH

e Experts from EMA should also participate in the process

e The Agency department to which the activity is demanded should include patent experts
e It should be litigated always at the Unified Patent Court.

e This can be created based on the already existing expertise in the national patent offices. We
can select national experts collaborating with each other in a pan-European structure (like
the regulatory authorities collaborating together). Three examiners from different offices
(randomly selected) can be designated to perform the examination and prepare a proposal.
The final decisions are then taken during a monthly centralized meeting between the
examiners. A few administrative staff can be located at a centralized location to coordinate
the activities, IT, decision making process, decision publications, efc.

¢ We think a virtual office is a great idea since it will utilise the existing expertise of current
national experts. Whoever came up with this idea is a genius. It would reduce regulatory
burden on SPC holders significantly. A unitary SPC would lead to greater legal certainty,
particularly if compared with litigating national SPCs in the Unified Patent Court. A unitary SPC
is a natural consequence of the infroduction of Unitary Patents. We think the language
regime of any such office is relatively unimportant.A virtual office would avoid the forum
shopping that would occur under a mutual recognition procedure.
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e Avirtual patent office staffed with SPC experts from national patent offices and administered
by a central EU body or the EPO

e For avirtual patent office to work successfully, it is very important that examiners are properly
tfrained and guidelines are provided to ensure consistency of approach.

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. That it is virfual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognized that
there might be a need for a small number of administrative staff but it is believed that these
needs would be relatively light.

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. We support that approach.

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. That it is virfual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognised that
there might be a need for a small number of administrative staff but it is believed that these
needs would be relatively light.

e If new medical uses of known active ingredients are only SPC-eligile under certain
circumstances such as equivalent clinical trials, it makes sense to involve the EMA. However,
(national) patent examiners should always be involved in the decision.

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. That it is virtual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognised that
there might be a need for a small number of administrative staff but it is believed that these
needs would be relatively light.

e Any proposal for a unitary SPC to be granted by National patent offices based on mutual
recognition system could result in serious uncertainty. Different offices may apply the various
tests/standards differently, which is likely to result in forum shopping and divergent decisions.

e The virtual office could be established using patent examiners out of national patent officers.
The appeal process should be before the UPC.

e The virtual office could be established using patent examiners from national patent offices.
The appeal process should be before the Unified Patent Court (UPC).

e the EPO could provide the institutional framework and could perform the examination and
grant of unitary SPCs as a special tasks on behalf of the participating member states of the
Unitary SPC (analogously to the EPO is handling all aspects of the unitary effects of European
Patents); this could be combined with the idea of a virtual office, by allowing national offices
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of participating member countries to send/assign examiners to the EPO body dealing with
Unitary SPCs; such a model exists already for the Enlarged Board of Appeal af the EPO where
external members are provided by EPC member countries.

e ECPA, EFPIA and IFAH-Europe have proposed that unitary SPCs on the basis of European
Patents with unitary effect are granted by a virtual body composed of SPC experts from
national patent offices. That it is virfual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognised that
there might be a need for a small number of administrative staff but it is believed that these
needs would be relatively light.

e SPCs with unitary effect should be granted by a virtual body composed of SPC experts from
national patent offices. That it is virfual does not mean it does not exist - this virtual office
would need to be legally created and embodied, eventually under the roof of an EU body
such as the EU IPO, and supported by a performing IT system. The appeal process should be
before a court. Further, it should be clarified whether this could be the UPC because of
technical competences.

Q 76: Do you have any further comments, questions or criticism regarding the current SPC
regulations or case law or on other aspects regarding SPCs that have not been addressed in this
survey and that are important to you?

. - supports the creation of a Unitary SPC and the suggestions by several industry
associations for the establishment of a “virtual body composed of SPC experts from national
patent offices” as the delegated authority to grant unitary SPCs. Decisions of the virtual body
would be challengeable in a court system. Similar to a Unitary Patent, a Unitary SPC would
reduce infernal time and resources needed for SPC filings in each Member State, and would
help ensure harmonization of SPC guidelines and best practices.

e The survey does not provide for the opportunity for an overall assessment of the operation of
the SPC Regime in Europe. Our member companies are the main users of this system, filing
and prosecuting SPC applications every day. As such, we would like to provide our impression
of the system’s operation in general. ¢ The necessity of conducting extensive pre-clinical and
clinical tests and trials before a new medicine can be marketed, but necessarily after the
filing of a patent application covering a new product, means that the biopharmaceutical
industry, cannot benefit from anything like the full 20-year patent term to generate revenue to
sustain the significant stream of investments required to bring new medicines to patients. ¢ As
a result, the critical importance to the innovative pharmaceutical industry of an effective SPC
regime is highlighted at Recital 4 of the SPC Regulation, which states that “the period that
elapses between the filing of an application for a patent for a new medicinal product and
authorisation to place the medicinal product on the market makes the period of effective
protection under the patent insufficient to cover the investment put into that research”. This is
as true now as when the Regulation was passed. « SPCs were therefore infroduced to restore
some of the effective patent term, to an overall maximum of 15 years from marketing
authorisation. This was done, on the one hand, to ensure sustainable investments into
researching and developing new medicines and on the other hand, to preserve the
competitiveness of the EU as a research location. ¢« While we understand that there is a
certain level of pressure towards re-opening the SPC Regulation to address a number of issues,
including the need to accommodate the upcoming unified patent litigation framework and a
(misplaced) concern that the number of cases referred to under the Regulation reflects a
lack of clarity, we believe this is not necessary and on the contrary, that a proposal to re-open
the SPC Regulation would be detrimental to the EU competitiveness as a hub for
pharmaceutical innovation. e First, we believe that the number of referrals to the CJEU is not
representative of the otherwise overall good functioning of the SPC Regulation. Around 21,000
national SPC applications for medicinal products have been filed since January 1991 in the
EEA countries, among which about 30 cases (as opposed to more than 100 under frademark
law) have been referred to the CJEU and about 90% have been granted or denied without
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any issue. Given the high value of SPCs for innovative biopharmaceutical companies and the
fact that SPCs operate in an inherently very litigious phase of a pharmaceutical’s life, this
number of referrals is not unreasonable. These numbers indicate that, in a vast majority of
cases, the Regulation has worked well to compensate the industry for the delays necessary to
bring innovative biopharmaceutical products o the market. Within this background, the SPC
Regulation has met and is meeting its policy objectives. ¢ Though the vast majority of SPCs
have been sought and obtained within the clear ambit of the Regulation, questions have
arisen regarding the correct scope of SPC availability for more complex product situations
stemming from evolutions of the biological and biopharmaceutical sciences. It is natural and
appropriate for national courts to seek clarification and interpretation of EU laws with regard
to these. These questions have however been gradually addressed by the CJEU, which has
clarified in its decisions a very substantial number of these points which were raised to it. We
believe that, although there will be new referrals from time fo time where issues remain, these
are likely to concern only a very limited number of cases. It would further be unrealistic to
expect the text of the Regulation (or any new legislation) to anticipate or even keep up with
all developments fo come. ¢ Due to the nature of innovation, further circumstances that
may require clarification could arise. However we believe that this does not justify amending
the Regulation. It is indeed unlikely that these points, or others, could be clarified satisfactorily
or comprehensively with a new Regulation and any new provision or wording would inevitably
raise new questions for interpretation by the CJEU, especially factoring in the likelihood of
disputes inherent to our sector over these valuable rights. We would therefore favour retaining
the existing Regulation and leave it fo the CJEU to clarify pending questions as they arise.

e '"Date of authorisation" vs. "Date of notification of authorisation" should be clarified and
harmonized within EU countries.

e Tosum up, the grant of SPCs based on the present SPC Regulations under consideration of
the CJEU's case law is working very well. Therefore, the existing SPC Regulations should not be
amended. However, an additional SPC Regulation should be created covering new
technologies, which are not encompassed by the existing Regulations.

e For generic and biosimilar medicines producers it is of utmost importance to ensure the
highest level of fransparency in SPC granting procedures. Today some European countries are
more transparent than others. Third party observations and oppositions should also be taken
more substantially intfo account. As a general comment, while there is an urgent need for an
amendment to art. 5 of the SPC regulation in order to rapidly introduce an SPC manufacturing
waiver, all the other aspects of the SPC regulation would need a deep reflection on the best
way to clarify the terms os the regulation in light of the jurisprudence.

e The survey does not provide for the opportunity for an overall assessment of the operation of
the SPC Regime in Europe. Il member companies are the main users of this system, filing
and prosecuting SPC applications every day. As such, we would like to provide our impression
of the system’s operation in general. ¢ The necessity of conducting extensive pre-clinical and
clinical tests and trials before a new medicine can be marketed, but necessarily after the
filing of a patent application covering a new product, means that the biopharmaceutical
industry, cannot benefit from anything like the full 20-year patent term to generate revenue to
sustain the significant stream of investments required o bring new medicines to patients. ¢ As
a result, the critical importance to the innovative pharmaceutical industry of an effective SPC
regime is highlighted at Recital 4 of the SPC Regulation, which states that “the period that
elapses between the filing of an application for a patent for a new medicinal product and
authorisation to place the medicinal product on the market makes the period of effective
protection under the patent insufficient to cover the investment put into that research”. This is
as true now as when the Regulation was passed. ¢ SPCs were therefore infroduced to restore
some of the effective patent term, to an overall maximum of 15 years from marketing
authorisation. This was done, on the one hand, to ensure sustainable investments into
researching and developing new medicines and on the other hand, to preserve the
competitiveness of the EU as a research location. « While we understand that there is a
certain level of pressure towards re-opening the SPC Regulation to address a number of issues,
including the need to accommodate the upcoming unified patent litigation framework and a
(misplaced) concern that the number of cases referred to under the Regulation reflects a
lack of clarity, Il believes this is not necessary and on the contrary, that a proposal to re-
open the SPC Regulation would be detrimental o the EU competitiveness as a hub for
pharmaceutical innovation. e First, I believes that the number of referrals to the CJEU is
not representative of the otherwise overall good functioning of the SPC Regulation. Around
21,000 national SPC applications for medicinal products have been filed since January 1991 in
the EEA countries, among which about 30 cases (as opposed to more than 100 under
tfrademark law) have been referred to the CJEU and about 90% have been granted or
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denied without any issue. Given the high value of SPCs for innovative biopharmaceutical
companies and the fact that SPCs operate in an inherently very litigious phase of a
pharmaceutical’s life, this number of referrals is not unreasonable. These numbers indicate
that, in a vast majority of cases, the Regulation has worked well o compensate the industry
for the delays necessary to bring innovative biopharmaceutical products to the market.
Within this background, the SPC Regulation has met and is meeting its policy objectives. e
Though the vast majority of SPCs have been sought and obtained within the clear ambit of
the Regulation, questions have arisen regarding the correct scope of SPC availability for more
complex product situations stfemming from evolutions of the biological and
biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Il believes that, although there will be
new referrals from fime to time where issues remain, these are likely to concern only a very
limited number of cases. It would further be unredilistic to expect the text of the Regulation (or
any new legislation) to anticipate or even keep up with all developments to come. ¢ Due to
the nature of innovation, further circumstances that may require clarification could arise.
However Il believes that this does not justify amending the Regulation. It is indeed unlikely
that these points, or others, could be clarified satisfactorily or comprehensively with a new
Regulation and any new provision or wording would inevitably raise new questions for
interpretation by the CJEU, especially factoring in the likelihood of disputes inherent to our
sector over these valuable rights. would therefore favour retaining the existing
Regulation and leave it to the CJEU to clarify pending questions as they arise.

e SPC regulations have a poor language which was due to political compromises Such political
compromises may be smart for politicians but they are hell for the practitioners that have to
work with such law. We suffer on a day-to-day base for decades because uninformed laymen
(politicians) thought they made a proper job. However, it is not so: the 1992 Regulation was
bad low and continued to be worsened by the CJEU decisions on this language As the CJEU
decisions show, the compromise language of the SPC regulations have also been a
nightmare also for the CJEU and not only for the practitioners (bad law makes bad decisions)

e SPC regulation is not presently clear regarding: In the field of Crop Protection, conduction of
field trials, by a third party, before patent expiry, in order to obtain marketing authorization for
commercialization after patent (SPC) term. This situation is perfectly clear in the field of
pharmaceuticals but lacks the clarity for Crop Protection products.

. - believes that unitary SPC for the agrochemical sector: - Important to provide
harmonization and to unify the significant variations that currently exist between national
systems. Consequently, innovation in agriculture will be fostered. - Unitary SPC for
agrochemicals could be granfed. - Should be based on the EU-wide approval of the active
ingredient by the first product approval within the EU and should only have effect in the
territory of those member States, where a product approval exists at the expiry of the basic
patent.

e costs and timelines for court cases involving SPCs should be unified

o Overal [l considers that the SPC Regulation has worked well and delivered against its
initial objectives, i.e. compensating for the effective protection period lost due to the lengthy
development process and regulatory approval timelines. When compared to the overall
number of SPC applications, the number of referrals to the CJEU is relatively small. It is
inevitable that from time to tfime some cases will require the interpretation of the CJEU, but
these remain exceptions and do not warrant a revision of the SPC regime in force in the EU.

e Given the variability and uncertainty of the decisions in the SPC area we stringly support
unified SPC regime. And as a generics association, we definitely strongly support also the
manufacturing waiver.

e At alltimes, we believe we should keep the rationale of the SPC system in mind: fo make up
for the time lost in meeting regulatory requirements and obtaining a license prior to
commercialisation. That is the only justification for treating pharmaceuticals and plant
protection products different than other technical products. It should be realised that SPC
applicants can strategically manipulate the date of their MA by filing relatively late or by
delaying the regulatory process, so that the MA is granted at a moment that allows them to
obtain SPC for the full term of 5 years. Also, it should be critically examined whether the first
MA is indeed a MA obtained on the basis of a fruly full dossier for a truly new active ingredient
or type Il variation and not for, in fact, a line extention or minor variation
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e | have handled many hundreds of SPC applications on behalf of my company, and in the
vast majority of cases these progress ssoothly and without any issues. In the very few cases
where there are issues, | was always aware in advance that those cases were at the margins,
and would likely face difficulties. Recent caselaw from the CJEU has in my view provided
even more clarification, and | am more convinced than ever that there is no need for a
change to the Regulation. Any change risks causing increased uncertainty, and as a very
active user of the SPC system, | believe that any changes are wholly unjustified.

e The following (or very similar) comments have also been made in the response submitted by
EFPIA, of which we are a member organisation. These comments fully reflect our views. The
survey does not provide for the opportunity for an overall assessment of the operation of the
SPC Regime in Europe. As experienced users of this system, filing and prosecuting numerous
SPC applications, we would like to provide our impression of the system’s operation in general.
* The necessity of conducting extensive pre-clinical and clinical tests and trials before a new
medicine can be marketed, but necessarily after the filing of a patent application covering a
new product, means that the biopharmaceutical industry, cannot benefit from anything like
the full 20-year patent term to generate revenue to sustain the significant stream of
investments required to bring a new product to the market. ¢ The critical importance to the
innovative pharmaceutical industry of an effective SPC regime is highlighted at Recital 4 of
the SPC Regulation, which states that “the period that elapses between the filing of an
application for a patent for a new medicinal product and authorization to place the
medicinal product on the market makes the period of effective protection under the patent
insufficient to cover the investment put into that research”. This is as true now as when the
Regulation was passed. * SPCs were therefore infroduced to restore some of the effective
patent term, to an overall maximum of 15 years from marketing authorisation. This was done,
on the one hand, to ensure sustainable investments into researching and developing new
medicines and on the other hand, to preserve the competitiveness of the EU as a research
location. « While we understand that there is a certain level of pressure towards re-opening
the SPC Regulation to address a number of issues, including the need to accommodate the
upcoming unified patent litigation framework and a (misplaced) concern that the number of
cases referred to under the Regulation reflects a lack of clarity, we believe this is not
necessary and on the contrary, that a proposal to re-open the SPC Regulation would be
detrimental o the EU competitiveness as a hub for pharmaceutical innovation. * Though the
vast majority of SPCs have been sought and obtained within the clear ambit of the
Regulation, questions have arisen regarding the correct scope of SPC availability for more
complex product situations stemming from evolutions of the biological and
biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. We believes that, although there will be new
referrals from time to time where issues remain, these are likely to concern only a very limited
number of cases. It would further be unrealistic to expect the text of the Regulation (or any
new legislation) to anticipate or even keep up with all developments to come.

e e« Referring o Q 46: Divergent to the pharma-sector the crop-protection sector is of the
opinion that the mentioned decisions don’t provide a clear criterion, so the answer to
question Q 46 is "UNCLEAR CRETERION”. | addition the answer to Q 47 in view of the crop-
protection-industry is *STRONGLY DISAGGREE”. ¢ Referring o Q 75: The crop-protection and
pharmaceutical industry advocates for a quick infroduction of a unitary-SPC for
pharmaceuticals and crop protection products. Only through the introduction of such a
unitary SPC for these areas it can be ensured that the advantages offered by the new
European patent system could be used by the companies. Due to the high investments in the
research and development of their innovative products, companies rely on effective
protection through SPC. The missing possibility to obtain a unitary SPC leads to a significant
gap in the protection intellectual property in Europe. Without the opportunity to obtain a
unitary SPC there is a high risk that companies in the pharmaceutical and plant protection
sector will not or only reluctantly use the new system and the associated advantages will
remain unused. It is, therefore necessary to create a unitary SPC by means of a separate
regulation until the first European patent with unitary effect is granted. As for current SPCs,
unitary SPC should be available based on a European patent with unitary effect and a
marketing authorisation, irrespective of whether it is centralised and granted by the EMA or
national and granted through the decentralised or mutual recognition procedures. If unitary
SPCs were to be available only to products granted through the centralised procedure, it
would unduly discriminate against certain products which are not eligible for the centralised
procedure. In the absence of a centralized granting procedure (agrochemicals), the unitary
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SPC should be granted based on the EU-wide approval of the active ingredient by the first
approval in a Member State. It should have unitary effect in those member states who have
granted authorizations regarding their own territory for the same product as the first
authorization granted by a first Member State at the expiry date of the basis patent.

e Inour experience the current SPC Regulation works well in most cases and does not need
amending. An amended SPC Regulation would not lead to clarity but instead would lead to
further litigation and referrals to the CJEU. There are valuable rights which will always be the
subject of dispute with parties testing the boundaries of the law or festing the law in novel
situations. We are in favour of the system which as it currently stands compensates these
developing medicinal products where they have suffered delay in obtaining statutory
marketing approval.

e« First, the number of referrals to the CJEU is not representative of the otherwise overall good
functioning of the SPC Regulation. Around 21,000 national SPC applications for medicinal
products have been filed since January 1991 in the EEA countries, among which about 30
cases (as opposed to more than 100 under trademark law) have been referred to the CJEU
and about 90% have been granted or denied without any issue. Given the high value of SPCs
for innovative biopharmaceutical companies and the fact that SPCs operate in an inherently
very litigious phase of a pharmaceutical’s life, this number of referrals is not unreasonable.
These numbers indicate that, in a vast majority of cases, the Regulation has worked well to
compensate the industry for the delays necessary to bring innovative biopharmaceutical
products to the market. Within this background, the SPC Regulation has met and is meeting its
policy objectives.  Though the vast majority of SPCs have been sought and obtained within
the clear ambit of the Regulation, questions have arisen regarding the correct scope of SPC
availability for more complex product situations stfemming from evolutions of the biological
and biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Although there will be new referrals from time
to time where issues remain, these are likely to concern only a very limited number of cases. It
would further be unrealistic to expect the text of the Regulation (or any new legislation) to
anticipate or even keep up with all developments to come. ¢ Due to the nature of
innovation, further circumstances that may require clarification could arise. However this does
not justify amending the Regulation. It is indeed unlikely that these points, or others, could be
clarified satisfactorily or comprehensively with a new Regulation and any new provision or
wording would inevitably raise new questions for interpretation by the CJEU, especially
factoring in the likelihood of disputes inherent to our sector over these valuable rights. We
would therefore favour retaining the existing Regulation and leave it fo the CJEU to clarify
pending questions as they arise.

« I . ou/d like to express serious concems regarding the way in which this important
survey is being conducted and the considerations given to users’ views, i.e. views of those
companies which file and prosecute SPC applications and rely on the protection that SPCs
provide to invest substantially and sustainably into research and development. The
formulation of the questions is not of a quality which allows for collection of the whole
spectrum of views of stakeholders. The extension of the dealdine for filling the questionnaire
was granted only after several associations registered their dissatisfaction with the process for
collecting feedback with the European Commission.

[ no

e Most of the uncertainties focus around Art 3 and have already been addressed in your
previous questions. Other issues are the entitlement of an SPC in accordance with Art. 3 (2) of
the SPC Regulation 1610/97- eg. if there is overlapping ownership

e Whilst the legislation does perhaps have some imperfections, my main concern relates to the
way in which certain judgements of the CJEU have interpreted the legislation. Whilst not all of
the CJEU's judgements on SPCs are problematic, a significant proportion of them reveal: - a
(serious) misunderstanding in connection with important (legal and/or technical) details; -
logical flaws; and/or - a failure to consider a broader perspective (e.g. how a particular
inferpretation might have froubling consequences in cases having different underlying facts).
Thus, in my view, the most significant improvement to the functioning of the SPC system would
be to ensure that the CJEU is adequately supplied with individuals (including judges) who
have a level of understanding to match that of "specialist" IP courts in countries such as
Germany and the UK.
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e The current system works well in the vast majority of cases, and the Regulation does not need
amendment. The courts are playing their role in clarifying any uncertainties.

[ no

e 1.Incase, the CJEU case law should be taken into account, the following change for article
3.1 (b) should be considered (e.g. "Georgetown”): New 3.1 (b4). The grant of a certificate is
not precluded merely because the plant protection product in b) comprises one or more
other products which are not the subject of the application for a certificate. SPCs are
infended to compensate the owner of a patent for loss of effective patent term due to
regulatory delays which have the effect of delaying the launch onto the market of a product
protected by the patent. It naturally follows that any patented product that requires
regulatory approval, and for which approval, and thus putting on the market, is delayed
should in principle be eligible for an SPC. It makes no sense to differentiate between chemical
compounds, mixtures, formulations devices or whatever. If a patent has been granted and
there is regulatory delay, then an SPC should, in principle, be available. New regulation EC
No 1107/2009 should be taken into account (so far there is only reference to 91/414/EEC!
Il believes that unitary SPC for the agrochemical sector: - Important to provide
harmonization and to unify the significant variations that currently exist between national
systems. Consequently, innovation in agriculture will be fostered. - Unitary SPC for
agrochemicals could be granted. - based on the EU-wide approval of the active ingredient
by the first product approval within the EU and should only have effect in the territory of those
member States, where a product approval exists at the expiry of the basic patent.

¢ No abandonment by the SPC owner ex tunc possible. Unitary SPC for agrochemicals could be
granted based on the EU wide approval of the active ingredient by the first product approval
within the EU and should only have effect in the territory of those member states, where a
product approval exists at the expiry of the basic patent. The case law regarding SPC should
be taken into account in its entire and not only in regards to specific decisions. This could be
done best via guidelines. SPCs will fall under the jurisdiction of the UPC, which could further
develop and harmonize case law in this regard.

e Make it clear and easy to understand that helps all parties involved. "Rechtssicherheit" is the
one interest we all share. One SPC per product. Clear Expiry Dates. The late decision of the
EUGH that the SPC expiry date now Needs to be calculated from the date of the "notice of
the approval" rather than the approval was unnecessary complicating the situation and
results in different expiry dates per country. That helped noone. Should be fixed back with a
clear legislative correction.

e Current SPC regulations have worked well in practice and reasonably balanced the interests
of all relevant stakeholders. Any major change to the current regulations would upset the
investment-backed expectation, and create confusion, ambiguity and therefore unwanted
litigation. Specifically, the proposed SPC manufacturing waiver relies on naive and incorrect
assumptions. Such waiver would also be difficult to implement in view of the fact that a
complex product such as a pharmaceutical drug is often protected by multiple patents, and
an exemption of SPC on one patent does not relieve the manufacturer's liability for infringing
other patents. At the end, R&D investment and innovation only starts with the invention of the
active molecule. Significant further development is required before that active molecule
moves from the laboratory bench to a commercial product, all of which requires significant
R&D invenstment which should be protected by the SPC Regulation. In addition, we agree
with the concerns expressed by EFPIA, which are reproduced below: The survey does not
provide for the opportunity for an overall assessment of the operation of the SPC Regime in
Europe. EFPIA member companies are the main users of this system, filing and prosecuting
SPC applications every day. As such, we would like to provide our impression of the system’s
operation in general. e« The necessity of conducting extensive pre-clinical and clinical tests
and trials before a new medicine can be marketed, but necessarily after the filing of a patent
application covering a new product, means that the biopharmaceutical industry, cannot
benefit from anything like the full 20-year patent term to generate revenue to sustain the
significant stream of investments required to bring new medicines to patients. ¢ As a result,
the critical importance to the innovative pharmaceutical industry of an effective SPC regime
is highlighted at Recital 4 of the SPC Regulation, which states that “the period that elapses
between the filing of an application for a patent for a new medicinal product and
authorisation to place the medicinal product on the market makes the period of effective
protection under the patent insufficient to cover the investment put into that research”. This is
as frue now as when the Regulation was passed. * SPCs were therefore introduced to restore
some of the effective patent term, to an overall maximum of 15 years from marketing
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authorisation. This was done, on the one hand, to ensure sustainable investments into
researching and developing new medicines and on the other hand, to preserve the
competitiveness of the EU as a research location. ¢ While we understand that there is a
certain level of pressure towards re-opening the SPC Regulation to address a number of issues,
including the need to accommodate the upcoming unified patent litigation framework and a
(misplaced) concern that the number of cases referred to under the Regulation reflects a
lack of clarity, Il believes this is not necessary and on the contrary, that a proposal to re-
open the SPC Regulation would be detrimental to the EU competitiveness as a hub for
pharmaceutical innovation. e« First, I believes that the number of referrals to the CJEU is
not representative of the otherwise overall good functioning of the SPC Regulation. Around
21,000 national SPC applications for medicinal products have been filed since January 1991 in
the EEA countries, among which about 30 cases (as opposed to more than 100 under
tfrademark law) have been referred to the CJEU and about 90% have been granted or
denied without any issue. Given the high value of SPCs for innovative biopharmaceutical
companies and the fact that SPCs operate in an inherently very litigious phase of a
pharmaceutical’s life, this number of referrals is not unreasonable. These numbers indicate
that, in a vast majority of cases, the Regulation has worked well fo compensate the industry
for the delays necessary to bring innovative biopharmaceutical products to the market.
Within this background, the SPC Regulation has met and is meeting its policy objectives.
Though the vast majority of SPCs have been sought and obtained within the clear ambit of
the Regulation, questions have arisen regarding the correct scope of SPC availability for more
complex product situations stemming from evolutions of the biological and
biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Il believes that, although there will be
new referrals from fime to time where issues remain, these are likely to concern only a very
limited number of cases. It would further be unredlistic to expect the text of the Regulation (or
any new legislation) to anticipate or even keep up with all developments to come. ¢ Due to
the nature of innovation, further circumstances that may require clarification could arise.
However Il believes that this does not justify amending the Regulation. It is indeed unlikely
that these points, or others, could be clarified satisfactorily or comprehensively with a new
Regulation and any new provision or wording would inevitably raise new questions for
interpretation by the CJEU, especially factoring in the likelihood of disputes inherent to our
sector over these valuable rights. would therefore favour retaining the existing
Regulation and leave it fo the CJEU to clarify pending questions as they arise.

¢ While we understand that there is a certain level of pressure to re-open the SPC Regulation to
address a number of issues, including the need to accommodate the upcoming unified
patent litigation framework and a (misplaced) concern that the number of cases referred to
the CJEU under the Regulation reflects a lack of clarity, we believe this is not necessary and
on the conftrary, that a proposal to re-open the SPC Regulation would be detrimental to the
EU competitiveness as a hub for pharmaceutical innovation. Re-opening the SPC regulation
would result in tfremendous uncertainty about the final outcome of the process, and at a time
when there is already uncertainty with respect to future rights/business practices in the
industry, due to the impending exit of the UK from the EU. There is no need to re-open the
Regulation - it is working as infended and only a limited percentage of SPCs are disputed with
even fewer resulting in referral - and in the meantime other more pressing issues are actually
creating business uncertainty and will demand more attention; for example, implementation
of the UPC/UP system and negotiation of terms for "Brexit.” (We note that of about 21,000
national SPC applications, only 30 cases have been referred to the CJEU and the majority of
those (about 90%) have been granted or denied without any issue.) A primary purpose of the
SPC Regulation is to compensate those who invest the fime and money into (and take on the
significant business risk of) bringing innovative medicines to patients because “the period that
elapses between the filing of an application for a patent for a new medicinal product and
authorisation to place the medicinal product on the market makes the period of effective
protection under the patent insufficient fo cover the investment put into that research.”
(Recital 4 of the SPC Regulation - 469/2009/EC) However, the full term of the patent is not
restored. No more than 5 years of lost term are granted and only to a maximum of 15 years of
patent+SPC term after marketing authorization. Thus, an SPC can never restore a patent’s
term to the full 20 years, and an SPC extended patent can never provide more than 15 years
of “exclusivity” the MA holder. (The possible 6 month paediatric extension, notwithstanding.)
This Regulation is aligned with similar regulations elsewhere around the world. It provides well-
defined, predictable protection for the product and properly values the innovator’s
investment and the value of patents in stimulating innovation and competition. There is no
need o create uncertainty by re-opening the legislation, particularly when so much of the
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“crificism” of the system is based on ignorance of the economic facts and business practices
of the industry and erroneous assumptions about the scope and effect of the Regulation.

e In an overwhelming majority of cases the SPC Regulation works well and meets its objectives
without any ambiguity or recourse to litigation. As with any legislation, some issues have
required clarification and given the commercial value of SPCs this has led to some high profile
litigation. However, this arises in a small fraction of cases and the existing case law has already
resolved many issues and will bring further clarity as the case law develops. If the practice of
national patent offices need to be harmonised with the case law, this can be done through
commission guidelines. Changing the Regulation as seemingly proposed in this survey will
merely introduce further legal uncertainty.

e [Tisimperative for the plant protection industry that they specific market dynamics and their
specifc procedures are taken into account. The infringement test is much easier to recreate
legal certainty.

e No

e The present Survey does not provide for the opportunity for an Overall assessment of the
Operation of the SPC Regime in Europe. New efficient and safe medicines are critical for
public health. The necessity of conducting extensive pre-clinical and clinical studies bevore a
new medicine can be marketed, but necessarily after the filing of a patent application
covering a new product, means that the biopharmaceutical industry, cannot benefit from
anything like the full 20-year patent term to generate sufficient Revenue to sustaint the
significant stream of Investments required to bring new medicines to the market - for the
benefit of the patients. As a result, an effective SPC Regime is of critical importance to the
innovative pharmaceutical industry and to public health which needs the development of
new efficient and safe medicines. The Regulation has been largely clarified by means of
caselaw which will also be able to deal with the future evolvement of medicine and science.
The SPC Regulation should thus be retained and it should be left to the CJEU to clarify
pending questions as they arise. In this respect, the comments to be provided by the EFPIA
by written letter to the MPI are highly relevant.

e SPCs are critical to the continued investment of the research-based pharmaceutical industry
to develop innovative medicaments to address patients needs. Due to long development
timelines and the regulatory review period the "effective patent term" i.e. the time period
during which the marketed product is protected is too short to recoup in investments. The
current regulation acknowledges these needs (b years max, 15 year cap). The system is
functioning as evidenced by the small number of cases referred to the CJEU for further
clarification of certain points of law.

e We would like to comment further on a number of questions for which no comment box was
provided, but which in our view require more than a simple fick-box answer. Numbering refers
to the recently-circulated pdf (MPI-SPC/3754/Final). Q260a) First statement It seems to us that
‘prevent’ is a very high hurdle given that there are various factors involved in deciding where
to base research centres. We suggest that ‘discourage’ or ‘deter’ would have been more
appropriate in this question, in which case we would have agreed with the statement. Q26b)
First statement it was not clear what was meant by ‘longer fime’ - longer than what? Third
statement SPC’s can currently be obtained in relation to medicinal combination products in a
number of different circumstances. This has been clarified by various decisions of the CJEU,
eg C322/10 (Medeva) and C422/10 (Georgetown). We believe it is preferable for further
clarification to evolve organically through decisions of the CJEU as new situations arise. Fourth
statement SPCs can currently be obtained in some circumstances for new medical uses.
However the main issues regarding effective protection for new medical uses are (a)
obtaining such patents in the first place, given the increasing requirements of clinical data
tfransparency and (b) enforcement of such patents in view of ‘skinny labelling” and the
potential for off-label or cross-label prescribing. Whilst we have no criticism of clinical data
tfransparency per se, it can make it difficult to file an appropriate patent application before
the relevant information is in the public domain. Similarly we fully agree that once patents
relating fo the first indication for a medicine have expired, generic products for this use should
be available. However, we believe there should be an effective mechanism to protect IP
rights on later innovations relating to additional uses. Q34 - Although development of NCEs
generally requires more effort and investment than development of new formulations or
indications, this is not always the case. In our view the potential length of legal protection
should be the same in all cases. In any event, where development times are short, it is
already the case under the current SPC Regulation that the ferm of supplementary protection
will be shorter, or no SPC is available. Q35- The question of incentivizing development of new
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antibiotics is a complex issue and would not be solved by amending the SPC Regulation Q37
- Incentives for orphan drugs are provided by the Orphan Medicinal Product Regulation Q44
- As noted in our response to Q43, we believe that any new definition, including the one
proposed in this question, would simply be subject to further interpretation and ultimately
references to the CJEU. Q65 -This question requires a more nuanced and detailed answer
than the options available. We would support an interpretation of the Bolar exemption which
provides parity for innovator and generic companies in ferms of the permitted activities, as is
the case in many EU countries. Q69 - This question also requires a more nuanced and
detailed answer than the options available. Whilst a ‘unitary SPC’ may be a desirable option
in light of the unitary patent, it would be important to ensure that there is an effective and
efficient working system for granting said rights.

e Although it has been addressed, | would like o stress the importance of clarity and
predictability as well as harmonisation within Europe. The current status is very unsatisfactory.

e Yes, | have not seen any plant protection specific questions. Of particular interests are
questions of a Unitary SPC for plant protection products which have been approved not in a
centralized procedure.

e | think the whole problem behind the Arficle 3a questions have arisen from the fact that there
is a certain type of combination products that the CJEU seem noft tolike. To this extent this has
created too much inclarity. This could perhaps be solved e.g. by amending Art 13 and add
teminal disclaimer like provisions so that only a second SPC could be granted with longer
duration based on same MA and basic patent if the product was patentable distinct. New
patent same MA different situation. Just a though on a more managable solution. Then the
applicant could argue why it was patentable distinct.

e the current SPC regulation suffers from the heterogenity of application by patent offices and
national courts. As regards the definition of the active ingredient, we believe that it should be
up to the EMA or national drug agencies to identify if an ingredient of the pharmaceutical
composition has immunological/metabolic effects that concur to the pharmacological
effect, and in consequence can qualify as an active ingredient. The ingredient should then
be identified as active ingredient in the marketing authorization, for legal certainty.

e Despite an apparently large number of ECJ references, the current system works well for most
innovative products. Consideration of change should be focused on combination and
biopharmaceutical products, in particular vaccines. Some of the other proposals seem o
reflect very different policy arguments (such as the "spc manufacturing waiver") and should
be separated from proposals aimed at making the existing system work more effectively.

e Comment 1:in case there would be considered a change in the SPC regulation, the
principles of the Georgetown | decision could at least be taken into consideration in Art. 3.1.b.
Comment 2: it is critical for the agrochemical sector that a Unitary SPC be developed, in order
to make sure that patent holders willing fo make use of the future Unitary Patent system have
the certainty that they could also apply for and obtain an SPC having unitary effect.

e No.

e Stockpiling: considering it as infringement is a wrong approach. This means a competitive
drawback for European generic manufacturers: they cannot enter onto the market
immediately after the expiry of the SPC whilst the non-EU manufacturers can. The SPC waiver
should cover this aspect as well.

e The PIP extensions and correction of SPC terms are not covered at all

e The granting of SPCs should be reassed. In a context where excessive prices for new
medicines endanger health systems and encourage the development of rationing policies in
Europe, the granting of SPCs is running counter basic public health principles that must prevail
in Europe. The balance between public and private interests and investments urgently need
to be redress.

e Current system for creating case law by referals to ECJ is too slow and does not provide legal
certainty

e Infroducing a braodening of artficle 3 and its interpretation

e The SPC Regulation should not be amended in any way. Any changes to the Regulation will
lead to a further period of uncertainty whilst the wording of the amendments is tested by SPC
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applicants through the courts. This will result in 20 years of legal proceedings before the
wording of the amendments is clarified.

e Please note that we represent both agrochemicals companies and also producers of active
ingredients for pharmaceuticals (human and veterinary). However, on Q 10 we could not tick
both boxes. In addition it is fair to say that out of all companies we represent directly or
indirectly these are not mainly of the proposed category.

¢ We wish fo comment on some of the questions in the survey where no comments boxes were
provided. We use the numbering in the MPI-SPC pdf provided previously by the Allensbach
Institute listing the questions. 26a The existence of SPCs is only one factor in deciding where
research institutions are located. A high level of IP protection demonstrates that there is a
favourable environment for research. It is unlikely to be a coincidence that most
pharmaceutical research is located in jurisdictions that provide high levels of IP protection.
We do not have generics firms as part of our membership but it is likely that a range of factors
influence where generics have their production sites. The presence of SPCs will only be one of
these factors. 26b The question on predictability, transparency and quality is, in fact, three
different questions rolled into one and is therefore impossible to answer. It is true that, in some
cases, the predictability of how offices process an SPC application varies. This could be
minimised by the offices cooperating together to produce Guidelines for Examination. These
Guidelines could harmonise procedures and be updated as new case law arises. We do not
understand how the SPC application process can vary in ‘transparency’ or ‘quality of rights
granted.” On SPCs for combination products, there are different types of combination
products. As a result of the jurisprudence of the CJEU the SPC system protects some of these
combinations well and other combinations poorly, particularly when the combination is a
mixture of new and old active ingredients. The SPC system is a significant incentive to
develop products which have a short remaining patent life. These products would be
uneconomical fo develop if SPCs did not exist and patients have benefitted from the
infroduction of these products. 34 The question is too poorly phrased to answer. We disagree
that SPC protection should be directly dependent on the level of investment and effort made
to bring a product to market. The system already includes the time taken to obtain an MA as
a proxy for this and the length of an SPC is affected as a result. 36 The usage of new
antibiotics does not follow the same pattern as other new medicines. New antibiotics should
be administered to the right patient, at the right fime, and | the right way and so a range of
incentives outside the SPC system is better placed to encourage research in this area. The
SPC system is not the best tool to encourage further antibiotic research. 37 There are specific
incentives for orphan drugs, in the Orphan Medicinal Products Regulation. These incentives
have been a notable success as 130 orphan medicines, that might not otherwise exist, have
been approved since it was infroduced. Although much more needs to be done to freat rare
diseases the SPC system is not best placed to assist with this. Other incentives will be more
important. 39 We are not aware of the evidence that the pharmaceutical industry is investing
more in formulations, delivery systems and combination products than in new molecules,
applications and manufacturing methods. The assumption in this question is not, to the best of
our knowledge, true for our pharmaceutical members. 44 The proposed definition seems to
be an adaptation of the definition in regulatory law. However, it introduces a number of very
unclear terms such as ‘intended’, ‘with a view to’, and "on its own’. No doubt this would lead
to additional legal disputes. The current SPC Regulation defines the product as the active
ingredient of a medicinal product. To define the active ingredient as the product in the
proposed definition is viciously circular. 75 To limit unitary SPCs to products authorised by the
EMA would be doubly discriminatory. Firstly, only some medicinal products are permitted to
seek authorisation via the EMA. Secondly, this authorisation route is not available for crop
protection or veterinary products.

e SPCs are critical for innovative pharma industry to keep investing in innovation. The SPC
system as it exists foday works well, as exemplified by the many SPCs that are being filed and
granted. The number of EUCJ referrals is limited in view of this high number of SPCs and SPC
applications. Any additional issue can be resolved through further case law and doesn't need
any reopening of the Regulation.

e For generic medicines producers, it is of utmost importance to ensure the highest level of
tfransparency in SPC granting procedures. Today some European countries are more
transparent than others. Third party observations and oppositions should also be taken more
substantially into account.

e The current SPC regulation has evolved over almost 25 years and is in combination with the
case law a very mature instrument to provide a compensation for the increasing
development timelines for drugs due to more strict requirements for approval etc. The SPC
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regulation is well established and should be kept to avoid new uncertainties through an
amended or new version which would need additional 15 fo 20 years evolvement. A unitary
SPC regulation should be provided in close consideration of the existing one to make the
unitary patent a success.

e - Definition of 1st MA for new indication of a princeps authorized several years ago for the
princeps indication - Possibility to protect A with an SPC with respect to MA only refered to
add on therapy A + B or B+A (A being a NCE/NBE protected alone or in combination in the
patent) - Possibility o list the SPC within the regulatory authorites (EMA...) in a kind of "Orange
Book like" making the link between Patent/SPCs and MA

e the systemis in urgent need for reform and harmonisation. In particular the habit if applying
for SPCs on different patents and electing late which one will be maintained.

e The survey does not provide for the opportunity for an overall assessment of the operation of
the SPC Regime in Europe. Il member companies are the main users of this system, filing
and prosecuting SPC applications every day. As such, we would like to provide our impression
of the system’s operation in general. ¢ The necessity of conducting extensive pre-clinical and
clinical tests and trials before a new medicine can be marketed, but necessarily after the
filing of a patent application covering a new product, means that the biopharmaceutical
industry, cannot benefit from anything like the full 20-year patent term to generate revenue to
sustain the significant stream of investments required to bring new medicines to patients. ¢ As
a result, the critical importance to the innovative pharmaceutical industry of an effective SPC
regime is highlighted at Recital 4 of the SPC Regulation, which states that “the period that
elapses between the filing of an application for a patent for a new medicinal product and
authorisation to place the medicinal product on the market makes the period of effective
protection under the patent insufficient fo cover the investment put into that research”. This is
as true now as when the Regulation was passed. « SPCs were therefore infroduced to restore
some of the effective patent term, to an overall maximum of 15 years from marketing
authorisation. This was done, on the one hand, to ensure sustainable investments into
researching and developing new medicines and on the other hand, to preserve the
competitiveness of the EU as a research location. * While we understand that there is a
certain level of pressure towards re-opening the SPC Regulation to address a number of issues,
including the need to accommodate the upcoming unified patent litigation framework and a
(misplaced) concern that the number of cases referred to under the Regulation reflects a
lack of clarity, Il believes this is not necessary and on the contrary, that a proposal to re-
open the SPC Regulation would be detrimental o the EU competitiveness as a hub for
pharmaceutical innovation. e First, Il believes that the number of referrals to the CJEU is
not representative of the otherwise overall good functioning of the SPC Regulation. Around
21,000 national SPC applications for medicinal products have been filed since January 1991 in
the EEA countries, among which about 30 cases (as opposed to more than 100 under
tfrademark law) have been referred to the CJEU and about 90% have been granted or
denied without any issue. Given the high value of SPCs for innovative biopharmaceutical
companies and the fact that SPCs operate in an inherently very litigious phase of a
pharmaceutical’s life, this number of referrals is not unreasonable. These numbers indicate
that, in a vast majority of cases, the Regulation has worked well o compensate the industry
for the delays necessary to bring innovative biopharmaceutical products to the market.
Within this background, the SPC Regulation has met and is meeting its policy objectives. e
Though the vast majority of SPCs have been sought and obtained within the clear ambit of
the Regulation, questions have arisen regarding the correct scope of SPC availability for more
complex product situations stemming from evolutions of the biological and
biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Il believes that, although there will be
new referrals from fime to time where issues remain, these are likely to concern only a very
limited number of cases. It would further be unredilistic to expect the text of the Regulation (or
any new legislation) to anticipate or even keep up with all developments fo come. ¢ Due o
the nature of innovation, further circumstances that may require clarification could arise.
However Il believes that this does not justify amending the Regulation. It is indeed unlikely
that these points, or others, could be clarified satisfactorily or comprehensively with a new
Regulation and any new provision or wording would inevitably raise new questions for
interpretation by the CJEU, especially factoring in the likelihood of disputes inherent to our
sector over these valuable rights. would therefore favour retaining the existing
Regulation and leave it fo the CJEU to clarify pending questions as they arise.
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e We support Efpias comments
e The crificism on the current regulation misses the big picture.

e A.Small or midsized companies (and even major Pharma players) do often need and more
more time fo fully develop a new innovation and bring such innovation to the market.
Therefore, the SPC but also the combination of SPC and regulatory Data Exclusivity are crifical
to convince management and financial stakeholder to invest in the development of a new
drug. Major Pharma players do in-license more and more products initially developed by small
start-ups and will therefore also acquire/license-in product s for which the development has
also been slow. For one of our innovation, it was the combination of SPC and Data Exclusivity
that helped our company to make the decision to invest in the development of a new drug
(which required a long development time). We did consider the combination of these two
rights as an acceptable compromise to mitigate business risks. So the SPC is extremely
important for our Industry and for patients to ensure innovative drugs are being developed.

B. Five years SPC does not mean an additional five years exclusivity as of the marketing
approval date: Negoftiating a reimbursement price to launch a drug on the market is also a
key factor for Pharma Industry (and even more for smaller pharmaceutical companies). One
should also keep in mind that Pharma Industry is fully dependent on Public Health Authorities
and local Payers. Without an agreement with local Health Authorities/Payers for a
reimbursement price (based on a cost benefit assessment by local authorities) for a drug, not
Health Care professional will ever prescribe an new innovative drug which is not
reimbursement by local Authorities/Payers. No pricing agreement means that the market
launch of the product is almost impossible. As such negoftiations have to take place in each
and every EU member state independently, all these complex post-Marketing Approval
pricing processes do also reduce the real Market Exclusivity provided by the SPC (indeed, the
SPC extension is calculated as of the 1st EU/EEA Marketing Approval date). For a small
company such a process can take between 1-2 years for all EU member states.

¢ We think that any proposal to create a Unitary SPC should be the object of a separate
debate and not interfere in the adoption of any legislative initiative aimed to enhance the
competitiveness of the EU fine Chemical put of the European Union. The discussion addressed
to the creation of a new EU body to grant Unitary SPCs the adoption of specific rules and
procedures and the replacement of the current jurisdiction of the EU Member states on SPCs
should be the object of a different legislative process.

e Art. 15 (1) c of the SPC-Regulation is unclear for nullity actions against SPCs for which the basic
patent has expired. It is unclear whether in these nullity proceedings one needs to argue
patentability for the entire breadth of the originally granted subject matter or if one can limit
the arguments to the product protected by the SPC without having fo limit the basic patent
to this product.

¢ Insome ways, this survey is too simplistic to generate any change regarding SPC. The
questions are simultaneously foo general, and not directed to real solutions - if any are
necessary.

e No.

e We align ourselves with the lefter and comments sent to you by EFPIA, including in their survey
answer if you can identify it.

e | would like o add one comment, for which there is no question in your survey: It has to do
with the role of SPCs in the context of the so called Specific Mechanism. This is an instrument
of the Treaty to prevent parallel importation fromn new member states in case the medicinal
product at stake could not be protected in that state by a patent or SPC at the time it had
obtained such protection in the member state of intfended import. The mechanism establishes
a noftification obligation to originators about the intention to import medicines from a new
member state into an ,old™ one. As an SPC acts in the context of this Specific Mechanism as
a tfrade barrier inside Europe, we would suggest that any decision to award an SPC be
entered into a public registry. This would increase transparency and facilitate awareness for
the products where this restriction applies, and avoid unnecessary notifications to originator
companies when trade is not possible for this reason.

e 1. Given the costly, risky and lengthy R&D cycle, mandatory clinical studies, and the stringent
regulatory process that uniquely characterizes the pharmaceutical industry, SPCs form a
critical piece of Europe’s patent system, without which patent term would often be insufficient
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to act as an incentive for innovative R&D.  With an average time to market of 10-15 years,
and primary (basic) patents typically filed in the earliest stages of R&D, the normal 20-year
patent term would be severely limited and lose much of its value as an incentive absent an
SPC 2. The importance of SPCs is further reflected in the fact that every major country with a
competitive innovative pharmaceutical sector has a comparable system in place. This
includes the US and Japan. * Most other important economies also have a comparable
mechanism, including Australia, Russia, Israel, Korea and Singapore (Canada has also agreed
to implement an SPC system under the CETA agreement) 3. We are of the view that the
existing SPC Regulation fulfills its purpose of restoring a meaningful portion of patent term lost
in the R&D and regulatory process, while also including appropriate limits on the amount of
term that can be regained. Therefore, it should not be re-opened as a result of the EC review.
4. The CJEU’s recent review of certain elements of the Regulation is also not a reason to re-
open the Regulation. While some contend that these cases are indicative of a lack of clarity,
the evidence shows that the system works well in the vast majority of cases, and can be
further clarified by Court decision if and as needed.

e Asan overarching point, we suggest current SPC Regulations are not significantly rewritten.
For the most part, the law works as infended. Some areas need clarification, and new rights
(such as SPCs for medical devices) would be welcomed. However, any substantial
amendment of the Regulations is not required and would be potentially problematic.
Regarding the question “The current SPC Regulations act as an incentive to develop more
products for which a longer fime is needed until the marketing authorisation is obtained” we
have interpreted this question fo mean that the SPC Regulations act as an incentive to
develop new products that might not be developed otherwise; not that the SPC Regulations
act as an incentive to prolong the time needed to obtain a marketing authorisation.
Regarding the question “The SPC Regulations, as interpreted by the CJEU, sufficiently protect
new medical uses of known compounds (second medical use)”, we believe the case law
(namely C-130/11 Neurim) is moving in the right direction, but we disagree this case is
sufficient, because it is not always implemented as set out in section 30 of the Neurim
judgement. Regarding the question, “In your opinion, does Regulation 469/2009/EC need 1o
be changed or amended in order to better accommodate biopharmaceuticals and
products of recombinant DNA technology?)”, we do not believe the Regulations should be
changed. Instead, it is the role of case law to develop the legal system in response to
technological developments. The European Commission could also issue a communication to
clarify the situation. Regarding the statements "The development of new chemical entities
requires more effort and investment and thus deserves longer legal protection than... etc.”,
this is contradicted by many examples, e.g. where a new chemical entity is a naturally
isolated product, but requires difficult formulation or derivatization. It is factually wrong to
state that all new chemical entities require more (or more important) work to bring to market
relative to all other patentable inventions based on known chemical entities. Note also, we
have interpreted the term “new forms of existing active ingredients” as “new derivatives of
existing active ingredients”. Regarding the question “Regulation 469/2009/EC was conceived
in view of new molecules, new applications and new manufacturing methods. The
pharmaceutical industry is now increasingly investing in new formulations of existing drugs,
new delivery systems and combination products”, we believe new formulations of existing
drugs, new delivery systems and combination products should be eligible for SPCs. However,
we do not believe it is necessary to amend the SPC Regulations themselves. Instead, it is the
role of case law to develop the law in response to new technological developments.
Regarding the statement, “would you welcome a right of the SPC holder to amend the
product definition after grant before the Patent Office, analogous to Art. 10560 EPC?”, we
welcome the option for amendment, but this should also include broadening amendments,
not only limitation as under Art. 105a EPC, because the right of the SPC is already constrained
by the scope of the patent pending when the SPC application is filed. Regarding the
creation of a "unitary SPC", it is possible some applicants may find a use for this, but applicants
should not be obliged to use a unitary SPC. Applicants should also have the alternative option
to obtain national SPCs in the same states.

¢ While we understand that there is a certain level of pressure tfowards re-opening the SPC
Regulation to address a number of issues, we believe this is not necessary and indeed it will be
detrimental o the EU competitiveness as a hub for pharmaceutical innovation. Our company
strongly supports the existing Regulation leaving to the CJEU to clarify questions as they arise.

e The priority is to create an investment climate that fosters medical innovation - that finds
tomorrow's cures for the most vexing diseases. Such research improves human lives, reduces
the economic impact of disease and creates jobs in the pharmaceutical and healthcare
sectors (as well as peripheral supporting industries). SPCs are fundamental to this and reflect
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the “lost time” of research, clinical study and regulatory review. In our view the SPC regulation
reflects this fairly and adequately. We therefore agree with the position set out by EFPIA on
the system’s operation in general. * The necessity of conducting extensive pre-clinical and
clinical tests and trials before a new medicine can be marketed, but necessarily after the
filing of a patent application covering a new product, means that the biopharmaceutical
industry, cannot benefit from anything like the full 20-year patent term to generate revenue to
sustain the significant stream of investments required to bring new medicines to patients. ¢ As
a result, the critical importance to the innovative pharmaceutical industry of an effective SPC
regime is highlighted at Recital 4 of the SPC Regulation, which states that “the period that
elapses between the filing of an application for a patent for a new medicinal product and
authorisation to place the medicinal product on the market makes the period of effective
protection under the patent insufficient fo cover the investment put into that research”. This is
as true now as when the Regulation was passed. « SPCs were therefore infroduced to restore
some of the effective patent term, to an overall maximum of 15 years from marketing
authorisation. This was done, on the one hand, to ensure sustainable investments into
researching and developing new medicines and on the other hand, to preserve the
competitiveness of the EU as a research location. « While we understand that there is a
certain level of pressure towards re-opening the SPC Regulation to address a number of issues,
including the need to accommodate the upcoming unified patent litigation framework and a
(misplaced) concern that the number of cases referred to under the Regulation reflects a
lack of clarity, Il believes this is not necessary and on the contrary, that a proposal to re-
open the SPC Regulation would be detrimental o the EU competitiveness as a hub for
pharmaceutical innovation. e First, I believes that the number of referrals to the CJEU is
not representative of the otherwise overall good functioning of the SPC Regulation. Around
21,000 national SPC applications for medicinal products have been filed since January 1991 in
the EEA countries, among which about 30 cases (as opposed to more than 100 under
tfrademark law) have been referred to the CJEU and about 90% have been granted or
denied without any issue. Given the high value of SPCs for innovative biopharmaceutical
companies and the fact that SPCs operate in an inherently very litigious phase of a
pharmaceutical’s life, this number of referrals is not unreasonable. These numbers indicate
that, in a vast majority of cases, the Regulation has worked well o compensate the industry
for the delays necessary to bring innovative biopharmaceutical products to the market.
Within this background, the SPC Regulation has met and is meeting its policy objectives. e
Though the vast majority of SPCs have been sought and obtained within the clear ambit of
the Regulation, questions have arisen regarding the correct scope of SPC availability for more
complex product situations stemming from evolutions of the biological and
biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Il believes that, although there will be
new referrals from fime to time where issues remain, these are likely to concern only a very
limited number of cases. It would further be unredlistic to expect the text of the Regulation (or
any new legislation) to anticipate or even keep up with all developments to come. ¢ Due o
the nature of innovation, further circumstances that may require clarification could arise.
However Il believes that this does not justify amending the Regulation. It is indeed unlikely
that these points, or others, could be clarified satisfactorily or comprehensively with a new
Regulation and any new provision or wording would inevitably raise new questions for
interpretation by the CJEU, especially factoring in the likelihood of disputes inherent to our
sector over these valuable rights. would therefore favour retaining the existing
Regulation and leave it to the CJEU to clarify pending questions as they arise.

e The SPCis a very important protection right and the system is working very well and is stable
for more than 25 years. It meets the objective of the recitals of the Regulation. A change of
the system is not required.

e The survey does not provide for the opportunity for an overall assessment of the operation of
the SPC Regime in Europe. Il member companies are the main users of this system, filing
and prosecuting SPC applications every day. As such, we would like to provide our impression
of the system’s operation in general. ¢ The necessity of conducting extensive pre-clinical and
clinical tests and trials before a new medicine can be marketed, but necessarily after the
filing of a patent application covering a new product, means that the biopharmaceutical
industry, cannot benefit from anything like the full 20-year patent term to generate revenue to
sustain the significant stream of investments required to bring new medicines to patients. ¢ As
a result, the critical importance to the innovative pharmaceutical industry of an effective SPC
regime is highlighted at Recital 4 of the SPC Regulation, which states that “the period that
elapses between the filing of an application for a patent for a new medicinal product and
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authorisation to place the medicinal product on the market makes the period of effective
protection under the patent insufficient to cover the investment put into that research”. This is
as true now as when the Regulation was passed. * SPCs were therefore infroduced to restore
some of the effective patent term, to an overall maximum of 15 years from marketing
authorisation. This was done, on the one hand, to ensure sustainable investments into
researching and developing new medicines and on the other hand, to preserve the
competitiveness of the EU as a research location. ¢ While we understand that there is a
certain level of pressure towards re-opening the SPC Regulation to address a number of issues,
including the need to accommodate the upcoming unified patent litigation framework and a
(misplaced) concern that the number of cases referred to under the Regulation reflects a
lack of clarity, Il believes this is not necessary and on the contrary, that a proposal to re-
open the SPC Regulation would be detfrimental to the EU competitiveness as a hub for
pharmaceutical innovation. e First, Il believes that the number of referrals to the CJEU is
not representative of the otherwise overall good functioning of the SPC Regulation. Around
21,000 national SPC applications for medicinal products have been filed since January 1991 in
the EEA countries, among which about 30 cases (as opposed to more than 100 under
tfrademark law) have been referred to the CJEU and about 90% have been granted or
denied without any issue. Given the high value of SPCs for innovative biopharmaceutical
companies and the fact that SPCs operate in an inherently very litigious phase of a
pharmaceutical’s life, this number of referrals is not unreasonable. These numbers indicate
that, in a vast majority of cases, the Regulation has worked well o compensate the industry
for the delays necessary to bring innovative biopharmaceutical products to the market.
Within this background, the SPC Regulation has met and is meeting its policy objectives. e
Though the vast majority of SPCs have been sought and obtained within the clear ambit of
the Regulation, questions have arisen regarding the correct scope of SPC availability for more
complex product situations stemming from evolutions of the biological and
biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Il believes that, although there will be
new referrals from fime to time where issues remain, these are likely to concern only a very
limited number of cases. It would further be unredlistic to expect the text of the Regulation (or
any new legislation) to anticipate or even keep up with all developments to come. ¢ Due to
the nature of innovation, further circumstances that may require clarification could arise.
However Il believes that this does not justify amending the Regulation. It is indeed unlikely
that these points, or others, could be clarified satisfactorily or comprehensively with a new
Regulation and any new provision or wording would inevitably raise new questions for
interpretation by the CJEU, especially factoring in the likelihood of disputes inherent to our
sector over these valuable rights. would therefore favour retaining the existing
Regulation and leave it fo the CJEU to clarify pending questions as they arise.

e Several of the earlier questions were framed with binary outcomes or no opinion. In general,
the situation is more nuanced - | am not convinced that this survey can be of any real value

o We appreciate being given the opportunity to contribute our perspective in this survey.
Having said this, we note that the scope of the survey and the level of detail transgress into
the realm of legislative activity, for which there are established processes and procedures
under European legislation and EU Commission practice. At this juncture, we do not consider
legislative activity required. However, should the European Commission, at any point in fime in
the future, consider legislative activity in relation to the SPC Regulation, we expect to
participate in a transparent, unbiased and open stakeholder consultation. As association of
the pharmaceutical industry, we deplore the bias and the leading questions contained not
once but multiple fimes in this survey. Pharmaceutical innovation is of primary interest to
patients in Europe, and an important economic factor for the European Union. Disparaging
the research efforts of the pharmaceutical industry or attempts to curtail the protection of
significant investments into research do such interest and that importance unjustice. On a
technical level, it is unfortunate that the completed questionnaire cannot be printed for future
reference.

e Theissue regarding combinations of drug/medical devices which cannot be authorized
according o Directive 2001/83/EC. See comments in earlier fields.

e The survey does not provide for the opportunity for an overall assessment of the operation of
the SPC Regime in Europe. Il ond vfa member companies are the main users of this
system, filing and prosecuting SPC applications every day. As such, we would like to provide
our impression of the system’s operation in general. ¢ The necessity of conducting extensive
pre-clinical and clinical tests and trials before a new medicine can be marketed, but
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necessarily after the filing of a patent application covering a new product, means that the
biopharmaceutical industry, cannot benefit from anything like the full 20-year patent term o
generate revenue to sustain the significant stream of investments required to bring new
medicines to patients. ¢ As a result, the critical importance to the innovative pharmaceutical
industry of an effective SPC regime is highlighted at Recital 4 of the SPC Regulation, which
states that “the period that elapses between the filing of an application for a patent for a
new medicinal product and authorisation to place the medicinal product on the market
makes the period of effective protection under the patent insufficient to cover the investment
put into that research”. This is as true now as when the Regulation was passed. ¢ SPCs were
therefore introduced to restore some of the effective patent term, to an overall maximum of
156 years from marketing authorisation. This was done, on the one hand, to ensure sustainable
investments into researching and developing new medicines and on the other hand, to
preserve the competitiveness of the EU as a research location. ¢ While we understand that
there is a certain level of pressure fowards re-opening the SPC Regulation to address a
number of issues, including the need to accommodate the upcoming unified patent litigation
framework and a (misplaced) concern that the number of cases referred to under the
Regulation reflects a lack of clarity, Il believes this is not necessary and on the contrary,
that a proposal to re-open the SPC Regulation would be detrimental to the EU
competitiveness as a hub for pharmaceutical innovation. e First, I believes that the
number of referrals to the CJEU is not representative of the otherwise overall good functioning
of the SPC Regulation. Around 21,000 national SPC applications for medicinal products have
been filed since January 1991 in the EEA countries, among which about 30 cases (as opposed
to more than 100 under trademark law) have been referred to the CJEU and about 90% have
been granted or denied without any issue. Given the high value of SPCs for innovative
biopharmaceutical companies and the fact that SPCs operate in an inherently very litigious
phase of a pharmaceutical’s life, this number of referrals is not unreasonable. These numbers
indicate that, in a vast majority of cases, the Regulation has worked well to compensate the
industry for the delays necessary to bring innovative biopharmaceutical products to the
market. Within this background, the SPC Regulation has met and is meeting its policy
objectives. ¢ Though the vast majority of SPCs have been sought and obtained within the
clear ambit of the Regulation, questions have arisen regarding the correct scope of SPC
availability for more complex product situations stemming from evolutions of the biological
and biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Il believes that, although there will be
new referrals from fime to time where issues remain, these are likely to concern only a very
limited number of cases. It would further be unredlistic to expect the text of the Regulation (or
any new legislation) to anticipate or even keep up with all developments fo come.

e Any aftempts to "improve" the SPC regulation risk infroducing more uncertainty for industry so
very great care must be taken to avoid impacting upon the incentives to the life sciences
sector to invest in the long tferm studies needed before a product can be brought to market.

¢ Asmentioned before packaging and stock-piling has to be allowed during the valid SPC
protection!!!

e Most of the issues that the generic industry have with the current SPC regulations are caused
by uncertainty in interpretation of the requirements for obtaining an SPC. This is not only as a
result of the specific wording of the SPC Regulations, but also as a result of numerous unclear
decisions handed down by the CJEU. These decisions often try to solve one issue of
intferpretation, but end up creating further uncertainty (because they infroduce tests which
themselves include ambiguous terms), but also because the decisions only go as far as is
necessary to answer the specific question that is asked, rather than giving complete
guidance. This is exemplified by the numerous referrals around the meaning of Article 3(a) of
Regulation 469/2009. In other words, as well as amending the regulations (a subject which the
current survey is seeking to address), the CJEU needs to be encouraged to provide decisions
which are clearer and which can be applied to real life scenarios without ambiguity.

¢ No abandonment by the SPC owner possible with retroactive effect. The case law regarding
SPCs should be taken into account in its entfire and not only in regards to specific decisions.
This could be done best via guidelines.

e SPC haos broadened the mandate of drug regulatory agencies to allowing expansion of
monopoly protections for particular products held by patent holders - an unnecessary and
confusing obligation that now rests with drug regulatory agencies. The protection is triggered
if a patent has been granted. The SPC has no added value in ensuring quality, efficacy and
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safety of medicines, which is the primary and critical function of drug regulatory authorities. It
is critical that the current evaluation process include two additional approaches to analysing
the SPC: 1. To evaluate the societal costs and impact of enforcement of SPC Regulation,
and to infroduce an empirical analysis on the implication on the availability and affordability
of medicines under SPC protection for public health budgets and as it affects out-of-pocket
expenditures. 2. To assess the legality of the SPC regulation, in particular as it relates fo an
unjustified extension of the mandate of drug regulatory agencies, and secondly, as to the
consistency of the SPC regulation with other legal obligations, such as competition law and
policy. Preliminary research indicates that affordable generic versions of medicines have
been delayed from entering the market in Europe due to SPC protection even though an
equivalent product has been available in the global market for around 10 years. This has
affected medicines used to treat HIV and AIDS. For example, the patent on the
abacavir/lamivudine combination expired in Europe in 2016, but SPC extension has extended
exclusivity on the combination until 2019. Generic versions of the product have been
available in the global market since 2006. The base compound patent on atazanavir expired
in April 2017, with a SPC extension until 2019. A generic version has been available in global
market since 2008. The base compound patent of raltegravir will expire in Europe around
2022, with SPC extension till 2023. A generic equivalent has been available in the global
market since 2015. Delayed entry of generic version of medicines might have a direct impact
on the public health expenditures on medicines, which would be critical for the current survey
and evaluation process to tackle with empirical case studies and data collection.

¢ No abandonment by the SPC owner possible with retroactive effect. The case law regarding
SPCs should be taken into account in its entirety and not only in regards to specific decisions.
This could be done best via guidelines. Apparently, the focus of this survey is too closely on
the pharma sector than other industry sectors. Some of the questions are not entirely clear,
including the questions that invite participants to describe their associations. Business
associations like | IEIEGIzGzGz@EX \whose members do not come only from the pharmaceutical
or agrochemical sector cannot easily describe themselves.

o We agree with various other respondents to the survey who have told us that they think the
timeframe provided for responses was too short and that some of the questions were not well
phrased. Further, the multiple choice nature of some of the questions overly simplified the
incredibly complex issues underlying those questions.

e The survey does not provide for the opportunity for an overall assessment of the operation of
the SPC Regime in Europe. As Il member companies are the main users of this system,
filing and prosecuting SPC applications every day, we would like to provide our impression of
the system’s operation in general. ¢ The necessity of conducting extensive pre-clinical and
clinical tests and trials before a new medicine can be marketed, but necessarily after the
filing of a patent application covering a new product, means that the biopharmaceutical
industry, cannot benefit from anything like the full 20-year patent term to generate revenue to
sustain the significant stream of investments required o bring a new product to the market. o
The crifical importance to the innovative pharmaceutical industry of an effective SPC regime
is highlighted at Recital 4 of the SPC Regulation, which states that “the period that elapses
between the filing of an application for a patent for a new medicinal product and
authorization to place the medicinal product on the market makes the period of effective
protection under the patent insufficient to cover the investment put into that research”. This is
as true now as when the Regulation was passed. * SPCs were therefore infroduced to restore
some of the effective patent term, to an overall maximum of 15 years from marketing
authorisation. This was done, on the one hand, to ensure sustainable investments into
researching and developing new medicines and on the other hand, to preserve the
competitiveness of the EU as a research location. ® While we understand that there is a
certain level of pressure towards re-opening the SPC Regulation to address a number of issues,
including the need to accommodate the upcoming unified patent litigation framework and a
(misplaced) concern that the number of cases referred to under the Regulation reflects a
lack of clarity, Il believes this is not necessary and on the contrary, that a proposal to re-
open the SPC Regulation would be detrimental o the EU competitiveness as a hub for
pharmaceutical innovation. e First, Il believes that the number of referrals to the CJEU is
not representative of the otherwise overall good functioning of the SPC Regulation. Around
21,000 national SPC applications for medicinal products have been filed since January 1991 in
the EEA countries, among which less than 30 cases (as opposed to more than 100 under
tfrademark law) have been referred to the CJEU and about 90% have been granted or
denied without any issue. Given the high value of SPCs for innovative biopharmaceutical
companies and the fact that SPCs operate in an inherently very litigious phase of a
pharmaceutical’s life, this number of referrals is not unreasonable. These numbers indicate
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that, in a vast majority of cases, the Regulation has worked well o compensate the industry
for the delays necessary to bring innovative biopharmaceutical products to the market.
Within this background, the SPC Regulation has met and is meeting its policy objectives. e
Though the vast majority of SPCs have been sought and obtained within the clear ambit of
the Regulation, questions have arisen regarding the correct scope of SPC availability for more
complex product situations stemming from evolutions of the biological and
biopharmaceutical sciences. It is natural and appropriate for national courts to seek
clarification and interpretation of EU laws with regard to these. These questions have however
been gradually addressed by the CJEU, which has clarified in its decisions a very substantial
number of these points which were raised to it. Il believes that, although there will be
new referrals from fime to time where issues remain, these are likely to concern only a very
limited number of cases. It would further be unrealistic to expect the text of the Regulation (or
any new legislation) to anticipate or even keep up with all developments to come. ¢ Due to
the nature of innovation, further circumstances that may require clarification could arise.
However Il believes that this does not justify amending the Regulation. It is indeed unlikely
that these points, or others, could be clarified satisfactorily or comprehensively with a new
Regulation and any new provision or wording would inevitably raise new questions for
interpretation by the CJEU, especially factoring in the likelihood of disputes inherent to our
sector over these valuable rights. would therefore favour retaining the existing
Regulation and leave it fo the CJEU to clarify pending questions as they arise.

e Survey touches only sensitive Points, it lacks an overall assessment.

e Question 39 on new formulations, delivery systems and combination products does not allow
any comments, so here a comment in detail. The question implies that an amendment is
necessary. This is not the case. The current SPC Regulation can be adequately applied to
recognize such investments, as evidenced by the CJEU Neurim case on a new formulation of
an active ingredient that had been authorized before. The questions 58 and 59 on product
definition do not allow comments, so here a comment in detail. The questions are apparently
based on a misunderstanding. The product reference (not definition) is for convenience only
and has no legal effect. The scope of protection of an SPC is based on a) the basic patent
and b) the marketing authorization. The product reference does not come into play at all, it is
legally irrelevant, and for convenience only. Question 65 does not allow to comment, either.
It is not clear why a question on Bolar exemption is included in the SPC Survey. This is off topic.

e Referring to Q 75: The plant protection industry advocates for a quick infroduction of a
unitary-SPC for plant protection products. Only through the intfroduction of such a unitary SPC
for this area it can be ensured that the advantages offered by the new European patent
system could be used by the companies. Due to the high investments in the research and
development of their innovative products, companies rely on effective protection through
SPC. The missing possibility to obtain a unitary SPC leads to a significant gap in the protection
of intellectual property in Europe. Without the opportunity to obtain a unitary SPC there is a
high risk that companies in the plant protection sector will not or only reluctantly use the new
system and the associated advantages will remain unused. It is, therefore necessary to create
a unitary SPC by means of a separate regulation until the first European patent with unitary
effect is granted. In the absence of a centralized authorization procedure for plant protection
products, the unitary SPC should be granted based on the EU-wide approval of the active
ingredient by the first authorization in a Member State. It should have unitary effect in those
Member States who have granted product-authorizations regarding their own territory for the
same product as the first authorization granted by a first Member State at the expiry date of
the basis patent. General: The focus of this survey is very close to the pharma sector and does
not take the specific questions which are raising in the plant protection sector enough into
account. We are of the opinion that some of the questions are not entirely clear, so that the
answers which were given by us in this survey rely in a noteworthy number on our
inferpretation of the precise content of the question.

Q 77: If there is anything else you would like to suggest or tell us in connection with this survey,
please feel free to do so now:

. - would like to express our concerns regarding the way in which this important survey is
being conducted and the consideration given to users’ views, i.e. views of those companies
which file and prosecute SPC applications and rely on the protection that SPCs provide to
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invest substantially and sustainably into research and development. Not only were industry
association stakeholders given very limited time (11 working days effectively), but also the
formulation of the questions does not lend itself to allow for a thorough reflection of the whole
spectrum of views of stakeholders. In relation to question 35, the UK and European bioscience
sector has been and continues to strongly support the use of market incentives to increase
investment in the development of new antibiotics. However, we do not believe that the SPC
regime is an appropriate mechanism to achieve this. Industry is working with the authorities to
explore the most effective means to achieve our shared goals and we urge all parties to
continue in this approach.

e Forearly stage technology such as gene therapy that is showing promising results for
tfreatment of rare diseases, it is key to encourage investment by providing certainty of
protection of the IP while insuring the access to treatment to the patients. Improvement of
existing production process is crucial to insure affordable prices for the patients. Ensuring IP

rotection for the production process of a gene therapy treatment is therefor important..
h is a patient associations that develops new treatment in gene therapy for rare disease,
particularly for neuro-muscular disease. ﬁ is funded by public generosity and by
partnership with some pharma companies (licensing-out, research collaboration). We
encourage inifiative that provides certainty for investors and in the meantime ease access for
the patients to innovative treatments

e We are fully aware of the comments made by EFPIA and our comments and views are
entirely in line with those as set out in EFPIA's response to this survey. However, we do not feel
the need to repeat EFPIA's comments.

e The last question on EMA was answered in the negative, because there is no EMA availble for
crop protection SPCs

e FICPI (the international federartion of IP attorneys in private practice) has provided a
reasonable position paper regarding UP-SPC and the urgent need to establish a UP-SPC
system from the very beginning of the UPC system. A patent-driven and innovation-rewarding
UP-SPC system would be a big incentive for the UP/UPC system and possibly (for EP holders) a
decision point to refrain from "opting out" (if the UP-SPC system is available for EP holders (at
least for an appropriate transition period)).

«  We would recommend [l highlights the fact that questions are biased and some even
ignore the very purpose of the SPC. For instance, the question of whether SPCs encourage
evergreening or whether they encourage companies to increase the fime span between pre-
clinical phase and regulatory filing seems very biased and misplaced. Similarly, the link
between the SPCs and the development of antibiotics or orphan medicines is misguided.
While antibiotics were not developed for different reasons (including the downward pressure
on demand due to AMR), orphans have a specific set of incentives, which work well. Revising
the SPC Regulation would not bring any improvement in that respect. Moreover, the
questions are in a multiple-choice format with very binary answers, which fail to capture the
complexity of the issue. While it is sometimes possible fo add some comments to put answers
info perspective, many questions do not provide for that possibility, which raises questions
about the potential misinterpretation of the answers, therefore affecting the quality of the
output and ultimately its subsequent use for policy-making.

e [t would have been helpful to have provided more comment boxes, as the topic is a very
complex one. Even more preferably, a better opportunity for a face-to-face discussion would
have been appreciated. It is difficult to capture all of the nuances of this issue in a simple
online survey.

e The focus of this survey is very close to the pharma sector and does not take the specific
questions which are raising in the crop protection sector enough into account. As to the fact
that |l represents both pharmaceutical and crop-protection companies, we answered the
questions from the viewpoint of the pharmaceutical industry and added comments from the
viewpoint of the crop protection companies where possible and necessary. Furthermore we
are of the opinion that some of the questions are not entirely clear, so that the answers which
were given by us in this survey rely in a noteworthy number on our interpretation of the precise
content of the question.
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¢ We do have serious concerns over the form of questions in this survey. Many appear to be
biased fowards a particular response or have many factors or assumptions built in which
cannot be addressed in a multiple choice format.

¢ Many questions are unbalanced, seem to be based on assumptions that are misguided and
do not provide fair and/or appropriate options for answers.

e Great efforts should be made soon in order to implement CJEU-decisions of the last decade in
terms of SPCs and a new framework should be established which is clearer as the current SPC-
Regulation and does (as a consequence) not leaf so much uncertainty an "room for legal
disputes"

e SPC waiver should also permit stockpilling, assuming that no entry in the market can take
place before expiry. This could conftribute to decrease costs of generic drugs (simpler supply
chain, less fransportation costs)

e In certain sections, the design of the survey does not lend itself to eliciting useful responses.
This particular applies to those questions where: - the options for responding are very limited
(and not necessarily reflective of the full range of possible views); - there is no "other" option
(with a comments box to explain that option); and/or - there is no ability to provide comments
upon the reason why a certain option has been selected.

e We refer to EFPIA's cover letter to their response to this questionnaire.
e nNO

e Apparently, the focus of this survey is too closely on the pharma sector that crop protection
industry. Some of the questions are not entirely clear.

e Nice work so far!

e This survey has been very poorly drafted and poorly administered. The time period for
response (despite the extension) has been too short, particularly in view of the very long time
it fook to receive the survey. No single person within a company or institution knows all of the
answers or consensus opinions of their company/institution, and to take the time out of our
regular business is very difficult, particularly given that our business truly is fime intensive when
trying to develop new medicines and get them to patients as quickly as possible). Making our
response even more difficult was the poorly written questions. Too many of the questions
made assumptions that were not correct or were opinion, not fact. Too many answer choices
were too limited and lacked an opportunity to comment. Many of the questions
demonstrated ignorance about the purpose of the SPC Regulation and the nature of the
bio/pharmaceutical industry. By way of example, the three questions regarding "how do SPCs
and patents relate to your research activity" were nearly nonsensical. One does not conduct
"freedom to operate searches" on "granted patents or patent applications." You conduct a
"freedom to operate" search on a product, and to the degree you find a patent or patent
application that may pose a risk to your freedom to make, use and sell a product, you take
note of any SPCs because they extend the term of enforceability of that product. With
respect to "consulting patent applications or patents as a source of information for research,"
that is certainly one of the important functions of patents/patent applications - to inform those
of skill in the art of a new invention so that they can learn from and improve upon it. However,
patents and patent applications are, in this regard, like any other scientific publication -
information about the progress of science from which a reader may derive a new invention.
Another example of a question that suggests a lack of understanding of the industry and laws
related thereto were nearly all the questions related to the Bolar exemption. The Bolar
exemption has nothing to do with SPCs. It is an industry-unique exception to liability for
infringement of patents - permitting certain infringing activities to be conducted without
liability, if those activities are necessary for and done for the purposes of obtaining regulatory
approval of a medicinal product. Similarly, orphan drug exclusivity and issues related to the
lack of investment in new antibiotics should not be in a questionnaire about the legal effects
of SPCs. Orphan drug protections stimulate investment in medicines to freat orphan disease,
and the incentives have worked exactly as infended. The fact that new, more potent
antibiotics are need and at the same fime they must be used very sparingly, requires
completely different incentives than an SPC and likely even different from extended
regulatory exclusivity. An example of a question that made erroneous assumptions and
lacked a comment box for explaining one's answer, was the following: "The development of
new chemical entities requires more effort and investment and thus deserves longer legal
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protection.... .... compared to the development of new forms of existing active
ingredients;....compared to the development of new formulation of existing active
ingredients; ...... compared to the development of new indications for existing active
ingredients." This question assumes that the level of "effort and investment" required to
engage in the enumerated activities is consistent within each activity. Of course, it is not. It
also assumes that the differences in levels of "effort and investment" both can be determined
and will be significant enough that different periods of legal protection are appropriate. To
what type of "legal protection" and "longer" than what periods of protection are left to the
reader's interpretation. There are numerous additional examples of bias, erroneous
assumptions, unclear wording, etc. in the survey, but since the deadline for submission is hours
away, and | have already spent a full day filling in the survey (after many days of reviewing,
researching, considering and discussing the survey questions and our answers), | will stop here.
(Except for one more question - how in the world could my age possibly be relevant to
analysis of this survey, the answers to which, supposedly, reflect a corporation's collective
viewpoint?!)

e | have serious reservations about the content and nature of this survey. It seems to be have
been written from the point of view that the current Regulation requires substantive
amendment, which is not the case. The question implying that SPCs play a role in
'evergreening' was astonishing to see and extremely troubling. The wording of many questions
was unclear and others simply did not make sense, hence it was difficult to answer or
comment on these without having to guess or assume what the question related to. For
example the statement 'The current SPC Regulations act as an incentive to develop more
products for which a longer time is needed until the MA is obtained' does not make any
sense.

e [t was clearly overly focussed on Medicinal SPC regulation, which made it sometimes difficult
for us to answer the question

e Question 18 does not allow numbers above three digits. The correct number for our company
is 1.223. Presumably the number for most medium to large pharma companies which have
and have had products put on the market throughout the EU over the last 10 years will also
exceed 1.000.

¢ Many questions in this questionnaire are unclear or appear to be biased. Other questions
appear to have been created in misapprehension of how pharmaceutical companies work.
So it is altogether questionnable whether the this Survey will be able to fulfil its purpose and
give a clear and undistorted picture (resulting from posing unclear and biased questions in
the first place). Moreover, the Deadline given to answer this extensive and very important
questionnaire - although extended at the last minute - was far too short.  Also in this context,
the Comments to be provided by the EFPIA to the MPI by letter are highly relevant and to be
regarded.

e The extension of time was welcome since the initial time period for response was too short to
prepare a well thought through response. In part, the questions were unclear/not sufficient
specific. Especially were only tick boxes were provided a qualified response was not always
possible as in such cases it was not possible to provide comments. Many questions were trying
to push info a certain direction. Again, since it was not always possible to provide comments,
a qualified response was difficult, particularly were multiple factors drive a decision, which
often may be case-by-case.

e Asageneral point we believe that using a questionnaire of this nature (with a limited number
of potential answers and no opportunity to comment in many cases) to obtain views on this
very complex subject is too inflexible and does not give the opportunity to express the
nuanced and complicated views that are held by our members. As such it is not appropriate
to rely on the results of this survey as a basis for any future decisions or policies in relation to
SPCs. In addition, the short fimescale originally provided for completion of the questionnaire,
combined with the lack of a definitive hard copy version, made it extremely difficult for our
organisation to discuss and obtain views from our members. Certain of the questions appear
to be poorly worded or capable of more than one interpretation, which could lead to two
different answers. Furthermore some questions appear o be based on assumptions with
which we would not necessarily agree, making them difficult to answer. For many questions,
the simplistic answers provided could be misleading without further comment; we have
therefore sometimes been forced to answer 'no opinion’ or ‘impossible to say’ because there
was no answer that adequately reflected our views.
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e Several of the responses were "No opinion / Impossible to say". These are very different
answers and must be reflected properly in the report and not mischaracterized as "no
opinion". Also, it is incredibly unhelpful not to provide a full and transparent set of the
questions in the survey that can be considered as a whole when answering, and to provide a
system which does not allow the review of past answers without losing all infermediate
answers. That significantly undermines the ability of organisations to consider and discuss views
on difficult questions of policy.

e If you should need some examles of "problematic" SPC are statistics on SPCs please contact
me

¢ The way certain questions are formulated makes it difficult to contribute. For, instance, we
believe that the development of new chemical entities require far more effort and investment
that the development of new formations, new indications, etc. We believe that there should
not be SPCs for new formations, new indications, etc. And not only that there should be
shorter SCPs, which our response to the question could leadt to believe considering the way
the question is ask.

e This was a good questionnairel

e To confirm, this survey is completed in my own personal opinion and not as representative of
the broader views of my law firm.

e | agree with all comments made by EFPIA on this survey.

e Some of the questions are ambiguous and would have needed more clarification. Therefore,
a comment field for each of the questions would have been helpful to explain the rational for
certain answers.

e The statements in questionon FTO searches are unclear and show a lack of understanding of
pharmaceutical companies’ iterative and complex research and development processes
and of their daily operations. Similarly, the answers to question 25 on how we procure APIs will
depend on the type or phase of a research project. All of the answers will typically apply to a
large research-based company, albeit to different projects at different times and for different
reasons. We do not see how an amendment to the SPC Regulation could help overcome the
alleged deficit of investments into the development of antibiotics. This proposal further shows
a misunderstanding of the pharmaceutical industry and in particular of the difficulties and
issues associated with antibiotics development, which point to the importance of effective
and efficient incentives, taking into the specific challenges associated with antibiotics, in
particular that these are expected 1o be prescribed as rarely as possible or to be reserved for
late-line use. These constraints on the use of antibiotics limit the efficiency of fraditional
incentives (patents, SPCs) and exemplify the consequences of a lack of efficient incentives.
Similarly, question related to Orphan Drugs seems to ignore the existence of the Orphan
Medicinal Products Regulation, which was specifically designed to address insufficient
investment in the development of medicines for rare diseases. The Orphan Regulation has
been a notable success. Of course more research and hence more investments are needed,
as 130 orphan medicines have been approved up to today and many of the 6-7,000 rare
diseases sfill lack effective tfreatments. However the Orphan Regulation has significantly
encouraged investments since 2000, in an area that was lacking treatments. If there is
insufficient investment in some areas, societal priorities and poor knowledge about the nature
of some rare diseases are the most common reasons for that - it has little, if anything, to do
with SPCs. Changing the SPC Regulation would in no way impact orphan medicine
development, as orphan medicines development relies on specific mechanisms provided by
the Orphan Medicinal Product Regulation, recognising that for such diseases, as for
antibiotics, traditional IP incentives are not sufficient. We strongly believe that the creation of
a unitary SPC is necessary and suupport the porposal that unitary SPCs on the basis of
European Patents with unitary effect are granted by a virtual body composed of SPC experts
from national patent offices. That it is virtual does not mean it does not exist - this virtual office
would need to be legally created and embodied, either as a stand-alone institution or hosted
by a competent EU agency or body, with the task and responsibilities for granting unitary SPCs
entrusted to the (virtual) office and supported by a performing IT system. By being virtual, such
a body would be able to retain and rely on the existing expertise at national level instead of
trying to build a new agency from scratch. A virtual body would also overcome issues such as
forum shopping that might occur with mutual recognition of decisions. Finally, considerations
such as the location and associated costs of a new agency are reduced. It is recognised that
there might be a need for a small number of administrative staff but it is believed that these
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needs would be relatively light. This is a logical continuation of the Member States” decision
and agreement to create a European Patent with unitary effect. This only requires the
necessary institutional provisions i.e. a granting authority and procedure, to be provided for.
These should be jointly applicable to Regulations 469/2009 and 1610/96. As the SPC “shall
confer the same rights as conferred by the basic patent”, a SPC based on a unitary patent
would simply have the same effect as a unitary patent. The decisions made by the body
granting unitary SPC, e.g. not to grant a SPC, should be appealable within a court system,
preferably one that has expertise in patent law, such as the Unified Patent Court. It must also
be possible for questions on points of law under the SPC Regulation to be referable to the
CJEU. As for current SPCs, unitary SPC should be available based on a European patent with
unitary effect and a marketing authorisation, irrespective of whether it is centralised and
granted by the EMA or national and granted through the decentralised or mutual recognition
procedures. If unitary SPCs were to be available only to products granted through the
centralised procedure, it would unduly discriminate against certain products which are not
eligible for the centralised procedure. In the scenario where a product has not been
approved in all Member States, the unitary SPC would then only be enforceable in these
countries were a marketing authorisation has been granted.

o W would like: -to stress the great importance for the pharmaceutical industry of the SPC
regulation, and accordingly the great importance of the questionnaire, - to express regret
over the very limited time provided for responding to the many and complex questions. Il
received the questionnaire on June 13, with response due June 23. This gives us only a few
working days to answer, - to express concern for the way in which some gquestions in the
survey are drafted, for example lacking clarity and balance, which made them very difficult
to respond to, - to express that in these circumstances [l has largely had to rely for its
response on work done by EFPIA, the European Federation of Pharmaceutical Industries and
Associations.

e Some of the questions should have been expressed in more detail to avoid misunderstandings
and being unbalanced.

e - Why questions about my age? - Several questions are unclear and don't specify the
background of the question or don’t clearly define critical ferms/words used in the question.
- Other questions highlight that there is a lack of understanding of the development process in
the pharma industry e.g. questions 24, 25, etc or lack of understanding of the SPC/Patent
system e.g. question 57. - Many questions are orientated (based on pre-defined assumptions)
and don't give us the possibility to provide a background or explanation to our answers or
challenge our pre-defined assumptions e.g. question 26a. - | have also noticed questions not
at all related to the SPC legislation and its purpose, such as the "surpising" link between SPC
and the concept of “evergreening” (question 31), which is obviously either a
misunderstanding of the SPC system or a "politically orientated" question going beyond the
objective of this project and need of "objectivity". Surprisingly we were not even given the
possibility to fully reject your proposal/statement by answering "No" or "Not at all". This is an
orientated question with orianted answer that can be shocking for an expert.  Predefined
opinions about Pharma Industry: A few words about common misconception statements, we
can read more and more in the medias or social medias, against Pharma industry and the
Patent system. One should first keep in mind that Pharma Industry is today fully dependent on
local Public Health Authorities and local Payers. Without an agreement with local Health
Authorities/Payers for a reimbursement price for a drug (based on cost-benefit assessment
performed by local authorities), not health care professional will ever prescribe a new
innovative drug which is not reimbursement by local Authorities/Payers. No "pricing
agreement" means that the market launch of the new drug is almost impossible. Over the last
ten years | have noticed an increasing risk aversion in the pharma sector, because expected
sales are very often not achieved, expected sales prices is most of the time much lower than
originally foreseen (due to very strong pressure on healthcare budgets - although the drug
costs in the total healthcare costs (Hospitals, etc.) is very low). Furthermore in the Pharma
sector, the Public Healthcare authorities do actively promote the market entry of generic
products/copies, and do ensure a strong price drop takes place after the original
product/basic patent expires. Public Healthcare authorities do stimulate fast and strong
generic competition by "incentive" policies e.g. oblige pharmacies to substitute the
prescribed drug with the cheapest product. Therefore, in such challenging environment,
having an acceptable market exclusivity (Patent, SPC, Data Exclusivity) is becoming more
and more critical for innovators. If you compare the share price of big pharma players with
e.g. big technology players over ten years, you can easily see that investors don’t invest so
much into pharma Industry anymore because of the increasing risk profile and lower
predictability. The ten years share price is probably the best evidence against all the
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misleading statements we can read against our industry and against exclusivity rights covering
drugs.

e No.

¢ We wish to add some comments on questions where no comment boxes were provided.
Over the last 10 years we have likely filed in the order of 1000 SPC applications. In the human
health area we will normally file for SPCs in all EU member states. Coverage will be less in the
animal health area. Our patents in the human health area are obtained by the EPO and so
their geographical coverage will be greater than just the EU. Our human and animal health
divisions market products throughout the world, noft just in the EU. It is not possible to answer
whether national patent offices differ in terms of predictability, quality and transparency. This
is three questions rolled into one. There is little problem with predictability. We do not know
what it means to ask whether one SPC application procedure is more transparent or of higher
quality than another. Under CJEU case law SPCs are available for combinations of new
active ingredients where there is an appropriate basic patent. This is also true for
combinations of new and old active ingredients but the case law limits the circumstances in
which this latter category of combinations can receive an SPC. The CJEU in Neurim has
aoffirmed that new SPCs are available for new uses of old active ingredients providing there is
an appropriate basic patent and new marketing authorisation. There is currently variation
between national patent offices over how to apply this decision if the earlier and later uses
are both in humans. It would be good to incentivise new uses for old active ingredients
generally. We do noft think the length of SPC protection should be directly dependent on the
level of investment and efforts in bringing a new product to market. This is already taken into
account via the proxy of the time taken to receive a marketing authorisation which
determines the length of an SPC. The SPC Regulations are not an appropriate mechanism for
encouraging investments in antibiotics which need to be useful for many years in medical
practice and only used with the right patient at the right time. Other incentives are more
suitable such as can be found in national reimbursement systems. Product is currently
defined, under Art 1 of the Regulation, in terms of the active ingredient. Intfroducing a
definition of the active ingredient in terms of the product would be viciously circular. in
addition the proposed definition includes unclear terms such as 'infended', 'with a view 1o
and 'on its own' which would lead to many legal disputes. Requiring product definitions in the
form of patent claims would lead to very variable results on the same application in different
offices. Further, some offices do not currently examine for inventive step on national patent
applications and do not have internal expertise to assess patent claims. Many legal disputes
would follow if such a product definition was required. We have significant manufacturing in
Europe. Where we plan to make products that contain a third party active ingredient we
respect SPC rights in deciding on the manufacturing location. There are questions on the
scope of the Bolar exemption for patents that will be under the exclusive jurisdiction of the
Unified Patent Court. This scope may be narrower than presently allowed in many national
laws. We would welcome an amendment of the Medicines Directive to broaden the Bolar
exemption to cover clinical trials and Healthcare Technology Assessments. A unitary SPC
should not be limited to applications based on centralised MAs. This would be discriminatory
as not all products are eligible for centralised approvals, nor do veterinary products have a
centralised approval process.

¢ We have concerns with how this survey was conducted and refer you to the EFPIA comments
in this respect.

e Process-wise, while the deadline to answer has been extended, we found that a three-week
(11-working-day) term to reply to a questionnaire of this importance was highly unrealistic .
The suggestion that 40-60 minutes would be enough to answer the questionnaire was
completely unredlistic since (a) some questions need data to be generated: (b) responses
needed to be proposed, evaluated and determined by various teams and (¢) many
questions were so unclear and the options for answers so inappropriate or inappropriately
limited that they required long discussion, sometimes of the meaning of the questions, before
answers could be agreed within individual companies.

e The significance of the SPC system should have been better reflected in the way how the
study was procured: After having announced the study to come early in 2017 it was delayed
several times and when it came finally the time for answering was too limited. The quality of
questions and answers were inappropriate. Some questions were imprecise, at other
occasions the options for answering were not balanced or incomplete and some
questions/answers were inappropriate in view of the complexity of the pharmaceutical
research and development process. More comment fields for clarification would have been
of advantage.
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e Try and draft a decent survey? But really this is an issue which does not fit well intfo a survey
format. Actually, the SPC system works well most of the time, particularly for single ingredient
products. The ECJ has resolved some of the issues relating to combinations, but has also
created (quite unnecessarily) some new ones.

e The deadline for replying to survey was too short, even with the extension. Several questions
are not clear and ought to have been validated by experts in SPC and pharma R&D. Some
questions lacks objectivity and don't have a sound basis. For example the question
concerning "evergreening" practices with no definition of the term.

¢ We would welcome a "save" ability on this questionnaire.

e Apparently, the focus of this survey is foo closely on the pharma sector than other industry
sectors. Some of the questions are not entirely clear.

e The survey should take a broader cross-disciplinary approach by looking not only at the legal
and economic implications of SPC regulation, but more importantly the survey should
examine the implications and costs to society of the regulation - in particular upon public
health agencies and patients in terms of the availability, accessibility and affordability of
medicines in Europe.

« Business associations like | GGz /- osc members do not come only from the
pharmaceutical or agrochemical sector cannot easily describe themselves in the infroductory
part of the survey. h is the leading advocate for growth and competitiveness at
European level, standing up for companies across the continent and campaigning on the
issues that most influence their performance. A recognised social partner, we speak for all-
sized enterprises in 34 European countries whose national business federations are our direct
members.

e -Time to reply too short - some questions ambiguos

o We appreciate the opportunity to contribute our perspective. However, we are concerned
about the approach. In many instances, the survey is framed as a specific legislative
proposal. That is not the methodological purpose of a survey. We are concerned about a
misuse of due process in view of EU legislative processes. We do not consider changes to the
SPC Regulation required. In case the European Commission, at any point in time in the future,
considers proposals for an amendment, we a transparent, unbiased and open stakeholder
consultation. We note that quite a few of the questions are biased and/or leading.
Furthermore, it is not clear why the answers are often presented in stark contrast of
Lfavor®/*oppose™ - why was there no option to indicate ,we do not consider a change
required, the SPC Regulation works well as it is*? Last not least, why can the questionnaire not
be printed? That is standard in such surveys.

$3: What position do you hold at your office/firm?

e Senior patent attorney

e Senior IP Counsel

. P

o HeadofiP- Il

e Patfent Aftorney

e Patent Aftorney

e Senior Patent Aftorney and shareholder
e Associate GC

e Employee in managerial position.
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S 10:

Technical

Legal consultant.

Head of IP |

IP Head

Vice-Director responsible for IP related policy developments

What position do you hold at the association you represent?

Policy and Project Manager

Director IP Policy

member of the board, head of SPC working group
Legal adviser

Head Public Affairs

Chair of the relevant working group

Legal Counsel

Head of Foreign Trade policy

chairman of the legislative committee of the czech generics association
Rechtsanwalt (Syndikusrechtsanwalt)

Legal and Regulatory Manager

President

Public Affairs Director

Lawyer

Head legal

Anti-Counterfeit & Legal Affairs Manager

Council Member

Fellow

regulatory and legal affairs manager

CEO

MANAGING DIRECTOR

European Public Affairs Consultant

Manager (Responsable plaidoyer et mobilisations citoyennes)
Member.

In-house lawyer specialized in IP

President

Director
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e Director General

e Senior Advisor

e Director

e Director European Affairs

e Director of Legal, Fiscal & Compliance Affairs
e Head Legal Adviser

e Legal Counsel

e co-President of the Patent Commission of the professional association of French patent
attorneys (CNCPI)

o Lawyer

e Counsel, Law Department

e Former President; member of Advisory Board.
e Head of the IP committee.

e Senior Legal & Policy Advisor

e Senior Adviser

e member of presidium, Treasurer

e Director Pharmaceutical Industry

S 11: What position do you hold at the university or research institution you represent?

e Technology Transfer

« Director patent center | GcN

e University professor
e Technology Manager

e Senior researcher at the University Medical Centre with a background in law.
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5 Appendix

— Survey data

— Sample structure

— Composition and structure of the universe and sample
—  Printout version of the online questionnaire

— Data concerning the accuracy of
representative surveys



SURVEY DATA

for the online survey among stakeholders of the SPC system

Overall responsibility
for methods:

Project manager:

Target group
interviewed
(universe):

Type of interview:

Interview length:

Dates of fieldwork:

Sampling method:

Institut fir Demoskopie Allensbach GmbH
Radolfzeller Strasse 8
78476 Allensbach/Germany

Dr. Anne Niedermann (Director, Surveys for legal evidence)

Stakeholders from the 28 EU Member States who deal with Supplementary
Protection Certificates (SPCs): companies active in the pharmaceutical sector,
industrial or professional associations in the pharmaceutical sector, law firms or
patent law firms, along with universities and research institutions

Appendix (ll) provides more detailed information on the definition and
composition of the universe from which the sample was drawn.

Online survey

Each of the stakeholders selected for the survey was sent an email inviting him/her
to take part in the survey. The email contained a link leading to the online
questionnaire along with a personal codeword. By employing personal
codewords, it was ensured that only the stakeholders selected could complete
the questionnaire—and that they could do so one time only.

The median interview length was 40 minutes.

Note: The interview length was measured from the time when the online questionnaire was first
opened until the time when the response to the last question was entered. To make sure that the
average interview length was not erroneously inflated by a few individual interviews that were
interrupted and then continued at a later point, the median length was ascertained instead of the
mathematical average: this means that 50 percent of the interviews took less or the same amount
of time to complete, and 50 percent of the interviews were completed in the same or a longer
amount of time than the median value.

May 22 - June 23, 2017

The survey was a complete survey of an address file provided by the MAX PLANCK
INSTITUTE FOR INNOVATION AND COMPETITION.

The address file was compiled from the following sources:

- National registers of SPC holders

- The EU Commision’s list of marketing authorisation holders

- Membership lists of various industry associations.




SURVEY DATA

for the online survey among stakeholders of the SPC system

Number of Of 311 addresses employed, a total of 203 completed interviews were realized,
respondents/ resulting in a gross response rate of 66 percent. Two reminders asking respondents
response rate to complete the questionnaire were sent to each email address. Additionally, the
for the net sample: st reminder was sent to the postal addresses that participants had provided.
Universities/
Total Companies | Law firms | Associations| research
institutions
n n n n n
Gross
sample = Selected stakeholders 311 138 91 72 10
(Dr{gf}r(?g&s Undeliverable emails 4 3 - - 1
Netsample | = Gross sample minus dropouts 307 135 91 72 9

Confirmations (receipt of
invitation confirmed, including 134 05 33 36 5
out-of-office messages)

Non-
Eﬁsopr)gnses Explicit refusals 6 1 1 3 1
neutral)
No information available 76 34 24 18 3
(no feedback at all)
Break-offs
(interview started but not 2 1 3 5 0
completed)
Interviews Completed interviews 203 89 63 46 5
F;seponse tsug g gzrceniage of the net 66% 66% 69% 64% 56%




COMPOSITION AND STRUCTURE OF THE UNIVERSE
AND SAMPLE

a) Structure of the participants invited to complete the survey (universe)
compared to the survey sample achieved (sample structure)

Companies 138 45
Law firms 91 29
Associations 72 23
Universities 10 3
TOTAL 311 100

Companies 89 44 85 45
Law firms 63 31 58 31
Associations 46 23 41 22
Universities 5 2 5 2
TOTAL 203 100 189 100
Universities/
research

Companies Law firms Associations  institutions

Structure of the par- J
ticipants invited to 3
complete the survey

Somple STrUCTure _-%




COMPOSITION AND STRUCTURE OF THE UNIVERSE
AND SAMPLE

b) Sample: Respondents by country!)

Germany ' 24 ' 18 18
United Kingdom 11 9 9
Spain ' 9 ' 10 ' 9
France ' 8 ' 8 ' 8
Italy ' 6 ' 5 5
Other EU Member States 32 28 ' 28
Other countries ’ 10 23 ' 22
TOTAL ’ 100 ' 100 ’ 100

c) Sample: Response rates by country!)

%

Spain ' 70
France | 61
Italy ' 54
United Kingdom | 50
Germany 48
Other EU Member States 56
Other countries | 1392
TOTAL ' 64

1} Without law firms, since they were asked a different question
2) Due to participants accepted subsequently
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INSTITUT FUR DEMOSKOPIE ALLENSBACH

All rights to wording and arrangement
reserved by the Allensbach Institute!

Online Survey 3754 / Final

Thank you for your interest in the present survey on the experience and perceptions of stakeholders regarding
the functioning of the European system of Supplementary Protection Certificates (SPCs).

This survey is part of a study being conducted on behalf of the European Commission by the Max-Planck-
Institute for Innovation and Competition. The questions cover how the SPC system currently functions, as well

as some possible changes which may be considered for the future.

We understand that various stakeholders have different levels of experience with this topic. While we hope to
receive answers to all of our questions, there are some questions that you may skip, should you feel that your
knowledge and experience do not allow you to give a well-founded response.

In any case, we truly appreciate your very valuable support in providing an empirical basis for our study.

Q.1

Which of the following applies to you?
[One response only]

Irepresenta ...

Company [= definition ‘company’]

Association [= definition "association’]

Law firm or patent law firm [= definition 'law firm']

University or research institution [= definition "university/research’]

[-->Goto Q.2]
[-->GotoQ.7]
[ --> Go to Q.13]
[ --> Go to Q.16]

["No response” is not an option here, since the question functions as a filter]

[If definition "company’]

Q2

In which country is the company entity you represent located?
Please select the country from the drop-down menu.
[One response only]

[Drop-down list of European countries, in alphabetical order]

Austria
Belgium
Bulgaria
Croatia
Cyprus
Czech Republic
Denmark
Estonia
Finland
France
Germany
Greece
Hungary
Ireland

Italy

Latvia
Lithuania
Luxembourg
Malta

The Netherlands
Poland
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Portugal
Romania
Slovakia
Slovenia

Spain

Sweden

United Kingdom

[Small text box]
Other country (please Specify): ........cccoooeuvveirivcniricincann.

[NO RESPONSE] [All answers --> Go to Q3]

[If definition 'company’]
Q.3 Is the company entity you represent active in a field for which SPC (Supplementary Protection Certificate)
protection is available?

[One response only]

Yes [ --> Go to Q.4]
No [ --> Go to Q.40] [= definition 'company not active in any SPC field’]

["No response” is not an option here, since the question functions as a filter]

[If definition "company’]

Q.4 Whatis your company's sector of activity?
[Multiple responses possible]

Pharmaceuticals (humans)
Pharmaceuticals (animals)

Plant protection

[If one single response is given for Q.4 --> Go to Q.6]
[If multiple responses are given for Q.4 --> Go to Q.5]

["No response” is not an option here, since the question functions as a filter]

[If definition "company’]

Q.5 Whatis your company's main sector of activity?
[One response only]

Pharmaceuticals (humans)
Pharmaceuticals (animals)
Plant protection
[NO RESPONSE] [All answers --> Go to Q.6]

[If definition "company’]

Q.6 Would you describe your company as being predominantly a research-based company ("originator") or a generic
company?
[One response only]

Originator [= definition ‘originator company’]
Generic [= definition 'generic company’]

["No response” is not an option here, since the question functions as a filter]
[ All answers --> Go to Q.18]




[If definition "association’]

Q.7 What type of association do you represent?
[One response only]

Industry association [= definition "industry association’]
Professional association [= definition ‘professional association’]
Other association [= definition "other association’]

MPI-SPC/3754/3

[ All answers --> Go to Q.8]

[If definition "association’]

Q.8 In which country is the association you represent located?
Please select the country from the drop-down menu.
[One response only]

[Drop-down list of European countries, in alphabetical order]

Austria
Belgium
Bulgaria
Croatia

Cyprus

Czech Republic
Denmark
Estonia
Finland

France
Germany
Greece
Hungary
Ireland

Italy

Latvia
Lithuania
Luxembourg
Malta

The Netherlands
Poland
Portugal
Romania
Slovakia
Slovenia

Spain

Sweden

United Kingdom

[Small text box]
Other country (please Specify): ........cccooucuvicuricunicuricunn.

[NO RESPONSE]

[All answers --> Go to Q.9]
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[If definition "association’]
Q.9 How many members does your association have?
[Small text box]

Please enter number: members
[NO RESPONSE] [All answers --> Go to Q.10]

[If definition "industry association’]

Q.10 Does your association mainly represent pharmaceutical companies or companies from the agrochemical sector?
[One response only]

Pharmaceutical companies [--> Goto Q.11]
Agrochemical companies [ > Go to Q.26]

["No response” is not an option here, since the question functions as a filter]

[If definition "industry association’]

Q.11 Does your association mainly represent research-based companies ("originators") or generic companies?
[One response only]

Originators
Generic companies
[NO RESPONSE] [All answers --> Go to Q.26]

[If definition "professional association’]

Q.12 Does your association mainly represent members of a particular industry, legal sector or academia?
[One response only]

Particular industry
Legal sector
Academia

[Small text box]
Other (please SPecify): .......ccccoeeuviucunicunicunicunnnns

[NO RESPONSE] [All answers --> Go to Q.26]

[If definition "law firm']

Q.13 What type of law firm do you represent?
[One response only]

Global/international
Regional (active in more than one country)
National (office(s) in only one country)
Local
[NO RESPONSE] [All answers --> Go to Q.14]
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[If definition 'law firm']

Q.14 Does your law firm mainly represent research-based companies ("originators") or generic companies?
[One response only]

Originators
Generic companies
Impossible to say, it varies
[NO RESPONSE] [ All answers --> Go to Q.15]

[If definition 'law firm']

Q.15 Does your law firm mainly represent right holders or competitors of right holders?
[One response only]

Right holders
Competitors of right holders
Impossible to say, it varies

[NO RESPONSE] [ All answers --> Go to Q.26]

[If definition "university/research’]

Q.16 In which country is the university or research institution you represent located?
Please select the country from the drop-down menu.
[One response only]

[Drop-down list of European countries, in alphabetical order]

Austria
Belgium
Bulgaria
Croatia
Cyprus
Czech Republic
Denmark
Estonia
Finland
France
Germany
Greece
Hungary
Ireland

Italy

Latvia
Lithuania
Luxembourg
Malta

The Netherlands
Poland
Portugal
Romania
Slovakia
Slovenia
Spain
Sweden

United Kingdom

[Small text box]
Other country (please Specify): ........cccooucuvicuricunicuricunn.

[NO RESPONSE] [All answers --> Go to Q.17]
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[1f definition "university/research’]

Q.17 Is the university or the research institution you represent involved in research and development activities in
fields for which Supplementary Protection Certificate (SPC) protection is available?
[One response only]

Yes [ --> Go to Q.18]
No [ --> Go to Q.40] [= definition "university/research institution not involved in any SPC field']

["No response” is not an option here, since the question functions as a filter]

[If definition "'company” OR "university/research’]

Q.18 In the last ten years, has your company or university /research institution applied for authorisation to place a
product on the European market before the European Medicines Agency (EMA) or the corresponding national
authorities of any EU Member States?

If you are not sure about the exact number, a rough estimate will suffice.
[One response only]

[Small text box]

Yes, please enter the number of applications
submitted during the last ten years:

No, not during the last ten years

Don't know

[NO RESPONSE] [All answers --> Go to Q.19]

[1f definition "company” OR "university/research’]

Q.19 In the last ten years, has your company or university / research institution applied for an SPC in Europe?
[One response only]

Yes, several times [definition "Yes, already dealt with SPCs’] [ > Go to Q.20]

Yes, only once [definition "Yes, already dealt with SPCs’] [ > Go to Q.20]
No, never [ --> Go to Q.25]
Don't know [ --> Go to Q.25]

["No response” is not an option here, since the question functions as a filter]

[1f definition "'company” OR "university/research’]

Q.20 Did your company or university / research institution ever obtain such an SPC?
[One response only]

Yes
No
Don't know

[NO RESPONSE] [All answers --> Go to Q.21]




MPI-SPC/3754/7

[1f definition "'company” OR "university/research’]

Q.21 On average, in how many EU Member States do you apply for SPCs?
If you're not sure about the exact number, a rough estimate will suffice.

[One response only]
[Small text box]

Please enter number of EU Member States
Impossible to say, it varies

[NO RESPONSE] [All answers --> Go to Q.22]

[If definition "'company” OR "university/research’]

Q.22 Is the geographical coverage of your SPC applications generally the same as the geographical coverage of the
basic patent or is it smaller?
[One response only]

The same
Smaller than the basic patent
Impossible to say, it varies

[NO RESPONSE] [All answers --> Go to Q.23]

[1f definition "'company” OR "university/research’]

Q.23 Now thinking specifically about cases where your company or university /research institution applies for an
SPC and markets pharmaceutical products:

Does the geographical scope of the requested SPC generally match the geographical scope of the territory in
which you market the pharmaceutical products?
[One response only]

Always

In most cases

Rarely

Never

Impossible to say, it varies

[NO RESPONSE] [All answers --> Go to Q.24]

[If definition "company” OR "university/research’]

Q.24 How do SPCs and patents relate to your research activity?
For each activity listed below, please select the applicable frequency.

[Allow only one response per line; a response must be entered for each line]

We conduct freedom to operate searches on granted patents or patent applications in the preparation stage of
research projects.

Always In most cases Now and then Never Don't know
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We conduct freedom to operate searches on granted SPCs or SPC applications in the preparation stage of
research projects.

Always In most cases Now and then Never Don't know

We consult patent applications or patents as a source of information for our research before we start or when we
are completing a research project.

Always In most cases Now and then Never Don't know

[All answers --> Go to Q.25]

[1f definition "'company” OR "university/research’]

Q.25 Which of the following statements apply if your research objectives involve testing whether molecules or
biological substances fulfill specific intended purposes?
[Multiple responses possible]

We manufacture the molecules or compounds that we need for our research activity ourselves
We employ specific suppliers who manufacture the molecules or compounds or isolate the biological material
We buy the compounds on the market without specifically employing a manufacturer.

[NO RESPONSE] [All answers --> Go to Q.26]

[To all respondents:]
Q.26 a)Please indicate the extent to which you agree or disagree with each of the following statements:
[Allow only one response per line; a response must be entered for each line]

[Rotate all items at random]

The current SPC Regulations on medicinal and plant protection products (Regulation 469/2009/EC! and

Regulation 1610/96/EC2) effectively prevent research centres situated in EU Member States from relocating to
countries outside the EU

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible
to say

The SPC system as currently practised encourages European manufacturers of generic medicines to relocate

production facilities to countries outside the EU

Strongly Agree Disagree Strongly Impossible
agree disagree to say
The current SPC regime takes all the involved interests sufficiently into account
Strongly Agree Disagree Strongly Impossible
agree disagree to say

1 http:/lec.europa.eu/health/[sites/health/files/files/eudralex/vol-1[reg_469_2009/reg_469_2009_en.pdf

2 http:/leur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31996R1610:EN:HTML
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The current SPC regime fosters the investment in research and development (R&D) activities

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible

to say

The current SPC Regulations act as an incentive to increase the time span between the pre-clinical trial phase and

the filing of the marketing authorisation application

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible

to say

of them:

[Rotate all items at random]

[Allow only one response per line; a response must be entered for each line]

[ All answers --> Go to Q.26 b)]

26 b) Here are some additional statements. Again please indicate the extent to which you agree or disagree with each

The current SPC Regulations act as an incentive to develop more products for which a longer time is needed
until the marketing authorisation is obtained

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible

to say

The current SPC Regulations work well in most cases and do not result in legal uncertainty

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible

to say

The SPC Regulations, as interpreted by the CJEU, encourage investment in the development of combination

products in Europe

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible

to say

The SPC Regulations, as interpreted by the CJEU, sufficiently protect new medical uses of known compounds

(second medical use)

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible

to say

When it comes to examining SPC applications, the practice and procedures of the national offices in the EU
Member States differ significantly in terms of predictability, transparency and quality of the rights granted

Strongly
agree

Agree

Disagree

Strongly
disagree

Impossible

to say

[ All answers --> Go to Q.27]
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[To all respondents:]

Q.27 Regulation 1768/92/EC (now Regulation 469/2009/EC) was conceived with traditional chemical compounds in
mind. In the meantime, biopharmaceuticals and products of recombinant DNA technology (such as proteins,
antibodies, microbes, cells and cell lines, vaccines, viruses, DNA /RNA sequences or products for gene therapy)
have grown in importance.

In your opinion, does the present system adequately accommodate this technical development?

Yes [ --> Go to Q.31]
No [ --> Go to Q.28]
No opinion [-->Go to Q.31]

[Box for additional comments]

Additional cCOMMENES: .....cocvvviveveiiiiiieieeeeeeee s

["No response” is not an option here, since the question functions as a filter]

[To all respondents:]

Q.28 Please explain why you think the present system does not adequately accommodate biopharmaceuticals and
p Yy p y q y p
products of recombinant DNA technology.

[Large text box]

I have no opinion on that
[NO RESPONSE] [ All answers --> Go to Q.29]

[To all respondents:]

Q.29 In your opinion, does Regulation 469/2009/EC need to be changed or amended in order to better accommodate
biopharmaceuticals and products of recombinant DNA technology?)

Yes [ --> Go to Q.30]
No [ --> Go to Q.31]
No opinion [-->Go to Q.31]

["No response” is not an option here, since the question functions as a filter]
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[To all respondents:]

Q.30 In your opinion, what specific changes or amendments are needed with respect to Regulation 469/2009/EC
and /or Regulation 1610/96 in order to better accommodate these technical developments?

[Large text box]

I have no opinion on that

[NO RESPONSE] [ All answers --> Go to Q.31]

[To all respondents:]

Q.31 Do you think that the current SPC Regulations have encouraged "evergreening" strategies?

Yes, to a great extent [ -->Go to Q.32]
Yes, somewhat [ --> Go to Q.32]
No, not substantially [ > Go to Q.33]
Impossible to say, no opinion [ --> Go to Q.33]

[Box for additional comments]

Additional cCOMMENES: .....cocvvviveveiiiiiieieeeeeeee s

["No response” is not an option here, since the question functions as a filter]

[To all respondents:]

Q.32 In your view, what specific aspects of the SPC Regulations have encouraged "evergreening" strategies? Please
explain.

[Large text box]

I have no opinion on that

[NO RESPONSE] [ All answers --> Go to Q.33]
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[To all respondents:]

Q.33 In your opinion, which of the following development activities should be covered by SPCs?
[Multiple responses possible]

(1)  The development of new active ingredients

(2)  The development of new formulations of existing active ingredients

(3)  The development of new indications for existing active ingredients
(4)  The development of new derivatives of existing active ingredients
[Items 1 to 4 are to be rotated]

[Box for additional comments]

Additional cOMMENES: .....cocueviveueiiiiiieieeeeeeee s

[NO RESPONSE] [ All answers --> Go to Q.34]

[To all respondents:]
Q.34 Please indicate the extent to which you agree or disagree with the following statement:

The development of new chemical entities requires more effort and investment and thus deserves longer legal
protection ...

[One response only]
... compared to the development of new forms of existing active ingredients.

Strongly Agree Disagree Strongly Impossible
agree disagree to say

...compared to the development of new formulations of existing active ingredients.

Strongly Agree Disagree Strongly Impossible
agree disagree to say

... compared to the development of new indications for existing active ingredients.

Strongly Agree Disagree Strongly Impossible
agree disagree to say
[NO RESPONSE] [ All answers --> Go to Q.35]
[To all respondents:]

Q.35 Itis sometimes said that there is insufficient investment in the development of new antibiotics.

Would you favour or oppose changing Regulation 469/2009/EC in response to this assumed deficit?
[One response only]

Favour [ --> Go to Q.36]
Oppose [ --> Go to Q.37]
Impossible to say, no opinion [--> Go to Q.37]

["No response” is not an option here, since the question functions as a filter]
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[To all respondents:]
Q.36 What changes would you propose in response to insufficient investment in the development of new antibiotics?

[Large text box]

[NO RESPONSE] [ All answers --> Go to Q.37]

[To all respondents:]
Q.37 Itis sometimes said that there is insufficient investment in the development of some categories of orphan drugs.

Would you favour or oppose changing Regulation 469/2009/EC in response to this deficit?
[One response only]

Favour [ --> Go to Q.38]
Oppose [ --> Go to Q.39]
Impossible to say, no opinion [ > Go to Q.39]

["No response” is not an option here, since the question functions as a filter]

[To all respondents:]

Q.38 What changes would you propose in response to insufficient investment in the development of some categories
of orphan drugs?

[Large text box]

Don't know
[NO RESPONSE] [ All answers --> Go to Q.39]
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[To all respondents:]

Q.39 Regulation 469/2009/EC was conceived in view of new molecules, new applications and new manufacturing
methods. The pharmaceutical industry is now increasingly investing in new formulations of existing drugs, new
delivery systems and combination products.

Taking this into account, would you favour or oppose amending the Regulation in this regard?
[One response only]

Favour
Oppose
Impossible to say, no opinion

[NO RESPONSE] [ All answers --> Go to Q.40]

[To all respondents:]

Q.40 Would you favour or oppose extending SPC protection to other fields of technology, such as medical devices,
cosmetic products, or food products and food additives (both for humans and animals)?
[One response only]

Favour [ --> Go to Q.41]
Oppose [ --> Go to Q.42]
Impossible to say, no opinion [ > Go to Q.42]

["No response” is not an option here, since the question functions as a filter]

[To all respondents:]

Q.41 To which types of products would you favour extending the current SPC protection?
[Multiple responses possible]

Medical devices

Cosmetic products

Food additives

Food products

Other (please SPecify): .......ccoocuvuvcurireiriniicinccunnnas

[NO RESPONSE] [ All answers --> Go to Q.42]

[To all respondents:]

Q.42 Please comment on the pros and cons of extending SPC protection to other fields of technology, such as medical
devices, cosmetic products, or food products and food additives (both for humans and animals)?

[Large text box]

[NO RESPONSE] [ All answers --> Go to Q.43]




MPI-SPC/3754/15

If definition is 'company' AND definition 'company not active in any SPC field' (Q.3) => Go to statistics

If definition is 'university/research' AND definition 'university/research institution not involved in any SPC field'
(Q.17) => Go to statistics

[To all respondents:]

Q.43 Regulation 469/2009/EC does not define the concept of "active ingredient". All in all, would you favour or
oppose including a definition of "active ingredient" in Regulation 469/2009/EC?
[One response only]

Favour

Oppose
Undecided, no opinion

[Box for additional comments]

Additional cCOMMENES: .....cocvvviveveiiiiiieieeeeeeee s

[NO RESPONSE] [ All answers --> Go to Q.44]

[To all respondents:]
Q.44 Please read through the following proposed definition on the left side of the screen.
Proposed definition

[Display the definition with a frame on the left side of the

An active ingredient of the medicinal product is the screen up to Q.44]

product intended to exert a pharmacological,
immunological or metabolic effect of its own with a view
to restoring, correcting or modifying physiological
functions or to make a medical diagnosis that falls within
the therapeutic or diagnostic indications covered by the
wording of the marketing authorisation granted under ]
Directive 2001 /83 /EC and Directive 2001 /82/EC to [One response only]
which the SPC application refers.” Yes

No
Impossible to say

[Display the following question beside the definition]

In your view, would this definition of active
ingredients provide legal certainty?

[NO RESPONSE] [ All answers --> Go to Q.45]
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[To all respondents:]

Q.45 Regulation 1610/96/ EC3 clarifies that “the issue of a certificate for a product consisting of an active substance
does not prejudice the issue of other certificates for derivatives (salts and esters) of the substance, provided that
the derivatives are the subject of patents specifically covering them”. Neither Regulation 1610/96/EC nor
Regulation 469/2009/EC do clarify, however, under which conditions the derivative may be considered a new

product that satisfies the requirement under Art. 3 of Regulation 1610/96/EC.4
[Display the clarification with a frame on the left side of the screen]
Proposed clarification

[Display the following question beside the clarification]
"The different salts, esters, ethers, isomers, mixtures

of isomers, complexes or derivatives of an active Allin all, would you favour or oppose this
ingredient shall be considered to be the same active clarification?
ingredient, unless they differ significantly in [One response only]
properties with regard to safety and/or efficacy”, see
Art. 10(2)(b) Directive 2001/83/EC> Favour
Oppose

Undecided, no opinion

[Box for additional comments]

Additional cCOMMENES: .....cooveviveeeiiiiiieieeeeeeee e

[NO RESPONSE] [ All answers --> Go to Q.46]

[To all respondents:]

Q.46 Our next question pertains to the CJEU case law on Art. 3(a) and (b) of Regulation 469/2009/EC and
1610/96/EC:
According to the CJEU, a product is protected by the basic patent within the meaning of Art. 3(a) SPC
Regulations when it is specified in the wording of the claims of the basic patent (see, for instance, decision C-

322/10 - Medeva®)

In your opinion, to what extent does this case law provide a clear criterion for deciding on SPC applications
and/ or resolving legal disputes?

[Allow only one check per line]

Clear criterion O O O O O Unclear criterion

["No response” is not an option here, since the question functions as a filter]

3 [Display link to Regulation 1610/96/EC: http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31996R1610:EN:HTML

4 [Display article 3 of the requlation via mouse click]

5 Display article 10(2)(b) Directive 2001/83/EC

6[Display link to C-322/10 CJEU decision:
http://curia.europa.eu/juris/celex.jsf? celex=62010CJ0322&langl=en&type=TXT&ancre=]
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[If in Q.46 the button on the far right side or the button next to that were selected]

Q.47 Please indicate the extent to which you agree or disagree with the following statement:

" According to the case law of the CJEU, the fact that the product falls within the scope of protection of one patent claim of
the basic patent within the meaning of Art. 69 EPC (or any domestic provision corresponding to Art. 69 EPC) is a
necessary but not sufficient requirement to consider a product as protected by the basic patent within the meaning of Art.
3(a) SPC Regulations.”

[One response only]

Strongly Agree Disagree Strongly Impossible
agree disagree to say

[ All answers --> Go to Q.48]

[To all respondents:]

Q.48 When it comes to Art. 3 (a) of Regulation 469/2009/EC and Art. 3(a) of Regulation 1610/96/EC, which of the
following amendments would you favour in order to ensure greater legal certainty?
[One response only]

1

2)

©)

4)
5)

A new paragraph in the Regulations with the following wording: “The product is
protected by a basic patent in force when it falls under the scope of protection of the basic
patent pursuant to Art. 69 EPC and corresponding national provisions and is, be it explicitly
or implicitly, directly and unambiguously disclosed to the skilled person in said basic patent
and in the patent application as filed.”

According to this, the SPC may only be granted for subject matter to which the basic
patent may be limited without violating Art. 123(2) EPC8 or the corresponding
national provisions

A new paragraph with the following wording: “The product is protected when it falls
under the scope of protection of the basic patent pursuant to Art. 69 EPC or the corresponding
national provisions.”®

This would be an infringement test.

A new paragraph providing a "core inventive advance test" (as in UK case law)
whereby the subject matter of the SPC is protected by the basic patent when two
requirements are cumulatively met:

e it falls under the scope of protection of the patent
and

e itrepresents the core inventive advance of the invention
No amendment of Art. 3 (a) SPC Regulation is needed
No opinion, impossible to say

[Rotate Items 1 to 3]

7[Display link to article 69 of the EPC via mouse click: https://www.epo.org/law-practice/legal-
texts/htmllepc/2016/e/ar69.html]

8 Display link to article 123(2) of the EPC via mouse click: http:/[wwuw.epo.org/law-practice/legal-
texts/htmllepc/2016/e/ar123.html]

? [Display link to Art. 69 EPC:
hitps:/[www.epo.org/law-practice/legal-texts/htmllepc/2016/efar69.html]
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[Box for additional comments]

Additional cOMMENtS: .....cocueviveeeiiiiiieieieeeeee e

[NO RESPONSE] [ All answers --> Go to Q.49]

[If definition 'law firm’ or ‘company’]
Q.49 Our next questions refer to variations of marketing authorisations as described in Regulation 1234 /2008 /EC10.

In your view, should all variations of a marketing authorisation constitute a new marketing authorisation for the

purposes of Art. 3(b) and (d) Regulation 469 /2009 /EC1! or not?
[One response only]

Yes
No
No opinion

[Box for additional comments]

Additional cCOMMENES: .....oocveviveeeiiiiiieieeeeeeee e

[NO RESPONSE] [ All answers --> Go to Q.50]

[If definition 'law firm’ or ‘company’]

Q.50 In your opinion, should changes that require an extension of the marketing authorisation be considered to be a

new marketing authorisation for the purposes of Art. 3(b) and (d) Regulation 469/2009/EC!2 or not?
[One response only]

Yes
No
No opinion

[Box for additional comments]

Additional cOMMENtS: .....cocueviveueiiiiiieieeeeeeee s

[NO RESPONSE] [ All answers --> Go to Q.51]

10 [Display link to Regulation 1234/2008/EC:
http:/leur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0]:L:2008:334:0007:0024:en:PDF]
1 [Display link to article 3(b) of Regulation 469/2009 via mouse click]

12 [Display link to article 3(b) of Regulation 469/2009 via mouse click]
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[If definition 'law firm’ or ‘company’]

Q.51 Regulation 1234/2008/EC!3 refers to three types of variations which have different implications depending on
the likely impact of the change on the quality, safety or efficacy of the medicinal product. This includes "type II
variations”, that is, major variations that do not constitute an extension and which may have a significant impact
"on the quality, safety or efficacy” of the medicinal product concerned.

In your view, should any "type II variation" constitute a new marketing authorisation for the purposes of Art.

3(b)!4 and (d)!5 Regulation 469/2009/EC or not?
[One response only]

Yes
No
No opinion

[Box for additional comments]

Additional cCOMMENES: .....cocveviveeeiiiiiieieieeeeee s

[NO RESPONSE] [ All answers --> Go to Q.52]

[If definition 'law firm']

Q.52 In the decision Neurim C-130/11',16 the CJEU set out the conditions under which a "different application of the
same product” meets the requirements for SPC eligibility.

Do you agree with this case law?
[One response only]

Yes
No
No opinion

[Box for additional comments]

Additional cOMMENES: .....cocuvviveeeeiiiiieieeeeeeee e

[NO RESPONSE] [ All answers --> Go to Q.53]

13 [Display link to Regulation 1234/2008/EC:
http:/leur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0]:L:2008:334:0007:0024:en:PDF]
14 [Display link to article 3(b) of Regulation 469/2009 via mouse click]
15 [Display link to article 3(d) of Regulation 469/2009 via mouse click]
16 [Display the link to decision 'C-130/1 Neurim 1':
http:/[curia.europa.eu/juris/document/document.jsf? text=&docid=125216&pagelndex=0&doclang=EN &mode=Ist &dir=&oc
c=first&part=1&cid=237129]
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[If definition 'law firm']

Q.53 Would you consider a type Il marketing authorisation variation (Art. 2 para 3 of Regulation 1234/2008)!7 as
sufficient to meet the requirements for a "different application of the same product”, as set out in the Neurim
decision ('Neurim C-130/11")18?

[One response only]

Yes, sufficient
No, not sufficient
No opinion

[NO RESPONSE] [ All answers --> Go to Q.54]

[If definition 'law firm" OR 'company’]

Q.54 Our next question is about the possibility—by filing an SPC application—of referring to a third-party marketing
authorisation without obtaining the consent of that third party.

In your experience, to what extent does that lead to practical problems for the holder of the authorisation in
obtaining a license from the patent holder?
[One response only]

To a great extent
To a moderate extent
To a lesser extent
Rarely/not at all
Don't know, no opinion
[NO RESPONSE] [ All answers --> Go to Q.55]

[If definition 'law firm’" OR "company’]

Q.55 The case law of the CJEU is currently not clear with respect to third-party marketing authorisations: Which of
the following clarifications would you prefer?
[One response only]

(1) The applicant can refer to a third-party marketing authorisation whether the
holder of the marketing authorisation agrees to it or not and with no
formalities.

(2) The applicant may only refer to a third-party marketing authorisation when
the third party is in agreement and evidence of his/her consent is included
in the application.

(3) No opinion

[Box for additional comments]

Additional cOMMENES: .....cocuvviveeeiiiiiieieieeeeee s

[NO RESPONSE] [ All answers --> Go to Q.56]

17 [Display the link to Art. 2 para 3 of Regulation 1234/2008: http://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
1/reg_2008_1234/reg_2008_1234_en.pdf

18 [Display the link to decision 'C-130/1 Neurim 1':
http:/[curia.europa.eu/juris/document/document.jsf? text=&docid=125216&pagelndex=0&doclang=EN &mode=Ist &dir=&oc
c=first&part=1&cid=237129]
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[If definition 'law firm’" OR 'company’ OR 'professional association’]

56.

In Europe it is not possible to obtain an SPC if the patent expires before the marketing authorisation has been
granted. By contrast, in the United States it is possible to obtain a patent extension even if the patent expires
before the marketing authorisation has been granted. The patent holder can in fact file an application for an
interim extension before the expiration date of the patent.

In practice, do you favour amending the EU Regulations in this regard?

Yes
No

[Box for additional comments]

Additional cOMMENES: .....cocveviveeeieiiiieieeeeeeee s

No opinion
[NO RESPONSE] [ All answers --> Go to Q.57]

[If definition 'law firm’ OR 'company’ OR 'professional association’]

57.

In Europe, the prevailing view is that it is not possible to obtain an SPC if the patent was granted after the
expiration date of the patent itself.

In practice, do you favour amending the EU Regulations in this regard?

Yes
No

[Box for additional comments]

Additional cOMMENES: .....cocveviveeeiiiiiieieieeeeee s

No opinion
[NO RESPONSE] [ All answers --> Go to Q.58]
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[If definition 'law firm” OR "company’]

Q.58 Patent claims are statements that define the matter for which protection is sought in terms of the technical
features of the invention. So far, Regulation 469/2009/EC!® does not seem to provide that such statements
should be included in the SPC application. If the subject matter for which protection is sought had to be
specified already in the SPC application in a form similar to patent claims:

Do you think that this would facilitate the examination procedure or, on the contrary, make it more difficult, or
do you think it would make no difference?
[One response only]

Facilitate
Make it more difficult
Would make no difference
No opinion
[NO RESPONSE] [ All answers --> Go to Q.59]

[If definition 'law firm" OR "company’]

Q.59 Which of the following measures would you expect to have a positive impact?
Please mark all applicable measures.
[Multiple responses possible]
If the procedures for granting SPCs were harmonised within the EU

If third parties had the right to file observations like in proceedings before the EPO under Art. 115 EPC20

1

If the examination of all requirements provided under Art. 3 of the SPC Regulations?! was made mandatory

If oppositions against SPCs were made possible in cases where the right was granted in violation of Art. 3 of the
Regulations

I do not expect any of the above to have a positive impact

[NO RESPONSE] [ All answers --> Go to Q.60]

[If definition 'law firm’" OR 'company’]

Q.60 There are suggestions for new rules in both SPC Regulations (Regulation 469/2009/EC and Regulation
1610/96/EC) analogous to some EPC rules. Which of the following rules would you welcome under SPC
Regulations?

First, would you welcome a right of the SPC holder to amend the product definition after grant before the Patent

Office, analogous to Art. 105a EPC?2?
[One response only]

Yes
No
No opinion

[NO RESPONSE] [ All answers --> Go to Q.61]

19 [Display the link to Regulation 469/2009:
http:/lec.europa.culhealth//sites/health/files/files/eudralex/vol-1/reg_469_2009/reg_469_2009_en.pdf]

20 [Display the link to Art. 115 EPC:

https:/[www.epo.org/law-practice/legal-texts/htmllepc/2016/e/ar115.html]

21 [Display the link to article 3 of Regulation 469/2009 via mouse click]

22 Display the link to Art. 105a EPC22: https:/[www.epo.org/law-practice/legal-texts/html/epc/2016/e/ar105a.html]
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[If definition 'law firm” OR "company’]

Q.61 Secondly, would you welcome a right of the SPC holder to amend the product definition during revocation
proceedings before the revocation judge, analogous to Art. 138 (3) EPC23?
[One response only]

Yes
No
No opinion

[NO RESPONSE] [ All answers --> Go to Q.62]

[If definition ‘law firm" OR (definition ‘company” AND 'Yes, already dealt with SPCs’ according to Q.19)]

Q.62 In your experience as an SPC applicant, are there aspects of the national granting procedures that constitute a
burden for applicants, and where harmonisation would make sense?

[Large text box]

[NO RESPONSE] [ All answers --> Go to Q.63]

[If definition 'company’]

Q.63 Does the availability of SPC protection affect your company's decisions about where, in which country, to
produce active ingredients?
[One response only]

Yes

No

Varies from case to case
No opinion

[NO RESPONSE] [ All answers --> Go to Q.64]

[If definition 'company’]

Q.64 Is the scope of the Bolar exemption in the case law of a given country a relevant factor for you when deciding
where to conduct pre-clinical and clinical trials?
[One response only]

Yes

No

Varies from case to case
No opinion

[NO RESPONSE] [ All answers --> Go to Q.65]

23 [Display the link to Art. 138 (3) EPC: https:/[www.epo.org/law-practice/legal-texts/html/epc/2016/e[ar138.html]
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[To all respondents:]

Q.65 Are you in favour of a narrow Bolar exemption as laid down in Art. 10(6) Directive 2001/83/ EC24 and Art. 13(6)
Directive 2001/82/EC25 and, by reference, in Art. 27(d) UPCAZ2; or would you favour a broader exemption as
recently introduced in UK patent law?7?

[One response only]

Narrow Bolar exemption
Broader Bolar exemption
No opinion
[NO RESPONSE] [ All answers --> Go to Q.66]

[To all respondents:]

Q.66 SPC protection is not provided in all WTO Member States. Moreover, countries with a significant generic
industry exclude new uses of known compounds from patent protection and strongly limit the patentability of
new forms of existing active ingredients. Consequently, the production of a substance for a specific technical or
therapeutic purpose in these countries is or becomes patent-free, while a patent or an SPC in Europe may still
exist.

In such an asymmetric situation, to what extent would you expect generic manufacturers to outsource the
production of active ingredients that are still protected in Europe, but that are patent-free in several non-
European jurisdictions?

[One response only]

Always
In most cases
Occasionally
Never
No opinion, impossible to say
[NO RESPONSE] [ All answers --> Go to Q.67]

[To all respondents:]

Q.67 The introduction of a "SPC manufacturing waiver" for the export of SPC-protected active ingredients to patent-
free markets is currently being considered. This would allow generic companies to manufacture SPC-protected
drugs in Europe for export to patent-free countries without infringing the SPC rights. By manufacturing we
understand "manufacturing of a final product”, and not packaging.

What do you think of the idea of introducing such an "SPC waiver"?

[Large text box]

No opinion
[NO RESPONSE] [ All answers --> Go to Q.68]

24 [Display the link to Art. 10(6) Directive 2001/83/EC: http://ec.europa.eu/health//sites/health/files/files/eudralex/vol-
1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf]

25[Display the link to Art. 13(6) Directive 2001/82/EC http://ec.europa.eu/health//sites/health/files/files/eudralex/vol-
5/dir_2001_82_cons2009/dir_2001_82_cons2009_en.pdf]

26 [Display the link to Art. 27(d) UPCA https:/[www.unified-patent-court.org/sites/default/files/upc-agreement.pdf]

27 [Display the link to http://www.legislation.gov.uk/uksi/2014/1997/made]
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[To all respondents:]

Q.68

Assuming a manufacturing waiver was introduced, which of the following measures would you suggest in
order to prevent stockpiling or exportation to countries where equivalent protection is still in force?

Please mark the applicable measures:

[Multiple responses possible]

¢ Granting the patent holder a right to information, enforceable before the courts
e Making it mandatory for the manufacturer to provide specific labelling for the product

e Making it mandatory for the manufacturer to communicate to the right holder the quantity produced and
the destination before starting distribution

e New rules shifting the burden of proof for infringement from the SPC holder to the manufacturer
e Other (please specify)..... [Small text box]
¢ Ido notsuggest any such measures

[Box for additional comments]

Additional cOMMENES: .....ccceviveeeeiiiiiiieieeeeee s

No opinion
[NO RESPONSE] [ All answers --> Go to Q.69]
[To all respondents:]
Q.69 The creation of a "unitary SPC" which can be obtained with a single granting procedure is currently under
consideration. In your opinion, is there actually a need for creating a "unitary SPC" or is there no actual need?
[One response only]
Yes, there is actually a need [ --> Go to Q.70]
No, there is no need for that [ --> Go to Q.76]
No opinion [--> Goto Q.76]
["No response” is not an option here, since the question functions as a filter]
[To all respondents:]
Q.70 And in your opinion, which authority shown on this list should grant a "unitary SPC"?

[One response only]

National patent offices based on a mutual recognition system [definition 'mutual recognition system’] [ --> Go to

Q.71]

An EU authority such as the EU Intellectual Property Office (EUIPO) [definition 'EUIPO, EMA, EPO, new EU
office’] [ --> Go to Q.72]

An EU authority such as the European Medicines Agency (EMA) [definition 'EUIPO, EMA, EPO, new EU office’]
[ --> Go to Q.72]

The EPO [definition "EUIPO, EMA, EPO, virtual EU office’] [ --> Go to Q.72]

A virtual patent office created based on new EU rules and composed of examiners from national patent offices
[definition "EUIPO, EMA, EPO, virtual EU office’] [ --> Go to Q.72]

[Box for additional comments]
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Additional COMMENES: ....cooviiiieiiiiieeeeee e

["No response” is not an option here, since the question functions as a filter]

Q.71

[If definition "mutual recognition system’, as per Q.70]

You opted for a mutual recognition system. In that case, in which language should the “unitary SPC” be filed
and prosecuted?
[One response only]

In English

In the language of the respective national office
No preference

Don't know, no opinion

[NO RESPONSE] [ All answers --> Go to Q.73]

Q.72

[If definition 'EUIPO, EMA, EPO, virtual EU office’, as per Q.70]

You opted for an EU authority /the EPO/a virtual EU patent office. In that case, in which language should the
“unitary SPC” be prosecuted?
[One response only]

e InEnglish only
e  EPO solution (English, French, and German)
¢ In the same five working languages of the EUIPO

¢ In the official language of any participating Member State, accompanied by a
translation into English

e Don't know, no opinion
[The first four items are to be rotated randomly]

[NO RESPONSE] [ All answers --> Go to Q.73]

[To all respondents:]

Q.73

In which language should the “unitary SPC” be granted and, possibly, translated?
[One response only]

If a national office is the granting authority, in the language of the granting office plus English
In all languages of the countries for which the “unitary SPC” is valid

Two-language solution, as with the EUIPO

Three-language solution, as with the EPO

[NO RESPONSE] [ All answers --> Go to Q.74]
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[To all respondents:]

Q.74 Inyour view, should the decisions of the body that grants a "unitary SPC" be subject to appeal before the Unified
Patent Court (UPC) or before an EU court, such as the Court of First Instance, as in the case with EU trade marks
or designs ?

[One response only]

Before the UPC
Before an EU court
No preference

No opinion

[NO RESPONSE] [ All answers --> Go to Q.75]

[To all respondents:]

Q.75 Should a "unitary SPC" be granted only when the product is covered by a European marketing authorisation
granted by EMA?
[One response only]

Yes
No
No opinion
[NO RESPONSE] [ All answers --> Go to Q.76]

[To all respondents:]

Q.76 Do you have any further comments, questions or criticism regarding the current SPC regulations or case law or
on other aspects regarding SPCs that have not been addressed in this survey and that are important to you?

[Large text box]

[NO RESPONSE] [ All answers --> Go to Q.77]

[To all respondents:]

Q.77 1If there is anything else you would like to suggest or tell us in connection with this survey,
please feel free to do so now:

[Large text box]

[NO RESPONSE] [ All answers --> Go to S1]
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STATISTICS: In conclusion, we would like to ask you to provide some information about yourself and
your company/university/research institution/association/law firm for statistical purposes.

[To all respondents:]

S1. Whatis your age? (Please check the applicable category)
[One response only]

Under 30
30-39
40 - 49
50 - 59

60 and over

[NO RESPONSE]

[All answers --> Go to S2]

[If definition 'company’]

S2.  What position do you hold at your company?
[One response only]

Owner

Member of the board of directors
Director

Executive, managerial position
Employee in non-managerial position

OTHER, please specify:..............ccoouiiiiinnnn

[NO RESPONSE]

[All answers --> Go to S4]

[If definition 'law firm’]

S3.  What position do you hold at your office/firm?
[One response only]

Partner
Employed as lawyer/ patent attorney
Other law firm employee

[NO RESPONSE]

[All answers --> Go to S12]
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[If definition ‘company’]

S4. What is the total number of employees at your company? If you work for a company with offices, plants or
facilities in more than one location, please indicate the total number of all employees.
[One response only]

Less than 100
100 — 499
500 — 999

1,000 — 9,999
10,000 or more

[NO RESPONSE] [All answers --> Go to S5]

[If definition 'company’]

S5.  Approximately how high was the total turnover of your company in the year 2015 in euros?
Again, if you work for a company with offices, plants or facilities in more than one location,
please indicate the total turnover of all locations on a worldwide basis.

[One response only]

Less than 10 million euros

10 to less than 100 million euros
100 to less than 500 million euros
500 to less than 1 billion euros

1 billion to less than 10 billion euros
10 billion euros or more

[NO RESPONSE] [All answers --> Go to S6]

[If definition 'company’]

S6. In how many EU Member States does your company offer its products or services?
[One response only]

In 1 EU Member State

In 2 — 4 EU Member States
In 5 -9 EU Member States
In 10 — 28 EU Member States

[NO RESPONSE] [All answers --> Go to S7]
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[If definition "company’]

S7.  For each of the activities listed below, please select the applicable share that your company completes in the EU.)

[Allow only one response per line; a response must be entered for each line]

Research & development | All/almost | A fairly A fairly None/almost
all large share | small share | none
Manufacturing All/almost | A fairly A fairly None/almost
all large share | small share | none
Distribution, marketing All/almost | A fairly A fairly None/almost
all large share | small share | none
[NO RESPONSE] [All answers --> Go to S8]

[If definition 'company’]

S8.  Is your company a parent company, a subsidiary or an independent company?

Parent company
Subsidiary
Independent

[ --> Go to §512]
[ --> Go to S9]
[ --> Go to §512]

["No response” is not an option here, since the question functions as a filter]

[If definition 'company’]

S9.  Is your parent company registered outside the European Union?

Yes
No

[NO RESPONSE]

[ --> Go to §512]

[If definition "association’]

S10. What position do you hold at the association you represent?

Please specify:

[Small text box]

[NO RESPONSE]

[All answers --> Go to S12]
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[If definition "university/research’]
S11. What position do you hold at the university or research institution you represent?
Please specify:

[Small text box]

[NO RESPONSE] [All answers --> Go to S12]

[To all respondents]

S12. A summary of the main results of the survey will be published by the EU Commision and MPI and will be
accessible online in fall 2017. If you would like to be notified once the results are available, please enter your
email address in the box below.

If you do not wish to be notified, please click the button to proceed to the next page.

[Small text box]

[All answers --> Go to end panel]

[To all respondents]

[Fade in panel]

You have now reached the end of the survey.
Thank you very much for participating.
Your opinions are very important to us.




Data Concerning the Accuracy of Representative Surveys
(Statistical Tolerance Levels of the Findings)

Percentages of a population ascertained in representative surveys using sampling principles can deviate
from the percentage which is actually present in that population within the framework of certain levels of
tolerance.

The size of a particular margin of tolerance depends on the sampling procedure selected, the size of
the sample, and the percentage of respondents who display the attribute of interest. For decades,
researchers have debated the issue of whether tolerance levels can only be calculated for samples
selected in accordance with the random principle ("random sampling") or whether they also apply to
samples selected using the quota technique. This question cannot be resolved via theoretical
arguments, but rather only by means of empirical values obtained in practice. Both the random and
quota sampling techniques are susceptible to error when applied in concrete cases. Provided that they
are applied correctly, all of the data obtained thus far indicate that the two selection methods are of
equal merit and equally suitable as the basis for calculating tolerance levels for the percentages
ascertained. For more information, see: E. Noelle-Neumann and T. Petersen, Alle, nicht jeder. Ein-
flihrung in die Methoden der Demoskopie, 4th ed. (2005), Berlin: Springer, pp. 263-276.

The following table shows the maximum deviation in a representative sample of n persons between the
percentage obtained (p) and the actual value, with a probability level of 95 percent.

Statistical Tolerance Levels (confidence probability: 95 percent)

Number of p = percentage of respondents who display the attribute
persons in
the sample 50 45 40 35 30 25 20 15 10 5
n 50 55 60 65 70 75 80 85 90 95
100 980 975 960 935 898 849 784 7.00 588 -
150 800 79 784 763 733 693 640 571 480 349
200 693 689 6.79 661 635 6.00 554 495 416 3.02
300 566 563 554 540 519 490 453 4.04 339 247
400 490 488 480 467 449 424 392 350 294 214
500 438 436 429 418 402 380 351 313 263 1.91
600 400 398 392 382 367 346 320 286 240 1.74
700 370 369 363 353 339 321 29 265 222 1.61
800 346 345 339 331 318 3.00 277 247 208 1.51
900 327 325 320 312 299 283 261 233 196 142
1000 310 3.08 304 296 284 268 248 221 1.86 1.35
1100 295 294 290 282 271 256 236 2.1 1.77 1.29
1200 283 281 277 270 259 245 226 202 170 1.23
1300 272 270 266 259 249 235 217 194 163 1.18
1400 262 261 257 250 240 227 210 187 157 1.14
1500 253 252 248 241 232 219 202 181 1.52 1.10

Example of how to read the table: If it is found in a representative survey of the population with n = 1,500
persons that 80 percent of these persons are familiar with a particular product, the tolerance level can
be determined by finding the point of intersection between the line n = 1,500 and the column p = 80,
showing that this finding has a tolerance margin of +/- 2.02 percent. We can thus say with 95 percent
probability that the actual value which would have been ascertained in a survey of the entire population
would have been somewhere between 77.98 percent and 82.02 percent.

When using tolerance margin tables, it is important to remember that the values within the mar-
gins are not equally probable. Rather, the value actually obtained has the greatest probability,
as illustrated by Gauss' bell curve.

Note: The reason for the gap in the upper right-hand corner of the table is that the standard error cannot be expressed by means
of one single number in such cases. The table above is derived from an approximation of the binomial distribution, which is in
line with the distribution of percentages in the sample, via the normal distribution. When the percentage of persons who display
the attribute in question approaches 0 percent or 100 percent, the binomial distribution becomes noticeably unsymmetrical and
deviates from the normal distribution, i.e. the margins of error in the + and - range take on different values.
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