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COMMENTSOF H. LUNDBECK A/S
IN RESPONSE TO
THE PRELIMINARY REPORT ON THE INQUIRY INTO THE
PHARMACEUTICAL SECTOR

CASE COMP/D2/39.514

INTRODUCTION AND EXECUTIVE SUMMARY

This response is provided on behalf of H. Lundbeck A/S and the affiliated group of
companies of which H. Lundbeck A/S is the parent company (collectively referred to as
“Lundbeck”). Lundbeck welcomes the opportunity to comment on the preliminary
report (“Preliminary Report”) in Case COMP/D2/39.514, Inquiry into the
Pharmaceutical Sector (“Pharma Inquiry”), which was released by the European
Commission (“Commission”) on November 28, 2008.

Lundbeck fully supports the Commission’s vision of ensuring that European citizens
“can increasingly benefit from a competitive industry that generates safe, innovative
and accessible medicines’,* and hopes that the Commission will consider the points
outlined in this submission as a means of furthering those objectives. In addition,
Lundbeck requests that the Commission specifically address the matters discussed in
Subsections A to G below in its final report on the Pharma Inquiry (“Final Report”),
which Lundbeck understands is due to be released in the spring of 2009.

Lundbeck is aware that the Commission recognizes that pharmaceutical research and
development (“R&D”) is key to pharmaceutical innovation, and to improving the health
and wellbeing of patients in Europe? To state the obvious, patent rights, and in
particular the right to exclude others from practicing a patented invention, are the main
means by which the substantial investment in the development of new medicines are
recouped. In Lundbeck’s view, adoption of the Preliminary Report in its current form
would have a chilling effect on R&D, to the detriment of European patients, for the
reasons summarized below, and explained in more detail in Sections |1 to VII. Indeed,
the societal costs of chilling research into new and better medicines could far outweigh
any benefits from more aggressive antitrust enforcement.

In addition to the specific comments articulated in Sections 11 to VII, Lundbeck
endorses the report submitted to the Commission by the European Federation of
Pharmaceutical Industries and Associations (“EFPIA”) on June 13, 2008 (“EFPIA June

Communication from the Commission to the European Parliament, the Council, the European Economic
and Social Committee and the Committee of the Regions — Safe, Innovative and Accessible Medicines. A
Renewed Vision for the Pharmaceutical Sector (December 10, 2008), at page 4.

Ibid, at page 14.
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2008 Report”) as well as EFPIA’s comments to be filed in response to the
Commission’s Preliminary Report, and its identification of the many challenges facing
innovator companies.® In particular, Lundbeck is generally concerned regarding the
Commission’s failure to establish adequately: (1) the actual existence of delays in
generic entry following patent expiry in E.U. Member States; and (2) if such delays do
exist, the reasons for the delays. The Commission has clearly acknowledged in the
Preliminary Report that “entry will not take place immediately on loss of exclusivity for
every INN".* However, the Commission does not attempt to articulate what it considers
a redlistic time period for entry, or how that may vary depending upon the
circumstances of individual products. In Lundbeck’s view, the regulatory systems in
many E.U. Member States during the period 2000-2007 would have made it unlikely
that generics could enter the market until 7 to 12 months after the loss of exclusivity in
any event. It follows that any “delays’ in generic entry observed by the Commission
were likely primarily the result of regulatory processes such as pricing and
reimbursement systems (and perhaps also to some extent a result of decisions by
generic companies regarding the precise timing of initiating litigation and opposition
proceedings), rather than any conduct by innovator companies. In fact, in Lundbeck’s
view, generic companies have been entering the market with increasing speed in recent
years.” Lundbeck therefore requests that the Commission include in the Final Report
details of the average time to entry for molecules where patent protection expired in
2007, in order to provide a more accurate representation of the situation.’

While Lundbeck has attempted to address the points in this response in the order they
appear in the Preliminary Report, some of the themes outlined below arise in severd
different places in the Preliminary Report. Lundbeck has cross-referenced these points
in the response where relevant, in order to avoid duplication.

A. Lack Of A Clear L egal Framework For Analysis

The Preliminary Report is presented as a set of “factual findings’, and does not purport
to reach any conclusions about whether particular conduct in the pharmaceutical sector
is incompatible with EC competition law. The lack of guidelines as to when certain
practices, which the Commission has labelled the “tool-box” of innovator companies,
may infringe competition laws creates significant uncertainty for industry stakeholders.

Lundbeck considers that the Final Report should include a set of proposed guidelines as
to the circumstances under which the Commission believes these types of conduct may
be incompatible with EC competition law, and the legal basis for the principles that the
Commission proposes to use to assess individual instances of such conduct. Indeed,
Lundbeck considers that the scope of the proposed guidelines should extend to all
technol ogy-based sectors in which patents play an important role, because many of the

In order to avoid duplication, Lundbeck does not repeat herein all of the points made in the EFPIA
submissions.

Preliminary Report, at para. 181.
EFPIA June 2008 Report, at para. 15.
This data was excluded from the Preliminary Report.



10.

11.

12.

-3-

practices described in the Preliminary Report characterize all these sectors, not just the
pharmaceutical sector.

Lundbeck further submits that any such guidelines should be subject to a further period
of review by, and consultation with, stakeholders in the pharmaceutical and other
sectors. Failure to do so is likely to result in lengthy and costly litigation to clarify the
relevant principles. In the interim, pro-competitive, innovative conduct will be chilled
by the legal uncertainty.

B. Recognition And Enforcement Of Intellectual Property Rights Lies Exclusively
With Individual M ember States

In Lundbeck’s view, the Preliminary Report does not adequately address the fact that
the existence and validity of patents remain the prerogative, and fall within the
exclusive jurisdiction, of individual Member States. Comments in the Preliminary
Report about matters that the Commission describes as “weak patents’, “patent
clusters’ and “defensive patents’ suggest that the Commission might unjustifiably seek
to second-guess the legitimacy of intellectual property protection granted by individual
Member States.

While the exercise of national intellectual property rights may fall within Articles 81
and/or 82 of the EC Treaty, ssmply applying for a patent cannot be considered an
exercise of the rights derived from that patent and should not be considered unlawful,
except in the case of patents found, on the basis of clear evidence, to have been
obtained fraudulently (i.e., obtained as the result of afalse representation, made with the
intent to deceive, on which the patent examiner relied).

C. Intdlectual Property Rights Must Be Presumed Valid

The Preliminary Report refers to the requirements under Article 52(1) of the European
Patent Convention (“EPC”) that an invention must: (1) be new; (2) involve an inventive
step; and (3) be susceptible to industrial application, before a patent will be granted for
that invention.” Notwithstanding those requirements, however, the Commission
appears to accept the view of generic companies that some lawfully granted patents in
the pharmaceutical industry, in their words, are nonetheless “weak” or “lack
innovation”.  Moreover, the Commission appears to be prepared to treat the
pharmaceutical industry differently than other industries, as there is no suggestion that
this approach will be followed elsewhere.

Lundbeck submits that the Final Report should clearly acknowledge the established
position that, for the purpose of applying EC competition law, intellectual property
rights must be presumed to be valid.® Further, it should acknowledge that once the
requirements of the EPC have been met, innovator companies are entitled to enforce
each of their patents on the basis that they are valid, valuable property rights, except if

Preliminary Report, at para. 218.

See, for example, Microsoft v Commission, Case T-201/04, [2007] ECR 11-3601, at para. 695;
Windsurfing v Commission, Case 193/83, [1986] ECR 611, at para. 30.
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they have been obtained fraudulently, or if they are objectively and subjectively
baseless. These basic principles do not change, regardiess of the timing of patent
applications, or whether an innovator company has a large number of patents, has
patents that relate to an earlier patented product, or elects not to commercialize one or
more of its patents. To suggest otherwise is to call into question the fundamental
premise of the national patent systems.

D. Competition Law Must Not Deprive Companies Of Access To The Courts, Or
Require Companies To License Intellectual Property Rights (Other Than In
Exceptional Circumstances)

The Preliminary Report indicates that enforcement of patent rights against generic
companies may be problematic in certain (unspecified) circumstances. In Lundbeck’s
view, the Fina Report must clearly identify those circumstances. The Commission
should not seek to depart from the principles set forth in the I TT Promedia judgment,’
namely, that there is a high burden to discharge in establishing that litigation is
vexatious, and that access to the courts is a fundamental right that can only be
circumscribed in exceptional circumstances.

Further, Lundbeck notes that the use of competition law to limit the ability of innovator
companies to enforce their intellectual property rights in court would have the same
effect as requiring companies to license their intellectual property rights to generic
competitors. Yet it is well-established that a refusal to license intellectual property
rights only violates Article 82 of the EC Treaty if that refusa prevents the emergence of
anew product, or limits technological development more generally.’® These conditions
do not exist here, as licensing the use of an innovator’s patent to a generic company
merely allows the production of copies of an existing product.* Accordingly, broader
limits on innovators' ability to enforce their intellectual property rights against generic
firms would conflict directly with well-established E.U. law regarding refusals to
license.

E. Key Differences Between The Regulatory Framework In The United States And
Europe Suggest That The U.S. Experience Is Not A Particularly Useful
Benchmark

Lundbeck understands from the Preliminary Report that the Commission has discussed
the issues raised in the Pharma Inquiry with competition enforcement agencies in the
United States and, in particular, with the Federal Trade Commission (“FTC"). In
Lundbeck’ s view there is significant value in transatlantic cooperation in thisarea. The

10

11

ITT Promedia NV v Commission, Case T-111/96, [1998] ECR 11-2937, at paras. 60-61.

Moreover, in the narrow circumstances where mandatory licensing is required, the licensor is entitled to
compensation. Magill v Commission, Joined cases C-241/91 and C-242/91, [1995] ECR 1-00743, at para.
54; IMS Health v Commission, C-418/01, [2004] ECR 1-05039, at para. 38; Microsoft v Commission,
Case T-201/04, [2007] ECR 11-3601, at paras 643-659.

Magill TV Guide OJ [1989] L 78/43, at para. 27, confirmed in Magill v Commission, Joined cases C-
241/91 and C-242/91, [1995] ECR 1-00743, at para. 91; Microsoft v Commission, Case T-201/04, [2007]
ECR 11-3601, at paras. 808-810.
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U.S. courts and antitrust agencies have along record of considering similar issuesin the
pharmaceutical sector, and Europe can learn from those experiences. Indeed, in relation
to some issues raised in the Preliminary Report, Lundbeck considers that the approach
of the U.S. courts is a good starting point for the development of principles to govern
conduct in Europe.

However, certain references in the Preliminary Report to the U.S. regulatory system and
patent enforcement practices suggest that the Commission might benefit from further
analysis of key aspects of the U.S. system, and these may have implications for the
application of U.S. pharmaceutical industry antitrust law experience in the European
regulatory context.

In particular, Lundbeck considers that the availability to an innovator company under
the Drug Price Competition and Patent Term Restoration Act of 1984* (the “Hatch-
Waxman Act”) of a 30-month mandatory injunction against the launch of a generic
product by the “first filer” may encourage early litigation by innovator companiesin the
United States. Similarly, the 180-day exclusivity period for the first-filer may have
traditionally encouraged settlement agreement provisions that “park” the marketing of
the first generic product, and therefore avoid triggering the 180-day period, thereby
barring the launch of other competing generics. While there have been amendments to
this aspect of the Hatch-Waxman Act seeking to address this issue, Lundbeck notes that
the only U.S. court of appeals case finding that such an agreement violated the U.S.
antitrust laws arose in just such a fact pattern — where an agreement with a generic firm
exploiteg this Hatch-Waxman Act loophole to keep all generic competitors off the
market.

Critically, neither of these aspects of the U.S. regulatory system are present in Europe,
where the incentive for innovators to obtain what the Commission describes as “weak”
patents is therefore significantly lower. Lundbeck therefore submits that the
Commission should be cautious about concluding that enforcement priorities in the
United States are equally applicable in Europe.

F. There Are Significant Public Benefits | n Settling Litigation

Just as access to the courts to determine disputes between parties is a fundamental right
in the E.U., Lundbeck considers that the right of parties to settle such disputes on terms
negotiated between themselves is equally important, particularly in light of the resulting
potential cost savings.'* Such considerations are even more important here, as patent
litigation occurs at the Member State level, and thus can involve multiple, duplicative
litigation procedures. Lundbeck invites the Commission to provide clear guidance in

12

13

14

Pub. L. No. 98-417, 98 Stat. 1585.
In re Cardizem CD Antitrust Litigation, 332 F.3d 896 (6th Cir. 2003).

The Commission has itself previously recognised the benefits of out-of-court settlement agreements —
see, for example, the White Paper on Damages Actions for Breach of the EC Antitrust Rules (2008),
stating that due consideration should be given to mechanisms fostering early resolution of cases, e.g., by
settlements as this could significantly reduce or eliminate litigation costs for the parties and also the costs
for thejudicial system.
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the Final Report as to the circumstances (if any) in which the Commission considers
that patent settlement agreements may be anti-competitive, in order to avoid creating an
increased incentive for innovator and generic companies to litigate all disputes until a
final judgment is obtained rather than entering into settlement agreements which could
delay generic entry. Thiswill in turn result in valuable time and resources being tied up
on litigation instead of being utilized for further R& D activities.

For example, Lundbeck notes the references in the Preliminary Report to settlement
agreements which provide for the grant of a license to a generic company (particularly
royalty-free licenses), and aso to agreements that merely have the same effect as an
interim injunction (but without the parties incurring the costs of litigation involved in
proceedings for injunctive relief).”® Lundbeck considers that such agreements will
rarely (if ever) have anti-competitive effects, and that there are significant public
benefits that attach to these arrangements.

G. Innovators Compete With Generic Companies Through Innovation As Well As

Price

The development of new and improved medicines is an ongoing process, and testing,
trials and innovation do not cease once a product has been marketed. Indeed,
innovators are best placed to identify potential improvements to their own products, so
their efforts towards this end should come as no surprise. The Commission should be
very careful to ensure that it does not chill the incentives of innovators to take the risks
to develop and market such improvements. Doctors and national health authorities are
well-placed to judge whether patients benefit from these improvements.

Even at, around, or after patent expiration, it is natural for innovators to compete with
present or pending generic competition not only through price, but also through further
innovation. Indeed, the invention of incremental improvements to an innovator’'s
products is a legitimate, pro-competitive response to generic competition, which should
be hailed for the significant benefits provided to patients. This is equally true whether
investments yield incremental innovations in the product itself, or in the efficiency of
the production processes. Thus, Lundbeck submits that proposed guidelines regarding
such conduct (if any are deemed essential) should be clearly articulated in the Final
Report.

15

See, for example, Box 1 on page 237 of the Preliminary Report, and Box 1 on page 235 of the
Preliminary Report.
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FRAMEWORK FOR ANALYSIS

Need For A Clear L egal Framework For Assessing Conduct in the Phar maceutical
Sector

1. NoLegal Principlesin The Preliminary Report

The Preliminary Report states that it does not seek to “reach any conclusion as to
whether certain practices described in the report infringe EC competition law”, but
instead “provides the Commission with a factual basis for deciding whether further
action is needed”.’® The Commission also notes that the Preliminary Report is not
intended to identify wrongdoing by individual companies.’

However, the Preliminary Report goes on to state that “[i]n the light of the findings set
out in this and the final report, the Commission intends to take action where deemed
appropriate”.®®  The difficulty for industry stakeholders in responding to the
Preliminary Report - and in assessing any action that the Commission may take on the
basis of the Preliminary Report - is that the Commission’s factual findings are presented
in a legal vacuum. The Preliminary Report contains no guidance as to when the
practices that the Commission has labelled the “tool-box” of instruments constitute an
acceptable exercise of legal rights, and when (if ever) they cross the line to become

anti-competitive conduct.

Although Lundbeck agrees with the Commission’s position - noted in various placesin
the Preliminary Report — that it cannot reach a view on whether particular conduct is
compatible or incompatible with EC competition law without an in-depth analysis of
the individual conduct and the factual, economic and legal background,™ Lundbeck’s
view is that the Final Report should nonetheless delineate the types of conduct that the
Commission considers may be incompatible with EC competition law, the specific
factual circumstances under which such types of conduct would be unlawful, and the
legal principles that the Commission proposes to use to assess individual instances of
such conduct.

2. No Existing EC Competition Law Precedent

The uncertainty created by the lack of a clearly articulated legal framework in the
Preliminary Report is heightened by the fact that the practices discussed in the
Preliminary Report have not been the subject of infringement decisions by the
Commission or the Community courts.®® This means there is no existing precedent

16

17

18

19

20

Preliminary Report, Executive Summary, at page 5.
Preliminary Report, Executive Summary, at page 5.
Preliminary Report, at para. 23.

See, for example, Preliminary Report, at para. 366 (in respect of the competitive relationship between
innovators and generics), para. 574 (in respect of settlement agreements) and para. 663 (in respect of
other agreements between innovators and generics).

One notable exception is the Astra-Zeneca decision referred to in the Preliminary Report, but the
outcome of thislitigation is not yet known.
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against which companies can measure their own behaviour, or assess the factual
findingsin the Preliminary Report.

3. Final Report Should Provide Guidance On Assessing The “Tool-Box”
Practices

If, therefore, the Commission forms the view at the end of the Pharma Inquiry that some
conduct in the pharmaceutical industry may be anti-competitive, Lundbeck considers
that the Final Report should propose a clear legal framework in the form of guidelines
for assessing such practices by reference to existing EC competition law. Further,
Lundbeck considers that the scope of the proposed guidelines should extend to all
technol ogy-based sectors in which patents play an important role, because many of the
practices described in the Preliminary Report characterize all these sectors, not just the
pharmaceutical sector.

These guidelines would enable innovator companies to both analyze their past practices,
and determine their future conduct, in accordance with the Commission’s proposed
position. They would also form the basis for constructive, concrete discussion between
the Commission and industry stakeholders about potentia rules regarding these
complex issues.

Need For Public Consultation On Proposed L egal Framework

Lundbeck further submits that any framework for analysis proposed by the Commission
in the Final Report would need to be subject to significant public scrutiny and comment.
The matters identified in the Preliminary Report are complex, and highlight the delicate
relationship between intellectual property law and competition law, as well as the issues
raised by the unique European regulatory environment. Thereis also a serious risk that
over-enforcement will chill pro-competitive, life-saving innovations. Subjecting a
potential analytical framework to public consultation, consideration and critique will
inevitably result in a more coherent and legally sound set of guidelines, and one that is
more likely to be accepted by industry stakeholders, the European courts, and other
stakeholders, both inside and outside of the pharmaceutical industry.

If, contrary to the views expressed above, the Commission’s Final Report contains
factua findings only, then the question of whether any of the “tool-box” practices
infringe EC competition law is likely to take many years of litigation to be resolved.
Lundbeck respectfully suggests that it would be a more efficient use of resources for the
Commission to identify the relevant legal principles, and clarify the way the
Commission sees them applying to the conduct of innovator companies, prior to the
release of the Final Report.

This approach will help avoid the inevitable legal uncertainty that would result from the
release of factual findings without an accompanying legal framework. Such uncertainty
would place increased costs on pharmaceutical companies in attempting to identify and
comply with their obligations under EC competition law, and is likely to have a
corresponding chilling effect on innovation.
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PATENT STRATEGIESOF INNOVATOR COMPANIES

The Preliminary Report rightly acknowledges the importance of patent protection in
encouraging innovation in the field of prescription medicines for human use.®
However, the Preliminary Report also observes that “originator companies seek to
protect their market position using various means ranging from strategic patenting
around the product to patent litigation and interventions before national regulatory
authorities’,* and that “in some cases originator companies might also have incentives
to maintain and use patents for their effect of blocking or delaying the development
[sic] generic product rather than for protecting an own invention”.?®

In particular, the Preliminary Report raises concerns about situations where an
innovator company files for a “multitude of patent applications’ (on process,
reformulation, etc.) in addition to the “base patent”, with the aim of creating severa
layers of defence against generic competition. The Preliminary Report refers to this
approach as a “patent cluster”, and states that “where generic companies might manage
to invalidate the base patent before its regular expiry they still cannot enter the market,
if the originator company has succeeded in creating multilayered defence or [sic] other
patents surrounding the product”.** The Commission considers that:

“While this, during the period of exclusivity, is generally in line with the
underlying objectives of patent systems, it may in certain cases only be aimed at
excluding competition and not at safeguarding a viable commercial development
of own innovation covered by the clusters.”®

Further, although the Commission acknowledges that an increase in “secondary
patents’ can be a sign of incremental innovation by the innovator companies® the
Commission also states that an increase can also reflect an “increase of weak patents” .’

In Lundbeck’ s view, the comments above are problematic for a number of reasons.

= The question of recognition and enforcement of intellectual property rights
(including patents) lies exclusively with individual Member States, and the
Commission does not have jurisdiction to determine which inventions (or how
many) should be protected by intellectual property rights.

= The comments suggest that the Commission has accepted the view of generic
companies that, in their words, certain patents in the pharmaceutical industry are

21

22

23

24

25

26

27

Preliminary Report, at para. 4.

Preliminary Report, at para. 368.
Preliminary Report, at para. 371.
Preliminary Report, at para. 376.
Preliminary Report, at para. 410.
Preliminary Report, at para. 392.
Preliminary Report, at para. 393.
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“weak” or “lack innovation”. Thisisinconsistent with the tests under the EPC that
innovator companies must satisfy before patents are granted.

= Notwithstanding the comments above, if the Commission concludes that innovator
companies do regularly seek and obtain patents that should not be granted under
existing intellectual property law principles, then a competition regulator is not
well-placed to police this sort of conduct as the task is primarily an analysis of the
underlying patents. Generic companies have the technical expertise, patent
litigation experience, and financia incentives to monitor and oppose patents that
should not have been granted. Thus, they already do so, and can be expected to
continue to do so in the future.

Each of these pointsis discussed in more detail below.

Recognition And Enforcement Of Intellectual Property Rights Lies With
Individual Member States

According to the consistent case law of the European Court of Justice (ECJ), as
reflected, for example, in itsjudgment in Magill:

“in the absence of Community standardization or harmonization of laws,
determination of the conditions and procedures for granting protection of an
intellectual property right is a matter for national rules.”?®

In particular, the existence and validity of patents remains the prerogative, and falls
within the exclusive jurisdiction, of individual E.U. Member States. As the ECJ has
consistently determined, “the national rules relating to the protection of industrial
property have not yet been unified within the Community” and “the existence of patent
rightsis at present a matter solely of national law”.?

The Commission recognizes this position in the Preliminary Report, which states that:

“National courts therefore remain the ultimate arbiters of the validity of a patent
in their territory. This means that any legal action needed to enforce or to

28

29

Joined Cases C-241/91 P and C-242/91 P, [1995] ECR [-743, at para. 49. See also Keurkoop BV v Nancy
Kean Gifts BV, Case 144/81, [1982] ECR 2853, at para. 18. In Thetford Corporation v Fiamma A,
Case 35/87, [1988] ECR 3585, the plaintiff tried to distinguish Keurkoop on the basis that the relevant
intellectual property rights at issue were patents, rather than designs (which had been the subject of the
Keurkoop decision). The plaintiff argued that there was a higher degree of harmonization of national
legidation in respect of patents. The Court did not accept this argument (at para. 14), as no
harmonization of the patent legislation of Member States has yet been effected by virtue of measures of
Community law.

Parke, Davies v Probel, Case 24/67, [1968] ECR 55, at page 72, and most recently Merck Genericos,
Case C-431/05, judgment of September 11, 2007 (not yet reported), where the ECJ stated that “[t]he fact
is that the Community has not yet exercised its powersin the sphere of patents or that, at the very least, at
internal level, that exercise has not to date been of sufficient importance to lead to the conclusion that, as
matters now stand, that sphere falls within the scope of Community law” (at para. 46).
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invalidate a patent or any action for a declaratory ruling of non-infringement,
has to be brought before the national courts of each country concerned.”*

However, Lundbeck considers that comments in the Preliminary Report about matters
that the Commission describes as “weak patents’ and “patent clusters’ are inconsistent
with the principle that it is not for the Commission (or any other Community institution)
to question the legitimacy of intellectual property protection lawfully granted by a
Member State in any specific case.® Provided that the requirements of the EPC
referred to below are met, Member States are free to grant patents to innovator
companies in respect of whichever inventions they wish, and can grant as many patents
to a company as the relevant patent office considers satisfy the necessary tests.
Lundbeck respectfully submits that any attempt by the Commission to place limits on
this exclusive jurisdiction isinconsistent with EC law.

Lawfully Granted I ntellectual Property Rights Must Be Presumed Valid

As noted in the Preliminary Report, Article 52(1) of the EPC provides that a patent will
be granted if: (1) the invention is new; (2) the invention involves an inventive step; and
(3) the invention is susceptible to industrial application.** In addition, pursuant to
Article 83 of the EPC, a patent will be granted only if the application discloses the
invention in a manner sufficiently clear and complete for it to be carried out by a person
skilled in the art. It follows that the holder of a patent granted in accordance with the
requirements of the EPC should be entitled to enforce that patent as it sees fit, on the
basisthat it isavalid property right.

Further, the underlying objective of all patent systemsis to alow companies to prevent
(or “exclude”) identical copies of their products during the complete patent protected
period. In doing so, patents reflect the public policy judgment that alowing a limited
period of exclusivity in respect of the invention revealed in the patent balances the
public benefits of innovation against the public benefits inherent in competition
between parties commercializing the invention. In Lundbeck’s view, terminology such
as “solely to exclude competition”*® only confuses the discussion. (Also, this public
policy judgment is not unique to the pharmaceutical industry, so any policies that the
Commission adopts that ater this balance will have broad repercussions on other
industries in which intellectual property creates important incentives for investment.)

While it is true that the exercise of national intellectual property rights may in limited
circumstances fall within Articles 81 and/or 82 of the EC Treaty, Lundbeck considers
that ssimply applying for a patent in accordance with national patent requirements is not
an exercise of the relevant intellectual property right and, in the absence of fraud,
cannot be unlawful.
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Preliminary Report, at para. 241.

See, also, the ECJ decision in Srena v Eda, Case 40-70 [1971] ECR 69, which has been consistently
applied in EC case law.

Preliminary Report, at para. 218.
See, for example, Preliminary Report, at paras. 371 and 394.
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It must also follow that obtaining even a large number of patents (i.e., a “patent
cluster”) is not anti-competitive, because the EPC requirements must still be met in
relation to each patent application. Indeed, filing patents claiming incrementa
innovations related to existing products is a common practice not only among
innovators, but also among generic firms. Further, there are many companies in other
industries that obtain significantly more patents than pharmaceutical companies do.
Importantly, however, Lundbeck notes that it is not possible for one patent (or even a
combination of many patents) to extend the protection period of an earlier patent,
because no patent can issue for an invention that has already been patented and
therefore constitutes part of the prior art.

In any event, it would not be feasible to articulate the point at which a series of patents
becomes a “ patent cluster” or “patent thicket”. Any attempt by the Commission to set a
level at which a number of different patents becomes a “ patent cluster” will necessarily
be arbitrary, and is therefore unlikely to promote the Commission’s objective of
supporting innovation in the pharmaceutical sector. Instead, it would inevitably chill
the prospect of ongoing innovation by innovators, who are unlikely to undertake
additional R&D activities on a particular product if they believe they will not be able to
patent their discoveries and new inventions in the future.

Further, there is nothing in European patent law to suggest that some types of lawfully
granted patents should be viewed, in the generic firms words, as inherently “weak” or
somehow less valid than others. Patents do not fall on alegal spectrum; rather, they are
subject to a binary test that finds them either valid or invalid (and infringed or not
infringed) under applicable Member State law. In particular, innovator companies are
equally entitled to apply for patents for new processes, formulations or other aspects of
a particular molecule, as they are to seek a patent for a new molecule that they have
discovered. In Lundbeck’s view, an innovator company that invents a number of
different processes or formulations in respect of a new medicine should be entitled to
patent each one of those, and to protect its invention from being copied by athird party
during the period of exclusivity conferred by each patent. In some circumstances, a
new process for producing an active ingredient may be almost as important to an
innovator company as the invention of the ingredient itself, and if the patent is valid,
thereisno legal basisto consider it a second-rate innovation.

As regards the timing of patent applications, the existence of patent protection provides
a strong incentive for companies to seek constant improvements to their products and,
in particular, to their most valuable or “blockbuster” products. In Lundbeck’s view, the
“clear trend...for companies to file significant numbers of patent applications well after
the first product launch, in particular immediately before or after the primary patent in
the portfolio expires’® is simply evidence that innovator companies continue to
research, test, develop and improve their products well after they have been launched
for the first time. This ultimately benefits patients, who obtain access to a wider and
more effective range of treatment options.

Preliminary Report, at para. 359.
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Lundbeck also notes that the Community courts have taken the position that the active
pursuit of patent portfolios - even extensive portfolios - is not unlawful > In addition,
the Court of First Instance (“CFl”) made it clear in the Microsoft judgment that for the
purpose of applying competition law, intellectual property rights (including patent
rights) must be presumed to be valid:

“It is inherent in the fact that the undertaking concerned holds an intellectual
property right that the subject-matter of that right is innovative or original.
There can be no patent without an invention and no copyright without an original
work.” %

If, contrary to the position outlined above, the Commission takes the view that
obtaining (or seeking to obtain) particular types of patents, or a “patent cluster”, can be
of itself anti-competitive, then the Commission will need to provide clear guidance for
innovator companies on these issues. Lundbeck respectfully submits that any such
position would not be sustainable.

Generics Are Competent Challengers Of Patents In The European Union

Notwithstanding the comments above, if, following the Pharma Inquiry, the
Commission concludes that innovator companies do seek patents that are objectively
baseless, or are solely intended for a purpose other than protecting a new innovation
from being copied by an identical product, then Lundbeck’s respectful opinion is that
the Commission (or any other competition regulator) is not best placed to monitor and
assess such conduct.

There are numerous generic companies operating in Europe, each of which has a strong
incentive to police patents alleged to be invalid, in light of the significant profits that
can be made by marketing generic versions of branded products. Many of these generic
companies are well-financed and experienced in litigation, patent law and the relevant
technology. The significant turnover of certain generic companies is highlighted in
Table 5 on page 40 in the Preliminary Report. In addition, as noted in the Preliminary
Report, not only do larger generic companies have the financial resources for lengthy
litigation, but in fact some of them reserve a significant part of their overall budget for
litigation and damages.’

The fact that generic companies are better placed than a competition regulator to
identify and attack patents alleged to be invalid - and that they already perform this
function efficiently and effectively today - is also evidenced by the number of
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See, for example, Tetra Pak International SA v Commission, Case T-83/91, [1994] ECR 11-755, at para.
242,

Microsoft v Commission, Case T-201/04, [2007] ECR 11-3601, at para. 695. See, also, Windsurfing v
Commission, Case 193/83, [1986] ECR 611, para. 30, where the ECJ held that the scope of the relevant
patent must be determined only on the basis of the wording of the patent claim accepted by the patent
office, and the interpretative rulings given by the courts and authorities of the relevant country.

Preliminary Report, at para. 431.
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opposition procedures by generic companies,® and the finding that there were, on
average, at least two generic companies opposing the relevant patent in each of those
procedures.®

Finally, Lundbeck notes that if, as in the example posited by the Commission in
paragraph 33 above, a generic company has managed to “invalidate the base patent”
prior to its expiry, and it believes that the remaining “secondary patents’ are also
invalid or not infringed, then there is nothing in European patent law to stop the generic
company from entering the market at risk. Conversely, if the generic company
considers that there is a risk of infringing a valid secondary patent if it enters with a
generic product, then that suggests the innovator company is entitled to rely on that
patent (as the patent system permits it to do), even if the effect is to “delay generic
entry” in respect of the patented product.

Potential Exception For Cases Of Fraud, Or Objectively And Subjectively
Baseless Patents

Lundbeck notesthat it is established law in the United States that the validity of a patent
is generally not examined in assessing an antitrust claim, because a patent is presumed
to be valid by statute. That presumption of validity applies except in extreme cases of
fraud on the patent office.®® For example, if an innovator were to obtain a patent by
fraud and then enforce that patent, and in doing so maintain a monopoly over a relevant
antitrust market, that conduct would likely be judged to violate the U.S. antitrust laws
under the principles that the U.S. Supreme Court set forth in Walker Process Equipment
v. Food Machinery & Chemical Corporation.** To establish such a Walker Process
clam, an antitrust plaintiff must prove as a threshold matter that the patent holder: (1)
knowingly and willingly made a fraudulent omission or representation to the
government during the patent prosecution; (2) the patent holder had the clear intent to
deceive the examiner; and (3) the representation or omission was the proximate cause of
the issuance of the patent.*
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See, for example, Preliminary Report, at para. 563.
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See, for example, In re Ciprofloxacin Hydrochloride Antitrust Litigation, 544 F.3d 1323 (Fed. Cir. 2008).
382 U.S. 172 (1965).

See In re Remeron Antitrust Litig., 335 F.Supp.2d 522, 528 (D.N.J. 2004) (citing C.R. Bard, Inc. v. M3
Sys., Inc., 157 F.3d 1340, 1364 (Fed. Cir. 1998)). The U.S. antitrust case law regarding the listing of
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See, eg., Organon Inc. v. Mylan Pharmaceuticals, 293 F. Supp. 2d 453, 459-60 (D.N.J. 2003); In re
Buspirone Patent Litig., 185 F. Supp. 2d 363, 376 (S.D.N.Y. 2002) (concluding that patent holder’s
listing could be considered a*“sham” because plaintiffs could demonstrate that the listing was objectively
basel ess).
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Lundbeck accepts that it may be appropriate to apply principles similar to the U.S.
“fraud on the patent office” principle in Europe, so that a company may be considered
to have acted anti-competitively where it has obtained a patent by means of fraud, and
has used that patent to exclude or restrict competition. As with any fraud case, there
would need to be an extremely high burden of proof imposed on the party alleging the
fraud, and there would also need to be a requirement that the relevant patent office
relied in some way on the alleged fraud in granting the patent. Lundbeck expects that
cases of this sort would be extremely rare in the European pharmaceutical industry.

If, however, the Commission also wishes to establish a test to determine whether
strategic patenting may infringe competition laws even short of fraud, then Lundbeck
considers that the appropriate test must take into account both the objective and
subjective circumstances surrounding the patent application(s).

At a minimum, the standard should be that the patent application was a sham, the
establishment of which would include two elements:

= On an objective view, the innovator’s application was baseless (i.e., a reasonable
person would have known that it had no reasonable basis for filing the patent, which
was clearly invalid); and

» Subjectively, the innovator knew that its patent application was without any merit,
but it filed the application nonethel ess.

Lundbeck wishes to emphasise that, other than a purpose to deceive (or to knowingly
file a patent without any merit), the purpose behind the innovator’s application should
not be taken into account in any test for unlawful patenting. This is because an
intention to obtain a patent for the purpose of “blocking generic entry” or “excluding
competition” (in the Commission’s terminology) is equally consistent with obtaining a
patent lawfully as with any anti-competitive conduct. To incorporate terminology of
that sort into principles used to assess patenting strategies will cause unnecessary
confusion and legal uncertainty, which will inevitably require significant amounts of
litigation to resolve.
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V. PATENT LITIGATION AND ENFORCEMENT

58. Lundbeck fully agrees with the observations in the Preliminary Report that:

59.

60.

“Patents are proprietary, exclusive rights and enforcing one's patents against
parties infringing them is a legitimate procedural dimension of the material right
granted to the patent holder.”*

And that:

“[E] nforcing patent rights as such is not objectionable. On the contrary, companies
which benefit from patent protection are entitled to enforce their patent rights.”**

However, the Preliminary Report goes on to say that enforcing patent rights “may be
problematic under specific circumstances’.*

Lundbeck considers that the Commission’s concerns in this respect are misplaced, and
that EC competition law should not attempt to regulate the enforcement of patents
against generic competitors in any but the most exceptional circumstances. Lundbeck’s
reasons for this are as follows.

As outlined in the ITT Promedia judgment, access to the courts is a fundamental
right that should be circumscribed in only exceptional circumstances. “°

Thus, the test for establishing that litigation is “vexatious’ or a*“sham” isand should
remain strict. To the extent that the Commission contemplates a lower threshold for
unlawful patent litigation than the ITT Promedia test, Lundbeck submits that thereis
no logical point at which that threshold can be set, and any attempt to do so will
operate as a significant restriction on innovators access to justice. Nor is thereis
any reason to treat the pharmaceutical sector differently to other industries in this

respect.

Limiting the ability of innovator companies to enforce their patent rights against
generics would have the same effect as requiring those companies to license their
rights to the generics to enable them to produce copies. It is well-established that
Article 82 of the EC Treaty only applies to arefusal to license intellectual property
rights if that refusa prevents the emergence of a new product, or limits
technological development more generally. By definition, neither of those tests is
met in the case of generic versions of a branded medicine.

As noted in Section V, the Commission has stated - in the context of patent
settlement agreements - that there are more similarities than differences in respect of
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Preliminary Report, at para. 422.

Preliminary Report, at para. 433.

Preliminary Report, at para. 433.
ITT Promedia NV v Commission, Case T-111/96, [1998] ECR 11-2937, at paras. 60-61.



61.

62.

63.

-17 -

the U.S. regulatory regime and the framework in Europe. The Commission may
therefore be aware of certain litigation tactics that, in conjunction with the
regulatory regime in place in the United States, have been alleged to delay generic
competition, and may be concerned that similar tactics could be used in the E.U. to
do so as well. In Lundbeck’s view, however, the key differences between the
regulatory regimes in the United States and the E.U. make it difficult to draw
meaningful comparisons regarding the alleged activities in these two jurisdictions.

Each of these issuesis discussed in more detail below.

Access To The Courts|s A Fundamental Right

In the ITT Promedia judgment, the CFl made it clear that access to the courts is a
fundamental right that can only be circumscribed in exceptional circumstances.*’
Following this case, the test for vexatious litigation giving rise to such an exception is
well-established. Specifically, a claim in litigation is lawful unless it is made by a
dominant company in a situation where: (1) it cannot reasonably be considered to be an
attempt to assert the right of the undertaking concerned, and can therefore only serve to
harass the opposing party; and (2) it is part of a plan to eliminate competition® To
constitute abuse, the litigation proceedings must be, on an objective view, “manifestly
unfounded”.

The threshold that must be met for afinding of vexatious litigation is rightly a high one,
and Lundbeck considers that there is no justification for applying a lower standard in
cases involving the pharmaceutical sector. Lundbeck notes, however, that the
application of the second limb of thetest in ITT Promedia presents certain difficultiesin
cases involving intellectual property rights (which ITT Promedia did not). This is
because, as noted above, obtaining and enforcing intellectual property rights is always
done for the purpose of excluding competition to the extent permitted by the particular
intellectual property right. It follows that, by definition, litigation to enforce patent
rights will always be part of a “plan to eliminate competition”, within the scope of the
patent.

Potential Exception For Cases Of Objectivaely and Subjectively Basdess Litigation

If the Commission therefore wishes to establish a test for assessing whether patent
litigation by innovator companies is vexatious, Lundbeck’s view is that the appropriate
standard should be consistent with that described in paragraph 56 above in respect of
patent strategies. Absent a showing that the patent was obtained through fraud, it
should therefore be necessary to establish that:

= On an objective view, the innovator’s case was baseless (either because the relevant
patent was clearly invalid, or the generic company’s conduct clearly did not infringe
the patent); and
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Ibid, at paras. 60-61.
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= Subjectively, the innovator knew that its case was without any merit, but it pursued
the proceedings nonethel ess.

Again, for the reasons outlined in paragraph 62 above, Lundbeck considers that any
intention by the innovator to exclude or restrict competition should not be included in
the test for vexatious litigation. Such intention would be equally consistent with the
lawful enforcement of valid patent rights as with anti-competitive conduct.

Lundbeck expects that this strict test for vexatious litigation will be satisfied in only
exceptional circumstances. The complex nature of patent law — particularly in the
pharmaceutical industry — means it will be a very rare case indeed where a company in
the E.U. will bring proceedings to enforce a granted patent that are considered
manifestly unfounded on an objective view of the circumstances. Short of these
situations, Lundbeck respectfully submits that competition law should have little role to
play in limiting access by pharmaceutical companies to the courts. Otherwise, the
Commission will risk creating significant uncertainty about the value of patent rights,
and would decrease the incentive for innovators to invest in the development of
intellectual property rights that they may be unable to protect from exploitation by third
parties.

In Lundbeck’s view, even if the Commission contemplates a lower threshold for
unlawful patent litigation than that set out above, it would be impossible to articulate
what that threshold should be. An innovator company must surely be permitted to
pursue litigation where it has a 50% chance or better of succeeding. Equally, however,
there are many cases where the innovator has a realistic prospect of success, but that
chance is somewhere less than 50%. Lundbeck considers that attempts to identify the
appropriate threshold at which it becomes unlawful to bring such a case would be
purely arbitrary, illogica and unfair. This would also have the effect of depriving
innovator companies of access to the courts in many instances, because they would be
too scared to litigate to defend their patent rights, even where they have a good chance
of prevailing. Thisrisk would be heightened by the fact that the outcome of litigation is
often unpredictable, with the prospect of success in patent litigation being even more
difficult to predict than in most proceedings because of the complex nature of the legal
and factual issues involved.

Lundbeck also notes that, according to the Preliminary Report, 46% of patent litigation
proceedings in the E.U. between 2000 and 2007 were initiated by generic companies.*®
It was stated in the ITT Promedia judgment that if Belgacom’s actions were really part
of a deliberate strategy to eliminate competition, it would not have waited for Promedia
to institute proceedings before submitting a counterclaim.® Lundbeck considers that
this analysis applies equally to the many proceedings where the innovator company has
simply responded to a claim by a generic company. Innovator firms must be entitled to
defend themselves and file appropriate counterclaims when sued.
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Finally, Lundbeck observes that the position that access to the courts should not be
curtailed other that in exceptional circumstances is consistent with the approach of the
U.S. courts to this issue and, in particular, the need to identify what constitutes
“baseless’ litigation as opposed to strategically motivated and presumably not baseless
litigation. The relevant U.S. case law on thisissue is briefly summarized below for the
Commission’s reference.

The U.S. Supreme Court has recognized the right, under the freedom of petition clause
of the First Amendment to the U.S. Constitution, for parties to pursue legal redress in
court, including through patent infringement litigation. This immunity is generally
referred to as Noerr-Pennington immunity and is invoked as a defence to antitrust
claims based on patent prosecution and infringement litigation.>

Though broad in conception, Noerr-Pennington immunity is not unlimited. In
particular, where the litigation is a “sham”, there is no immunity. Sham litigation
generally involves the assertion of patents known to be invalid (although not necessarily
obtained by fraud) or not infringed. This can amount to an antitrust violation in the
United States because, among other things, the mere initiation of such litigation may
automatically stay FDA marketing approval (discussed in more detail below). Whether
a particular patent infringement suit amounts to “sham” litigation depends on whether
the initiating litigant could have reasonably expected success on the merits and whether
the litigant subjectively filed the suit to harm its competitor (through use of the process
of litigation — rather than through a genuine attempt to obtain the benefits of a
successful outcome of the litigation).>

Of course, actual success on the merits generally precludes a clam of “sham”
litigation.>® Favourable outcomes short of outright success likewise weigh against such
a clam. For example, in In re Terazosin Hydrochloride Antitrust Litigation, the
Southern District of Florida found that the patent holders voluntary dismissal of its
patent prosecution did not support a finding of “sham” litigation where the opposing
parties made reasonable concessions before the patent holder dismissed the suit.> In
cases where the patent holder is unsuccessful, the court must still analyze whether the
suit had any reasonable basis before finding that the litigation was a “sham”, and must
“resist the understandable temptation to engage in post hoc reasoning by concluding”
that an ultimately unsuccessful “action must have been unreasonable or without

foundation”.> In analyzing whether litigation was a sham, the court will consider
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whether the claims survived summary judgment,® raised novel arguments,>’ or the
litigant survived amotion for attorneys fees or sanctions.”

Despite these relatively high hurdles, Lundbeck notes that there are examples of sham
litigation claims succeeding. For example, in Abbott Laboratories. v. Teva
Pharmaceuticals USA, Inc., the District of Delaware allowed a sham litigation claim to
go forward where an innovator’s suit was disposed of by summary judgment motion
and where the patent holder could not demonstrate that it had a reasonable expectation
of success on the merits.® Similarly, “sham” litigation may be found where litigants
unjustifiably use excessive procedural devices merely to delay (rather than to succeed
on the merits) because such manoeuvres tend to bar competitors from a meaningful
adjudicatory process.*

Innovators Should Not Be Required By Default To License Their Intellectual
Property Rights To Competitors

Lundbeck’s view is that the use of EC competition law to regulate the ability of
innovators to litigate patent rights would also be inconsistent with established precedent
regarding compulsory licensing.

It is clear that Article 82 of the EC Treaty can only apply to a refusal to license
intellectual property rights if that refusal prevents the emergence of a new product, or
limits technological development more generally.®* Preventing an innovator company
from enforcing its patent against a generic company during the exclusivity period would
have the same effect as requiring that innovator to license its invention, notwithstanding
the fact that the generic would neither be introducing a new product to the market nor
furthering innovation. By definition, generic products are only copies of the original
branded product. Moreover, in the narrow circumstances where mandatory licensing is
required, the licensor is entitled to compensation.®

Lundbeck is unable to see any judtification for extending the law in relation to
compulsory licensing to circumstances in which generic companies infringe the patent
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