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COMMISSION
OF THE EUROPEAN
é COMMUNITIES
PUBLI C VERSI ON
MERGER PROCEDURE
ARTI CLE 6(1) (b) DECI SI ON
Regi stered with advice of
delivery
To : Notifying parties.
Dear Sirs,
Subj ect : Case No |V/M72 -Sanofi/Sterling Drug.

Notification pursuant to Article 4 of Council
Regul ati on No 4064/ 89.

1. The abovenenti oned notification concerns a series of agreenents
bet ween Sanofi, a French conpany controlled by Elf Aquitaine,
and Sterling Drug Inc ("Sterling Drug"), a wholly owned
subsidiary of the Eastman Kodak conpany, by which Sanofi and
Sterling Drug propose to conmbine their worldw de hunman
prescription drug ("ethical") pharnmaceutical activities
(excl udi ng Japan) and al | their European human over -t he-counter
or non-prescription ("OTC') pharmaceutical activities.

2. After full exam nation of the notification the Comm ssion has
cone to the conclusion that the notified operation falls
within the scope of Council Regulation No 4064/89 (Merger
Regul ation) and does not raise serious doubts as to its
conpatibility wth the comon narket.

I. THE PARTI ES AND THE NOTI FI ED OPERATI ON

3. Sanofi is currently active in three main sectors : human
health, including ethical, OTC pharmaceutical and di agnostic
products; agro and food business (additives, i ngredi ents,

surfactants, aromas, veterinary products and bi ot echnol ogi cal
applications); and perfunmes and cosnetics. It is the second
| argest French pharmaceuticals manufacturer and was ranked
35th worl dwi de in 1989.
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Its main geographical markets are in Europe, Africa, South
Anmerica and Asia. It has no direct presence in the USA as far
as ethical and OIC pharnmaceutical products are concerned.

Sterling Drug is currently active in tw sectors : human
heal t h, i ncluding ethical and OTC pharmaceuti cal products; and
househol d cl eaning and ot her products. It was ranked the 37th
| argest pharnmaceuti cal conpany worl dwi de in 1989. The majority
of its sales are achieved in the USA, with remaining sales
mai nly in Europe.

The parties have entered into a nunber of agreenents,
collectively entitled the "Alliance", and which include the
setting up of joint ventures, by which they propose to conbi ne
their ethical prescription activities worldw de, excluding
Japan, and their European OTC activities. In each case the
parties wi || conbi ne their exi sting manuf act uri ng,
adm ni stration, marketing, sales, distribution and support
operations. In addition, the devel opnent of new products w ||
be decided jointly, t oget her wth their subsequent
regi stration, manufacture etc.

The et hical business will be carried out under the nanme Sanofi
W nt hrop. Separate agreenents cover Europe, Africa, t he
M ddl e East, China and Taiwan (Prescription Venture A) and
North America, South America, Central Anerica, Cceania and
Sout h East Asia (Prescription Venture B). The overal |l division
of interest of the parties in each venture is as follows :
50.055% to Sanofi, 49.945% to Sterling Drug in Prescription
Venture A, and 50.055% to Sterling Drug, 49.945%to Sanofi in
Prescription Venture B. The OTC venture will be carried out
under a nane yet to be decided, under Sterling Drug's contro

for day to day business.

CONCENTRATI ON

The proposed transaction is a concentration wthin the
meaning of Article 3 of Regulation 4064/89. |In arriving at
this conclusion the Comm ssion has taken into account the
foll owm ng el enents :

- the parties nerge, transfer, or otherwi se | ease or |icense on
a pernmanent basis to operating entities established by the
parties their existing production, distribution and marketi ng
assets. Al material contracts, governnent permts and |icences

(1 ncluding manufacturing authorisations and product
registrations) will be |icensed, transferred or assigned.
Enpl oyees w Il be transferred to the operating entities.

- product ranges will be nmarketed under comon trade nanes

("Sanofi Wnthrop" for the ethical business, the nanme for the
OTC busi ness as yet undeci ded),

- Wth regard to research and devel opnent, which is of crucia
i nportance for the et hi cal busi ness, the parties wll
continue to carry out their research activities ("discovery
process") independently. However, they agree to enable each
other to participate in the devel opnent of future products
right fromthe initial stages of such devel opnent. Moreover,
from the stage where new nolecules mght have a nmarket
potential, but before |large scale clinical trials are started,
all decisions as to further devel opnent are taken jointly by
the parties.
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To this effect a Developnent Committee is established, i
which both parties are equal |y represented, which wl
monitor and coordinate all research efforts and which wl
deci de whet her or not devel opment shoul d be pursued jointly.

n
|
I

In the event that the commttee decides against joint
devel opnment the parties my not continue devel opnent

individually, and instead nmay only assign or |icense such
rights tothird parties. Wth regard to the OIC busi ness, the
parties have the choice of carrying out research and

devel opment within the "Alliance" or availing thensel ves of
Sterling Drug's facilities outside the territory.

- new acquisitions will be carried out jointly by the parties,

- the managenent structure will be fully integrated. Each
venture provides for a managenent entity, which includes a
strategi ¢ nmanagenent commttee responsible for all strategic
managenent deci si ons, the appointnment of financial and
operating managers and the establishnent of strategic plans
including the rationalisation of production facilities, and
for an operating commttee responsible for the inplenentation
of the strategic and policy decisions and the establishnment of
annual budgets.

Wth regard to the ethical business, it is intended that Sanofi
has prinme responsibility for day to day business in the
territory of Prescription Venture A, while Sterling Drug
perfornms the sanme role in Prescription Venture B. Menbership
of the strategic managenent commttees reflects their
respective equity interests in the two ventures, wth Sanofi
having five out of eight nenbers on the board in Prescription
Venture A, Sterling Drug having five out of eight nenbers on
the board of Prescription Venture B. However, qualified
majority requirenents (that is, an affirmative vote of the
maj ority of the board, including two representatives of each of

the parties) applies to certain matters, including, inter
alia, the annual adoption of rolling five year strategic pl ans
setting out major business initiatives, proposed fi nanci al
performance and major synergy benefits targets wher e

appropriate, plus the appointnment of nenbers of a nom nating
conmmttee established to approve the appoi ntnent of managers
of operations in the nost inportant national markets of the
parties. In effect, t heref ore, both ventures nmay be
considered to be jointly controlled by both parties. In any
event, the lead given to the parties in each venture is
extrenmely narrow and the fact that the one exactly mrrors the
ot her would be likely to ensure that the parties act jointly in
both territories in all major respects.

Wth regard to the OIC business, control for day to day
business will be with newy created conpanies in individua
countries in accordance with the current interests of the
parties in those countries. Sterling Drug, however, will have
a 70% interest and five out of eight nenbers on the board of
t he managenent conpany, to Sanofi's 30% and three nenbers.
Before taking any action with regard to matters, such as,
inter alia, plant closures, acquisitions and divestitures,
annual and nulti year business plans, the parties shal |
consult each other at board |evel.
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In the event of a failure to obtain a favourable vote of a
majority of Sanofi nmenbers, extensive provisions are nmade in
order to seek their agreenent. These el enents nmake it possible
to consider that Sanofi shares joint control of this venture.

- with regard to the ethical business, while profits deriving
fromexisting products will be divided between the parties in
accordance with the value of that contribution, as determ ned
by the parties, profits fromnew products devel oped jointly
pl us any commerci al synergies resulting fromthe Alliance w ||
be shared in virtually equal proportions, according to the
equity interests of the parties. Wth regard to the OIC
busi ness the sane principle applies, with profits fromjointly
devel oped products being shared in nbst cases in the sane
virtually equal proportions.

The Conmmi ssion considers that these elenents taken together
bring about a lasting change in the structure of the
undert aki ngs concerned. The operation inplies their effective
w thdrawal from the markets concerned, as they place all
their interests in the various joint ventures.

This situation thus | eaves no roomfor coordination of conduct
as between the parents anongst thensel ves, or between them and
the joint ventures. It is to berecalled that, the OICventure
covers the European market only, leaving Sterling Drug as an

i ndependent operator on the USA nmarket. However, by
transferring its assets and all its essential rights to the OIC
venture, in particular trademarks and products registrations,
Sterling Drug wll not have any realistic possibility of
acting as an i ndependent operator on the European market. As a
result there wll be no room for coordination of its

conpetitive conduct with that of the joint venture.
COVMUNI TY DI MENSI ON

The conbi ned aggregate worl dw de turnover of the parties to
the concentration was 39,009 mllion ECUIin 1990. Both parties
neet the requirenent of Article 1(2) (b), Sanof i and
Sterling Drug each havi ng an aggregate Conmuni ty-w de turnover
of nore than 250 mllion ECUin 1990, of which not nore than
two-thirds was achieved in one and the sane Menber State.
Consequently, the proposed concentration has a Community
di mensi on.

COWPATI BI LITY WTH THE COMON MARKET

The new conbined unit will rank anmong the first 20 | argest
pharmaceutical firms worldwide and the top 12 worldw de
pharmaceutical R & D forces. Wth regard to the overall OIC
mar ket, the "Alliance" Sanofi-Sterling Drug will share wth
Rhéne- Poul enc Rorer the | eadi ng position in Europe with about
a 3.5 per cent share of a highly fragnented market.
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It is inevitable that any workable market definition in the
phar maceutical sector wll involve a certain anmount of
arbitrariness, because in the final resort, substitutability
anong nedicines my not only depend on the intrinsic
characteristics of the drug itself, but also their intended
use, taking into account the patient's overall condition.

The parties submt that the ATC cl assification of medicines is
an appropriate tool for the purpose of defining product
mar kets. This classificationis recomended by the Wrld Heal th
Organi sation, and nost of the national adm nistrations in the
Community use it for the purposes of conparing different
medi ci nes. It is also the classification used by
Intercontinental Medical Statistics (IMS) to establish its
drugs sales statistics, which are generally used by
pharmaceutical firms for their market analysis.

The third level classes of the ATC classification provide a
grouping of nedicines according to their therapeutic
properties, that is, their intended use, and therefore nmay be
accepted as an operational market definition. It nmay be
necessary, however, to carry out anal ysis at other |evels of
ATC cl assification where it is appropriate to group particular
3rd | evel categories together or to descend to narrower cl asses
at the 4th |evel.

Under this approach, well above 20 different product markets
are affected by the proposed concentrati on. However, given the
basic conplenentarity of Sanofi and Sterling Drug's
activities, there is, no significant ovel appi ng of the
parties' activities inthe magjority of these product markets.
A significant reinforcenent of market positions does arise,
however, in the follow ng markets:

- Bile therapy, chol al ogues and chol eretics (ATC cl ass A5A).
- Centrally acting nuscle relaxants (ATC cl ass MB)

- Cold preparations without anti-infectives (ATC cl ass R5A).
- Antitussives and expectorants (ATC class R5F).

- Laxative fibres, not correspondi ng exactly to any ATC cl ass.

Wt hinthe pharmaceutical industry, it is generally considered
that OIC and et hi cal products constitute two di stinct markets,
al though this distinction my be blurred (for instance ethica
products may acquire OTC status after sufficient time has
el apsed, conversely a doctor may prescribe an OIC product).
However these difficulties do not materially affect the
anal ysis of these markets.

Geogr aphi cal ref erence market

17.

Because the pharmaceutical industry operates within a very
tight | egal f ramewor k, phar maceut i cal markets remain
essentially national. No drug may yet be nmarketed i n any Menber
State wi thout the previous approval of the respective nationa
adm ni strati on, although procedures for nutual recognition of
mar ket i ng aut hori zati ons exi st. Not wi t hst andi ng t he
consi derabl e harnoni zati on achieved so far in the Community
with regard to pharmaceutical registration procedures, the
evaluation of a drug and the decision to authorize its
mar keting remains at present with the conpetent authorities of
t he Menber States.
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In addition, prices of ethical drugs are directly or
indirectly regul ated by national |aws. The nechani snms used by
each Menber State to regulate pharmaceutical prices vary
wi dely. They include direct price fixing (as in France, Italy
or Spain), overall control of conpanies' profits (as in the
UK), and speci al provisions affecting the rei nbursenent of the
cost of drugs by the national health insurance systens (as in
Germany). The differences in the pricing and reinbursenent
mechanisnms result in wde disparities in drug price levels
anong different Menber States.

Prices of OIC drugs are normally excluded from price or
rei mbursenent regulation. However, the markets also remain
nati onal for these products because of the follow ng factors:
retail distribution is legally confined to pharmacies in
certain Menber States, whereas in others they are available in
ot her consunmer outlets (groceries or supernmarkets); the
decision to confer OTC status upon a nedicine is a nationa

one; the consuner's attitude to self-nedicationis to a |large
extent determned by cultural traditions and because of the
i nportance of branding for these products. The existence of
nati onal markets is confirmed by the absence of Europe-w de
brand nanes and the fact that there is little or no paralle

trade in OIC products, the price of which may vary fromcountry
to country.

For the purposes of this decision, therefore, and taking into
account the particular pharmaceutical markets affected by the
proposed concentration, its inmpact has to be assessed in
relation to national markets.

Af fected nmarkets

21.

22.

23.

24.

The markets affected by the proposed concentration are :

bil e therapy, chol al ogues and choleretics in Italy
centrally acting nuscle relaxants in France

centrally acting nuscle relaxants in Gernmany

col d preparations wi thout anti-infectives inthe Netherlands
antitussives and expectorants in France

| axative fibres in Italy.

Therefore, the analysis of the conpatibility of the proposed
concentration with the comon narket wll focus on these
product markets.

In respect of the bile therapy market (ATC Class ASAinltaly),
t he aggregati on of Sanofi's and Sterling Drug's market shares i s
not neani ngful since their respective products have different
indications i.e. therapeutic properties (Deursil is a gall
di ssol vi ng product whereas Varecol eneis a stinulant | axative).
In this particular case, therefore, the 3rd level of the ATC
classificationis not appropriateto definetherel evant product
mar ket, and an anal ysis at the 4th | evel class is nore suitable.
At this level, no overlapping exists in ltaly.

In respect of the other markets, which are all OIC nmarkets
except for nuscle relaxants, the proposed conbination of
Sanofi and Sterling Ileads to relatively high market shares
rangi ng between 45%in the |laxative market in ltaly to 74%in
the col d preparations (w thout anti-infectives) markets inthe
Net her | ands. However, in assessing the inportance of these
mar ket shares the follow ng elenents must be taken into
account
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- in all cases, there is sone degree of substitution from
alternative products not included in the oper ati onal
mar ket definition given above, because : they are not
registered nedicines (dietary products in respect of
| axatives or sweets in respect of antitussives); or because
mar ket studi es do not include honeopat hi c nedici nes, which
may account for a high proportion of the market (as in the
case of cold preparations wthout antiinfectives in the
Net her | ands) ; or because drugs classified in other 3rd
| evel therapeutic groups are actually prescribed by doctors
for the sane indications (such as non steroidal anti-
inflammatories or certain analgesics in the case of
centrally acting nuscle rel axants);

- large pharmaceutical firnms, such as Merril Dow, Roussel-
Ucl af, Boots, Ciba-Ceigy are conpetitors of Sanofi and
Sterling Drug in certain markets (centrally acting nuscle
rel axants, |axatives or cold preparations) and conpetition
from generic products is well established in others
(par acet anol ) ;

- because of the relatively | ow technol ogi cal content of the
drugs in question and because they have been on the market
for a long tine, research and patents play a very limted
role in these markets. As a result, barriers to entry are
not significant, in particular for |arge pharmaceutical
firms.

Concl usi ons

25. Taking into account:

- the basic conplenentarity of Sanofi's and Sterling Drug's
activities, because of the |imted nunber of product markets
in which overl appi ng occurs,

- the different possibilities for substitution arising from
generic products, non-nedicines, honeopathic products, and
drugs classified in other therapeutic groups inthe affected
mar ket s,

- the relative ease with which maj or pharmaceutical firnms nmay
enter these markets,

the proposed concentration does not create or strengthen a
dom nant position in any of the reference narkets as a result
of which effective conpetition would be significantly inpeded
in the conmon market or in a substantial part of it.

V. ANCI LLARY RESTRAI NTS

The parties each agree not to enter into conpeting businesses
for the duration of the agreenents. These non-conpetition
cl auses are ainmed at expressing the reality of the |asting
wi t hdrawal of the parents fromthe busi nesses in question. As
such they are an integral part of the concentrati on and hence
ancillary restraints covered by the present decision.
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FI NAL ASSESSMENT

For the above reasons, the Comm ssion has deci ded not to oppose
the notified operation and to declare it conpatible with the
common market. This decision is adopted in application of
article 6(1)(b) of Council Regulation No. 4064/ 89.

For the Conm ssion

TEXTE RECONSTI TUE ELECTRONI QUEMENT / ELECTRONI CALLY RE- CREATED
TEXT / ELEKTRONI SCH NACHGEBI LDETER TEXT



