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EXPLANATORY MEMORANDUM

Introduction: Subject and scope of the proposal

1. The alm o7 this proposa’' for a Regulation is to Improve the protection
of ‘nncvatlion In the pharmaceuticat sector. in this respect, It forms
part of Communlity health policy, which seeks to create the conditions
which permit the Eurcpean pharmaceutical Industry, by the turn of the
cemtury, to guarantee theraupeutic, scierntific, economic and social
progress which is indissolubly |inked with the discovery and use of nea

medicinal products.

2. Patents still represent the best too! for protecting innovation 1n th <
respezt. There is, however, the risk that this will no longer be the
case (T an appropﬁ;ate adaptation to evolving needs 1s not duly taken

into account.

'r-o>vation in the pharmaceutical field Is particularty threatened in

this respect.

The duratlon of patent protection in Europe today |s generally 20 years
from the date cn wh'ch the patent! appiicatr s Is filed. This is the
duoration 12aid oowrn wn the European Patent Convention (Munich) and in tre

na:ional ltaws of most of the Hemper States of the Community.

Ornce a patent has been granted, the patent holder may, in principle,
immediately make use of the Invention concerned on the market. Such use

may even be made before the patent has been granted.

However, this Is nct the case as far és medicinal products are
concerned. The hclder of a patented medicinal product must refrain
from using It untii he has obtained author!zation from the health
authorities to place the product on the market.



Prior authorization procedures for medicinal products were first
introduced In the Industriaiize. untries following the experience w. -
thalidomide. Since then, the public authorlities have required the
pharmaceutical Industry to demonstrate the quallty, safety and efficac,
of new mediclinal products. These prlior controls, which are essentiatl
fcr the protection of public health and which are beyond question,

involve considerabie sclentific and technical effort and expenditure.

cwever, It should be polinted cut above all that the manifold
(rhysico-chemical, biclogical or microbiological, toxicological,
pharmacologica!l and clinical) tests required to compile the applicaticr
which w!l{ be submitted to the health authorities and the procedure
itself for obtaining authorization involve elapses of time which are
becoming Increasingly longer and are often proportiona! to the

impcriance of the innovation.

This leads to a corresponding loss of a very substantial part of the
period of exclusivity granted by the patent. An average period of

12 years between the discovery of a new medical product, at which time
the patent appiication is flled, and Its being made available to
patients Is currentiy necessary, the effect of which is to reduce the

exclusive exploitation period under the patent to only 8 years.

Triic situation, which has come about as a result of interference betwez-
tw> types of administrallive procedure, Imposes heavy penalties on
pharmaceutical research, which is therefore discriminated against as

compared with other technological sectors.

It Is true that this interference also takes place In other Industria!
sectors, In particular the agro-chemical sector, the food sector, etc.,
but It is undisputed that the pharmaceutical sector is clearly the mos:t
affected. It Is furthermore the only one which, for many years, has

been asking the pub!ic authoritles to flnd a solutlon.



The European Federation of the Pharmaceutical Industry Assoclatlions
published In 1988 a "Memorandum on the Necessity to restore the
effective duration of patents for pharmaceutical products”; moreover,
acditional industry contributions documenting the probiem of
pnarmaceutical product patent erosion were sent to the Member States :n
1889.

In 1980, the Commission took the view that it was necessary to prctec:
irnovating firms. Dlrective 87/21/EEC therefore Introduced, wlthout
prejudice to patent protection, a mechanism which, In particular for
“high-technology"” medicinal products, prevents a second applicant for
marketing authorization from presenting a smaller-scale application fcr
a perlod of 10 years from the first authorlizatlion for marketing of the

product In the Community.

The Commisslion takes the view that it Is time to p?otect further new
medicinal products, but that it would be premature to make this propcsz:
a measure of general application without having assessed the need fcr

such a generallsed measure or the urgency therefor.

Nevertheless, although It Is confined for the time being to mediclina!
products, the Commission does not exclude the possibitity of a
medium-term adjustment which, while extending the effects of the
proposal t¢o other categories of products, might provide either for a
similar or a different legal mechanism, In light of the circumstances

and the experience gained in the pharmaceuticatl sector.

Far from being a discriminatory measure in favour of a particular
sector, the present proposal for a Regulatlion aims at guaranteeling
laboratories working to develop new medicinal products a level of

protection equal to that enjoyed by research In other sectors.

Tre manifold consequences of malntaining the status gquo are reasons
enough to have convinced the Commission of the need to try to find a
solution at the Community level adapted to the particular problem anc

taking balanced account of all the legitimate [nterests involved.



Part One: Broad outline of the proposal for a Regulation

w

Alms

Mocre than in any other seclor, resezich is partlicularly vital to the
pharmaceutical Industry {tself and to soclety as a whole. There Is nz

substltute for Innovation In the case of medicinal products.

European industry allocates between 10 and 15% of lts turncver for
pharmaceutlcal research and is virtually self-flnancing. It is a
high-risk actlvity In which Investments are extreme!y costly and
hazardous. Out of a tota! of about 10,000 substances syntheslzed by =z
research laboratory, & few hundred wi!| be selected for the flling ¢f
patents out of whiz™ onty one to three wil!l actually be authorlized tc e

rizced on the market.

The patent protectlion system is therefore essantial to this innovating
sector, in that Investment In research |s flinanced bty means ¢f returns
obtalned during a period of exciusive exploitation, thereby making it
pcssible to ensure that seif-funding continues and to guarantee furthe-

research (n the future.

Over about the last 10 years there has been 2 fal} in the number of
molecules of European origin that have reached the research and
deveiopment stage {40% as against B5% 10 years ago) and a slow erosicr

cf European market shares as compared with those of the USA and Japa-.

wWith regard to the latter, it shouid be noted that, apart from a
genera! context which s more favourabl!e than that of the Community,
notably as regards soclal security systems, prilce levels and the
refative size of the national markets, US and Japanese companles have,
since 1984 and 1988 respectively, benefitted from patent term
restoration for pharmaceutical products on thelr natliona! markets.
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7. Trne Commission Is of the oplnlion that a passive attitude to the currer:
situation wili entalil two types of risk for the Communlity. on the gne
hand, a decrease In research due to lnsufficlent resources ans, or *ne
c'‘ter hand, the relocation of research centres away to non-merter
countries that offer better protection and an environment more concls . 2

to innovation.

Furthermore, the existence among the Member States of the Community of
several par!iamentary initiatives, of which one is at a very advancec
procedurai stage, providing for supplemeiitary protecticn for patentez
mediclnal product leads to the necesslfy to harmenise national

developments at the Community level.

¢. T:.e basic objectives of this proposal for a Regulation therefore conlerr
the requliremenis reialing to the proper functioning of the internal
market, improvement of our compet:tiveness as compared with that of cur
trade partners and the encouragement of research and develcpment in the

health field.

B. Detaiis and characteristics of the proposed system

(z) Detalls

$. The proposal for a Regulation provides for the creation of a protect:ion
certificate sui generis 1n the form of 2 supplementary protection

certificate.

This certificate wiil be granted by the patent office In each Member
State at the request of the holder of a (natlonal or European) “basic"
patent relating to a product authorlzed to be marketed in the State

concerned.

The same medictnal product that is patented and authorlzed to be
marketed in severa! Member States may therefore be the subject of as
mary national certificates, the conditions for obtaining which, the
baslc detalls and the duration of protection being faid down uniform:iy

for tHe entire Communlity territory.
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The certificate confers the same protectlion as the basic patent, but
onty protects the product covered by the authorlzatlion, for at}

pharmaceuttical uses authorized, unti! the explry of the basic patent.

The certificate Is linked to both the marketing authorizations system
and the patents system In such a way that it becomes void in particular

If the authorlzatlion |Is not valld or If the basic patent is revoked.
(b) Characteristics
- A balanced system

The proposa!l for a Regutation as a whole constitutes a balanced syste~
since each of Its essentia: features has been determined in the ligh:
of the alms of the proposal and the interests Invoived. The
Commission takes the view thaf the proposed system should be effective
and appropriate for the Industry’'s reqguirements without neglecting

other substantial aspects of national and Community health policy.

The proposal for a Regulation thereforé concerns only new

mediclinal prdducts. It does not involve granting a certiflicate for a::
mediclnal products that are authorized to be placed on the market.
Only one certificate may be granted for any one product, a product
being understood to mean an active substance In the strict sense.
Minor changes 10 the medicinal product such as a new dose, the use c¢f
a different salt or ester or a different pharmaceuticatl form:wi!l not

lead to the issue of a new certificate.

However, the proposal! is not conflined to new products only. A new
process for cobtalning the product or a new application of the product
may aiso be protected by a certificate. Al| research, whatever the

strategy or final result, must be given sufficient protection.

The certificate does not protect the expired patent In its entirety.
It protects only the product authortized to be placed on the market.
Furthermore, account is taken of the process ¢f development of the
product for the purpose of obtaining the autherization in such a way
tnat the protection afforded to the product Is linked to the uses fcr

treatment which were authorized during the |ife of the patent.



The duratlon of the protection given by the certificate Is set In such
2 way as to enable it to afford actual overall protectlon simliar tc
that In other sectors of technology. Thils perlod |Is set at 16 years
in the proposal. However, It Is set as a functlion of the first
marketing authorization in the Community, which means a loss to
industry In couniries In which the authorization ts granted much

tater .

Moreover, the duration of the protectlon glven by the certificate mz,
not under any circumstances exceed 10 years. The purpose of this is
to set a cut-off polint to penalize agalnst authorizations obtalned 2t
a very late date (more than 15 years after the filing of the patent)
and to compensate in some way for the lack of supervislon of the
undertaking’'s dlitigence as regards the management of the heaith

dossler.

The proposal provides for a transi1tlional arrangement to take accourt
of the fact that the problem of the eroslion of patents in the
pharmaceutical field exists at present for medicinal products which
have already been placéd on the market and that it woulcd be ittogicz!
to disregard such products completély at the time when a solution tis
adopted. Furthermore, there s the danger that a gap will develop
between the expiration of some ma!or pharmaceutical patents and the
discovery of products developed from new technoiogies which could
jeopardise the cycle of self-financlng research If mediclnatl produczis

concerned were not able to benefit from belng granted a certificate.

Lastiy, it Is to be hoped that the European pharmaceutical Industry

wiil be able to close some of the gap which has arlsen between itseif
and its major competitors in the international market. In the USA,
the Waxman-Hatch Act entered Into force In September 1984. in Japan,

the revlsloh of the Patents Law took effect on 1 January 1988.

~ A simple, transparent system
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16. The proposal for a Regulation provides for a simple, transparent

system which can easlly be applied by the parties concerned.

It therefore does not lead to excessive bureaucracy. There is nc neecz
for any new administrative body and the patents offlces should be atb'e
to Implement the procedure for granting the certiflicate without an

excessive burden being placed on thelr administrations.

The documents required to file an appllcation for a certificate are
fimited to what Is strictiy necessary to enable the offices to take :z
declslion on granting the certificate or to reject the application.
Examination of the conditions to be fulfilled for the certificate to
be granted involves the use of objective data that are easy to verify.
However, coordlination with the health authoritles could be provides

for by the Member States if they conslder this to be necessary.

The adoption of a standard system to catculate the duration of the
crotection glven by the certificate without abstraction of certain
information specific to the case (date of granting the authorizaticn,
date of flling the patent application, date of expiry of the patent:

means that the calculaticon is easy to make.

The procedure envisagecd lastly guarantees the transparency of the
system since the decision to grant the certificate and the applicaticn
are both pubiished, the latter having been fiied sufficiently early
after marketling authorlzatlon was given to enable third parties to t=

swiftly Iinformed.

C. Need for and scops of a Community soiution

-

&. in view of the problem of the srosion of patents In the pharmaceutica"
sector, a genuine European market cannot accommodate ex novo nationa:
soiutlions that might affect the free movement of medicinal products

and the competition ruies within the Community.
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A Community sotutlon entalling harmonlzation of the conditions for t-=
appllcation of the system introduced and the rules governing it anc
standardization of the duration of protection of medicinal products
therefore has to be found to secure the estab!ishment and proper

functioning of the internal market.

However, with regard to patents, the national laws cannot be
approximated without also preserving harmonization between the
natlonal systems and the European patent system. |t specifically kas<
to be avoided that, within one and the same Member State, new
medicinal products enjoy an overal! period of protection that diffe-s
according to whether the patent was granted under the national laws cr
under the European Patent Convention to which, on 1 January 1990,
there were 14 contracting States, of which 10 are in the Community
‘with the exceptions of Ireland and Portugal!) and four are States c¢*
the European Free Trade Area (Switzerland, Austria, Sweden and

Liechtenstein).

This logical need for harmonizaticon at two levels could theoretical s
te met if a Community Directive appticable only to medicinal products
protected by 2 natlional patent were accompanied by a partial revisic-
of the European Patent Cgnventlion to provide simllar protecticn for

medicinal products protected by a European patent.

However, 11 wou!d not seem to be possible to provide in the short terr
for the revision of the European Patent Convention or for such a
revision to be adopted uniess this is done by the Member States act.n3
unanimously, since Artlicle 172(a) of the Conventlion provides that
States which do not ratify or accede to a revised text of the

Convention shail cease to be parties to it.

These facts have prompted the Commission to ssek to find a Community
soiution applicable to at\ medicinal products author ized to be placed
on the market and protected by a patent in their territory whatever

path - nationa! or European - has been followed for that purpose.
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The proposed system takes the legal form of a new protection
certificate, sul generls, which Is national In character and lles at
the Interface between two systems, that of prior authorizations for
the placing on the market of'medlclnal products and that of their
protection by patent, and which confers on the system its specific

characteristics and special nature.

These can be seen flrst of all In the scope of the certiflicate and the
conditions for obtalning It. They can also be seen in the subject of
the protection, which is |imlited both by the authorization ltself
since the protection extends only to the authorlzed product and oniy
for the therapeutic uses of it which were the subject of an

authorization, and in the ctaims of the basic patent.

They can aiso be seen in the fact that the non-vaildity of both the

authorlzation and the patent render the certiflcate volid.

The certificate Is therefore a national document harmonlized at the

Community level and is essentially different from the basic patent.

Furthermore, it may not under any circumstances distort the operatic-
of the European patent system. The result would be completely
ci:fferent if (% were possible to obtaln a certificate only for

medicina)l products prolecied by a national patent.

A fortiori, when use is made of the European procedure to obtaln a
Community patent, it will likewise be necessary that the certificate
can apply equally to medicinal products protected by a Community
patent. The proposal has been develioped with a view to applying
equally to such an eventuallty, with minor modiflications, If

necessary.
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.1 shoutd, lastly, be pointeo zut that, as part of the overz!i o
nf aiignment between the EEC and the EFTA which may resut?t i 2 w:
furopean economic area, the Commission has taken care, since a
pceosibie Communtty solution to the erosion of pharmaceutical patenti:
was flrst mooted, to Inform the EFTA Member States and to invclive tre-

' Joint de!iberations.

A Communlty soiution Is Justifled by the fact that any measure
affecting health must be considered in an appropriate context. ¥re-:

appropriate, the Community Institutlions wlill hold political

ziscussions on measures that form part of Community health pollcy.

With regarc to the health fleld, the Commission is aware that
objections to this proposal for a Directlve will be expressed. Fer
from ignoring the arguments of those concerned, the Commisslion hzas

taken account of them in Its proposal.

The argument concerning health and social security costs is no dout:
the most important. Health expenditure Is rising continuously
ithroughout the worid. At the same time, the shortfalls in the socciz:
secur ity systems are a subject of concern to those wlth potitical
respensibilities. It Is therefore legitimate to question the possici=

effects of this proposal for a Regulation on costs.

The system estah!ishec by the proposal does not apply to all patentez
medicinal products placed on the market, but only to those which
consist {n new medicinal products. . A large proportion of the
medlcinal products soid on the market have only few Innovatlve
features, or none at all. These are not covered by the scope of the
proposal. Each year, only about 50 new medicina! products are
authorized woridwide. i Is these that are covered by the proposal
tfor a Directive. As for the translitlonal arrangement provided for in
the proposal, the aim of this Is to strike a fair baiance between what

Industery needs and what can reasonably be accepted by soclety.
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Furthermore, the proposal for a Regulation does not affect the Memter
States’ ablifity to control the prices of medicinal products on their

markets.

Lastly, the present proposal, moreover, favours a possible fall In the
rrices of the medicinal products covered by this proposal in light of

the extension of inhe pericd for recuperation of investments.

Another argument concerns the effect of the proposal on the access cf
gener ic products to tne market and therefore of compelition within tne
communlity between research based Industry and producers of generic

products.

it Is true that the longer the exclusivity period, the longer the
delay before generics enter the market. The alm of the proposa! is
specifically to ensure that researct based Industry has a market
exclu:ivity of sufficlient length o permit recovery of their

investments.

Kowever, this will not mean any reduction In competition. The weil
known effect of the patents system Is to promote competition throuzh
innovation. For this, a balance is st uck between the encouragement
of Innovation and the making of innovations avalliable to society by
disclosing them. Generic products exist only If new medicinal
products are deveioped and dlsclose. Producers of generic products

therefore have every interest in nct seeing research being stifled.

Furthermore, the Commission would point out that, to reach the marke?
place, generic products must meet the same quality, safety and
efficacy criterla as are required for new medicinal products If it is

wlshed to maintain publlc health In Europe.

In devising the proposal, the Commission has taken care to strike a
balance between the interests of researchers and those of generic
firms, notably In laying down the duration of the protection given by

the certificate and the transitional arrangements.
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In conclusion, the debate on the patentablllity of medicinal products
has already taken place in al!l of the Member States and everyone has
endorsed an aiternative of effective protection for research. This
has heliped to put Europe In the forefront as far as the quallty of
publlic health ts concerned. 1t Is now a question of making coherent
use of the options that Europe has chosen.
Lega! basls
The introduction of a different period of protection for medicinal

products in each of the Member States of the Community wouid create
obstacles to thelr free movement within the internal market and

distort the conditions of competition.

The Introduction of a standard, adequate period of protection for the
results of pharmaceutical research, on the other hand, will be sure tz
encourage fnnovation and technical progress at Community leve! and to

proemote intra-Communyty trade in mediclnal products.

The Commission proposes to take Article 100a of the EEC Treaty as ths

tegal basls for this proposal.

in drafting the proposal, the Commission has taken due account of the
provisions of Articie 8¢ of the Treaty and has found that there is nc
need to provide for special or exceptional provisions for the time

being.

Similarly, the Commission has considered the question of the high
leve! of protection required in the fleld of health, safety,
environmental protection and consumer protection under Article 100a(3:
of the Treaty. It has taken full account of these aspects in the

proposal.
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Part Two: Examlnation of the provisions

28.

Article 1

The concept of a medicinal product as used In everyday speech is more

difflcult to define in legal terms.

Furthermore, since the objectives of the patent system are different
from those of the system of marketing authorization, the definition ¢*
a medicinal product in pharmaceutlical iaw cannot be taken to be

exactly the same as that In patent law.

What is authortzed tc be placed on the market is referred to as a
"proprietary mediclinal product", |.e. "any ready-prepared medicinal
product placed on the market under a special name and in a special
pack" (Article 1.1 of Directive 65/65/EEC).

However, it may be the medicinal product that is patented, meaning tre
active ingredient, the process by which the medicinal product is
obtalned, or an appiication or use of the medicinai product.

For the purposes of the certliflicate, which lles at the interface of
the two systems, the terms “"product"” has been chosen as a commen
denominator. The exact meaning given to 1 is gefined in Article 1,
which |s basec on the definition of a mediclnai product laid down
Directive 65/65/EEC. However, the qualifier "active" is added to the
term “"substance" in order to Include the concept of an "actlve

ingredient or "actlve substance" used In patent {aw.

Consequently, the term “product” iIs not understood to mean a
croprietary medicinal product or a medicinal product In the wider
sense, but In the narrower sense of product used in patent law which,
when applled to the chemlical and pharmaceutical field, means the

active ingredient.
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The purpose of the expression “product protected by a patent" Is to
speclify what types of invention may serve as a basis for a

certificate.

The proposal does not provide for any exclusions. In other words, a:il
pharmaceutical research, provided that It leads to a new Invention
that can be patented, whether It concerns a new product, a new process
for obtaining a new or known product, a new apptlication of a new or
known product or a new combinatlon of substances containing a new or
known product, must be encouraged, without any discrimination, and
must be able to be glven a supplementary certificate of protection
provided that aiil of the condltions governing the application of the

propcsal for a Regu'lation are fulfilied.
Articlie 2

This Article determines the scope of the proposal. It refers to any
product that Is the subject of both a system of protection by patent
and a system of administrative authorlization prior to Its being place:
on the market. It Is specified that the authorization concerned is
that provided for in Directlives 65/65/EEC and 81/8B5/EEC, thereby

mak ‘ng It ciear that the proposal applles only to mediclinal products
for human or veterinary use. On the other hand, the text does nct
state under what kind of ltaw patent protection is given and It follcas
from thls that the proposatl applies to all pharmaceutical products
protected by patent in all of the Member States, whether this be a
national patent, a2 European patent or, In due course, a Community
patent. Last!y, mentlion Is made of the lega! Instrument used to

resclve the problem at hand.
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Oniy patented products a, - c. '~ ~d, whatever the legal source ¢of the
patent. With a view to the single market, the natlonal patent laws

must not be harmonized without harmonization alsoc belng maintained

between the national patent systems and the European system. In tre
nresent case , It is a question of preventing the pharmaceutica!
fndustry from being faced with the Illoglical situation whereby, in on:

and the same Member State, a new medicinal product may or may not
benef1t from the application of the Regulatlion depending on whether
the corresponding patent was obtalned nationatliy or at the Europear

level .

The two-level harmonization required, In additlon to which there Is :»
tris specific instance a certaln urgéncy in view in partlcular of the
iead galned by the US and Japanese legal systems and, moreover, the
constantly increasing periods required to obtain authorizations to
place products on the market, calls for the adoption of a legal
solution that maitntains such harmonization and enables it to be
Implemented simply and swiftly. For this purpose, the proposal for z
Reguiation proposes the creation of a protection certificate
sui_generis, this being a supplementary protection certificate, the
conditions ang the rules for obtaining which are ifaid down in a

uniform manner for a:l of the Member States of the Cpmmun!ty.
Article 3.

This Artlcle lays down the basic condltions to be met by a product ir
crder to obtain a certificate. As the certificate is a national
document, comptiance with these condlitions must be examined with
respect to the Member State In which the certificate application Is
submitted and to the applicatlion date.

First, It has to be verifled whether the product Is protected by a
patent in force. It Ils this patent that serves as the basis for the(

certiflicate for the purposes of the proposal for a Regulation.
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tt may oe that tnhe rroduct |s protected by severa! patents, e.g. by 2
ratent for a product 2nd a patent for the procedure used to obtain -«
product. In this case, it is for the holder of the patents concerrnec
to chose one of them as the baslc patent. Thils cholice is particular - .
important if the subject and the content of the protectlon granted bty
ire certificate are respectively {imited by the subject and content ¢

the basic patent.

The product must have obtalned a valld marketing authorlzation In
accordance with Directive 65/65/EEC or Dlirective 81/851/EEC, dependir:
on whether it s a medicinal product for human use or a veterlinary
mediclnal product. More speclificaily, what Is authorlzed to be ptlace:
on the market Is what Directive 65/65/EEC refers to as a proprietary
medicinail product, i.e. "any ready-prepared medicinal product placec
cn the market under a speclial! name and in a speciatl pack", in
acccrdance with the definition given in Article 1 of that Directive.
The product therefore meets this second condition if the proprietzary
medicinal productl containing it has been granted the authorization

concerned.

it occurs very often that one and the same product Is successfu!lly
granted several authorlzations to be placed on the markef, namely each
time a modification Is made affecting the pharmaceutlcal form, dcse,
compeositlon, indications, etc. In such a case, only the first
authorization for the product t¢ be placed on the market In the Merber
State In whi¢ch the appilcation ts presented Is taken Into account for
the purposes of the proposa! for a Regulatlon, In particular for
calculating the perlod of six months which the holder of the basic
patent has to submit an appllication for a certificate. Furthermore,
If the first authorization given Is also the first authorization to
place the product on the market In the Community, It serves as the
only reference for all of the Member States for the purposes of
calculating the duration of each of the certificates granted In each

of the Member States for the same product (see Article 8).
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Lastly, the product must not h... been the subject of a certificate in
the Member State concerned. The certificate Is des!gned to encourage
research into new medicinal products so thét the duration of
orotection It affords, together with the effective duration of
protection by patent, Is sufficlent to enable the investments made in
the research to be recovered. However, |t would not be acceptable., 1n
view of the balance required between the interests concerned, for th.s
total duration of protection for one and the same medicinal product t=o
be exceeded. This might nevertheless be the case if one and the sare
product were able to be the subject of several successive

certificates.

This calls for a strict definitlon of the product within the meaning
of Articlie 2. If a certiflicate has already been granted for the
active ingredlent itse!f, a new certiflcate may not be granted for cnrs=
and the same actlive ingredient whatever mincr changes may have been
made regarding other features of the medicinal product (use of a
different salt, different exciplents, di{ferent pharmaceuticat

presentation, etc.).

In conclusion, it should be noted that, although one and the same
product may be the subject of several patents and several
authorizations to be placed on the market in one and the same Membter
State, the supplementary protection certificate will only be granted
for that product on the basis of a single patent and a single
authorizatior to be placed on the market, namely the first
chronologically given In the State concerned (the first authorizaticn
In the Community being taken only to calculate a'unlform duration of

different certiflicates for one and the same product).

Lastly, Article 3 specifles that the certificate is granted to the
hoider of the basic patent. Any declislon as to the advisablliity of
appiying for a certificate must be feft to the holder of the basic

patent who alone Is able to declide whether this Is advisable.
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Article 4

The supplementary protection certificate Is a protection certificate
sui generis inasmuch as it Is llnked to both an authorlization to piece
the product orn the market (the flrst chronclogicatliy glven In the
State concerned) and to a previous patent (the basic patent). This s
already evident from the conditions for obtalining the certificate,
which require both that the baslc patent is In force and that the

authorization is valid, falling which the certificate Is vold.

The de!limitation of the subject protected by the certiflicate also
Iltustrates this guality since the protection given by the certificate

Ils timited in two ways.

It Is thus often the case in the chemical and pharmaceuticatl field

‘hat a patent protects a series of products based on the same formulz.

However, oniy scm= of these products wll!l subsequently be developed
and possibly only one may te put on the market. In such a case, the
certificate will oriv protect the product covered by the authorizatizcn

and not all of the products rrotected by the patent.

At the same tIme, the product authorlized will itse!f be limited by the
subject protected by the basic patent. |If the basic patent protects a
compound x, where the product authorized consists of a combination of
compound x ang ancther active [ngredient onty compound x will be

protected by the certificate.

Furthermore, the certiflcate wi!l protect oniy the product covered by
the authorization, namely the product within the strict meaning of
Article 2.

Lastiy, the fact that the certificate Is based on both the basic
patent and the authorization can also be seen In the link between the

protectldn given and the use. of the product . !

In the French text, the term "utilisation" Is used for both the patent’
system and the authorizatlion system, the terms in French normally be:~Z
"application" and "indicatlion" respectively. In the English text, the
same term "uses” is used for both systems.
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in this respect, a new product patent normally gives the product
absoliute protection so that any use of the patented product, even for
non-patented applications, constlitutes an-infringement, {.e. |t

protects ail possibie uses that the product may have.

The certificate does not given such protection. On the one hand, the
ink with the authorlzation system means protection of the product
covered by the first authorization, white Iimiting It to the uses of
the product successively authorlized prior to the expiry of the basic
patent (research taboratories frequently develop new uses of the same
product, which are the subject of new marketing authorizations). The
marketing authorlization is actually given several yesars after the
{.1ing of the patent, during which time the medicinat product
undergoes multiple tests for one or more very specific uses. In viea
of this, it would seem to be logical to protect it, by means of the
certificate, for all uses which have been the subject of

authorizations.

Furthermore, only uses in t{he pharmaceuttcal field as defined in
Directive 65/65/EEC and 81/851/EEC come under the protection of the
certiflcate {(authorlzed use of the product as a herbicide, for

exampie, wouid not be protected under the certificate).

On the other hand, the protection granted by the certificate is

IImlited by that of the basic patent. In the case of a product patent

the (Imitation under the patent will not apply since this type of
ratent protects all possiblie uses of the product. However, in the
case of an application patent, the certificate will only be abie to
crotect the use or ﬁses claimed in the patent, provided that they we:

authorlized prlor to the explry of the basic patent.
Articie 5

The effects of the certificate on the subject to which tt refers as

described In Article 4 are the same as those of the basic patent.

oo
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The patent system has hltherto constituted the best too! to encourage
research. It Is therefore not surprising, In view of the objective of
this Regulation, that the certificate grants the same rights, subject

to tne same Iimitations.

Consequently, in the case of a baslc patent covering a product, the
rights granted by the certificate wiil be the same as those granted t;
the patent, but lImited to any use of the product authorized prior to
the explry of the patent.

Similarly, in the case of a basic patent covering a use of the
product, the right granted by the certificate will be the same as
those granted by the patent, but limlted to the use covered by the

patent and authorized prior to the expiry of the patent.

Lastly, In the case of a basic patent covering a process for obtaining
the product, the rights granted by the certificate will be the same as
those granted by the patent, but limited to the procedure used to
obtaln the authorized product. The rights granted by the certificate
wlll be extended to the product If the law applicable to the basic
product lays down that the protection of 2 process for obtaining a

product extends to the product directiy obtalned by that process.

The certiflcate Js lastly subject to the same restrictions as the
bas:c patent. Restrictions on private acts for non-commercial
curposes, restrictions on acts for experimental purposes relating to
the subject of the certificate and restrictlions on obligatory I|lcences
relating to the subject of the certificate are some of the possible
restrictions on the rights granted by the certificate if these are
aiso included in the basic patent.

Articie 6

This Article concerns the time during which the application for the

certificate must be submitted and the content of the appiication.
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With regard to the time, a perlod of six months is provided from the
date on which the first authorization to place the product on the
market in the State concerned was obtained. This solution takes
particular account of the interests Involived; those of the patent
holder who, after having applied for the certificate, may, if he so
wishes, forego the certificate If his product proves to be
unsuccessful on the market; and those of third partles who have ever,
Interest In knowling as early as posslible whether or not the product
concerned will be protected by a certiflicate once the basic patent h:zs
explred.

rurthermore, It need not be feared that applicatlions for a certificate
wili{ be routinely and systeratically flled each time authorization to
piace a product on the market Is glven, since the conditlions laid dcm-
in Article 3 for obtaining the certificate are strict and allow onl,
one certificate per product corresponding to the first authorization

giver In the State concerned.

1t may happen that authorization is given before the basic patent is
granted, in particular in the field of genetic engineering in which
appiicatlions may be lteft pending for quite a long time. In such

cases, the period begins on the date on which the patent is given.

The following comments shou\d be made wlth regard to the content of
the application. Few documents are reqgulred. Apart from the request
itseif, a copy of the first authorization to place the product on the
market In the State concerned is required as this enables the produc:
to be ldentifled. If this authorization is not alsc the first
authorization to place the product on the Community market, a copy oOf
the latter also has to be attached since the duration of the
certificate will be calculated, In al! Member States In which a

certificate |s applied for, by reference to this criterion aione.

information enabling the basic patent to be Identified must al!so be

cirovided.
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The author [ty empowered to grant the certificate will have to verify
that the authorization(s) and the patent refer to one and the same

Froduct.

Lastly, the app!ication must contaln a summary of the pharmacclicgica:
propertles of the product. These are the propertlies which enable it
to be characterlzed as a medicina!l product and, consequently, which
heip to provide a better description of the product as a medicinal
product. It is also a requlirement that is easy to meet once altl the

exper Iments on the product have been carried out.
Article 7

The app!ication for a certificate must be submitted to the patent
offices of the Member States. The office responsible for each
application for a certificate is that In the State which has deliverec
or on whose behaif was delivered a basic patent and in which the firs:

authorization for that State was cbtained.

For one and the same medicinal product patented and authorized to te
placed on the market in several Member States, as many applications
for certificates must be submitted to the corresponding patents

offices.

The appl!ication for a certiflicate may be sublJect to the payment of z
tax to the patents offlce concerned to cover expenditure Iincurrecd in

dealling with the application.

The application for a certificate must lastiy be publlished by the
patents office. This Is to ensure that third parties are Informed as
soon as possible.

Article B

The duration of protection granted by the certiflicate is established

on the basis of several factors.
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First, the duration must be sufficiently long to meet the oblectives
of the proposal. In this respect, |t |s necessary to avoid
discriminating against pharmaceutical research and therefore to
subject It to conditions simllar to those which would obtain if the
medicina! products were not subject to prior authorization to be

placed on the market.

The duration of the certiflcate covering one and the same medicinatl
product must be the same throughout the Community in order to

facillitate the functlioning of a genuine Community market.

Account also has to be taken of the laws benefitting competitive firrm:
In their own markets In order to put all of European industry on a

simifar footing.

However, It is also essential to take account of other aims of hea'‘-
policy and therefore to prevent the duration of protection of the

medicinal products from becoming a barrier to them.

Lastiy, the system must be kept simple, while allowing for a certz -

cegree of balance between all of the interests involvea.

Tne Commission therefore proposes to calculate the duration of the
protection of the certificate on the basis of the protection perioz
"10s1" under the patent, 1.e. the period between the date on which the
ratent application is filed and the date on which the first
authorizatlion to piace the product on the market in the Community is

obtalined.

As the authorlzatlon dates for one and the same mediclnal product
differ from one Member State to another, the later an authorization is
glven In a Member State, the shorter the period of effective
protection will be there. The Commission’s pollcy on authorizations
should nevertheless reduce the gaps between Member States and
therefore virtuatly leve!l out the effective durations of protectior

afforded to mediclinal products.
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To put mediclinal products on a footing simitar to that which would
obtain Iin the absence of authorlization means placing them on the terms
that obtain in other sectors of technology not subject to
authorization. The Commission puts the average perlod from the date cn
which the patent applicatlion Is flled to the date on which |t Is
placed on the market at four years. The duration of protection under
the certificate thus caiculated (the period "lost" less four years)
takes effect on the day following the end of the lawful term of the

basic patent.

It should be stressed that, I[f the effectlive perlod remaining under
the baslc patent, |.e. from obtaining the authorlizatlion to the end of
the patent, Is added to the duration of protection under the
certiflcate - the period lost less four years - a total effective
period of protection for the medicinal product concerned of sixteen
years is obtained, below which, in the Commission’s view, the

objectives of this proposal for a Regulation wil! not be attained.

Lastty, It should be pointed out that the proposa! also provides for =z
final date after which the medicinal product enters the publ!ic domzir.
The duratlon of the certificate may not exceed 10 years from the date

on which It takes effect.

The simpiicity of the syster mezns ihat it is not possible to take
account of certaln factors, such as the diligence that the innovating
firm has shown throughout all the tests required to obtain the
authorizatlon. The proposal compensates for this shortceming by
restricting the certificate In cases in which authorizatlion was
obtained very late. For example, If the authorization was obtained
eighteen years after the application for the corresponding patent was
filed, the duration of thé certificate Is not fourteen years (eighteer

minus four) but ten years, after which there is no further protection.
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Article 9

This Article refers to the condltions governing the graht of the
certificate or rejection of the application and pub!ication.

The oniy particufar comment called for is to undersceore the simplicity
of the procedure; no particular difficulties should arise In Its

appllcation.

Ali patent offices must In particular be able to verify the conditions
referred to in Article 3 under which the certificate Is obtained.

Contacts may, |f necessary, be provided for between the patent cffice
and the authority responsible for authorlzing the product to be plazez
on the market, if this is consldered necessary for the purposes of the

procedure.
Article 10

This Article states that the Member States may provide that renewa! of
the certificate will be subject to the payment of a fee. It will be
for the Member States to establish the amount |f they declide to
introduce such fees, fallure of which to pay wouid cause the

certiticate tc fatsee
Articie 11

The proposal for a Regulation lays down three grounds for nuitlity of

the certificate.

1) The certificate Is void if the conditlons for obtaining the
certificate as faid down In Article 3 have not been complled
with, This will In particular concern cases In which the

authorlzation to place the product on the market was not valld
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or was not the first In the Member State concerned, cases In
which the basic patent was no longer In force when the
certificate was appllied for and, lastly, cases In which one and
the same product was the subject of several certificates in the
same Member State, In which case only the certificate granted in
respect of the first authorlzation to place the product on the
market {n the State concerned will be vallid.

The certificate Is void |If the baslic patent is not valid when
tts lawful term explres. Where renewal of a patent untl!ll its
term expires Is indlicative of the value of the product it
protects, this ground for nulllty will play an important

selective role.

Furthermore, the exclusive protection granted by the certificate
over a glven perlod Is not lawful unless the product concernec
meets not only the specific conditions for obtaining the

certificate (Article 3), but alsc the criteria of patentability

for grant of the basic patent.

It is therefore necessary to specify that the certificate is
vold If the basic patent or at least that part of the basic
patent that corresponds to the product covered by the
certificate has been revoked. It Is therefore necessary to
specl|fy expressly that an application for revocation of the
baslic patent, wlth a view to the revocation of the cerflficate.
may be submitted even after the lawful term of the baslic patent

has explred.

The certificate Is aliso void {f the subject that [t protects is
not covered by the basic patent. The aim |Is to prevent a given
product not protected by a patent from enjoylng the exclusive
protection of a certificate without having fulflllea the
conditions and obligations speéqflc to the patent system.

4
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This ground for nulllity Is therefore based on the same princliple as
the previous ground. |t remalns to be pointed out that, if the
subject of the certificate !s only partlally covered by the basic
patent, the declaration of nulllity of the certificate may take the
form of a corresponding limitation of the certificate, this being in

accordance with the principle of proportionality.

tastly, the Article specifiess that any person may request a
declaration of nulilty of the certificate from the authority which
granted It, |.e. the retevant patent offlce. The decision of the

office will be subject to appeal, as provided for In Article 12.
Article 12

This Articie provides that a decision to reject an application and an:
declision of a patent office to which an appllication for a certificate
was made to annu! the certificate are open to the same appeals as
provided for in national law against similar decisions regarding
patents. This Is an essential legal guarantee, claims under which are
subject to nationatl patent law of the State Iin which the certificats

was granted.

The same possibility of appeal shall apply td deélslons in respect c¢f
the grant of a certificate, for reasons of Iinvaliidity of the granting
decision, for examplie, a defective procedure, lack of competence of
the granting authorlty, etc. The certificate itself may indeed be
annul ted under the provisions of Article 11, and the annuiment Itseif
is open to appea! under the provisions of Article 12.

Articlie 13

The aim of this Article Is to lay down transitlional arrangements, a
particularly important and sensltive part of the proposal.. The
Commission takes the view that certain criterla have to be complied
with In order to arrive at an appropriate solution.



61.

A balancing of all the Interests at stake Is fundamental to achleve an

acceptable solutlion. In this respect, the aim is nelither to cover al!

products already belng marketed nor to excliude them totally.

The proposed solution must avold any distortion to the system for

granting authorlization to place a product on the market that might causse

f.rms to delay submitting an application for such authorization.

tastly,

the solution must be free of uncertainty 1in order to enable

companles to plan ahead.

In the

(ay

()

c) to

!ight of these criterla, the Commission proposes:

to apply the proposal! for a Regulaticn to all products protectes
by a patent In force which have not yet recelved authorization

to be placed on the market;

to apply it also to alt products authorized after 1 January 1884
and the patents for which expire after 1 July 1982.

Laying down specific dates avoids the uncertainty caused by any
reference to the date of entry Intc force of the propdsai. With
regard to the choice of dates, authorization since

1 January 1984 should enable European industry to close the gap
between them and thelr US competitors, who have had restoration
of pharmaceutical patents since 1984. Furthermore, by setting a
patent expliry date of post 1 January 1992, a product for which 2
patent was filed in 1972 will not be able to be granted a
certificate uniess the corresponding authorization was given
more than twelve years after it was filed (after 1984),

l.e. after a period representing the average reference period in
the proposat for a Directive, which was calculated on the basis

of exlsting statistics.

Iimit the maximum duration of protection given by a certificate

tb five years for products authorized since 1984. This is a

reductton to half of the norma! time provided for in the proposat.
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Proposal for a Council Regulation (EEC) concerning the creation of a supplementary
protection certificate for medicinal preducts

(COM(90) 101 final — SYN 255)

(Submitted by the Commission on 3 April 1990)
(90/C 114/11) ‘

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Economic Community, and in particular Article 100a
thereof,

Having regard to the proposal from the Commission,
In cooperation with the European Parliament,

Having regard to the opinion of the Economic and
Social Committee,

Whereas pharmaceutical research plays a decisive role in
the continuing improvement in public health;

Whereas medicinal products that are the result of long,
costly research will not continue to be developed in the
Community and in Europe unless they are covered by
favourable rules that provide for sufficient protection to
" encourage such research;

Whereas at the moment the period that elapses between
the discovery of a new medicinal product, at which time
the application for a corresponding patent is filed, and
authorization to place the medicinal product on the
market is continually increasing, thereby making the
period of effective protection under the patent insuf-
ficient to cover the investment put into the research;

Whereas this lack of protection penalizes pharmaceutical
research;

Whereas the current situation is creating the risk of
European research centres relocating to countries that
already offer greater protection;

Whereas a uniform solution at Community level should
be provided for, thereby preventing the heterogeneous
development of national laws leading to further
disparities which would be likely to create obstacles to
the free movement of medicinal products within the
Community and thus directly to affect the establishment
and the functioning of the internal market;

Whereas the creation of a supplementary protection
certificate granted, under the same conditions, by each
of the Member States at the request of the holder of a
national or European patent relating to a medicinal
product for which valid marketing authorization has
been granted by the State concerned is necessary;

whereas the legistative form of a Regulation is therefore
the most appropriate;

Whereas the duration of the protection granted by the
new certificate should be determined 1o enable a
medicinal product to be given the effective protection it
would have if it were not subject to authorization to be
placed on the market; whereas, for this purpose, the
holder of both a patent and a centificate should be able
to enjoy 16 years of exclusivity from the time the
product is first placed on the market in the Community;

Whereas all the interests at stake, including those of
public health, in a sector as complex and sensitive as the
pharmaceutical sector must nevertheless be taken into
account; whereas, for this purpose, the certificate cannot
be granted for a period exceeding 10 years; whereas the
protection granted should furthermore be strictly
confined. to the product covered by the marketing auth-
orization;

Whereas a fair balance should also be struck with regard
to the determination of the transitional arrangements;
whereas such arrangements. should enable the
Community pharmaceutical industry to catch up to some
extent with its main competitors who, for a number of
years, have been covered by laws assuring them of more
adequate protection, while making sure that the
arrangements do not compromise the achievement of
other legitimate objectives concerning the health policies
pursued at both national and Community level,

HAS ADOPTED THIS REGULATION:

Article 1
Definitions

For the purposes of this Regulation,

(a) Product means any active substance or combination
of substances presented for treating or preventing
disease in human beings or animals and any active
substance or combination of substances which may
be administered to human beings or animals with a
view to making a medical diagnosis or to restoring,
correcting or modifying physiological functions in
humans or in animals;
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(b) Product protected by a patent means any product as
defined in (a) protected by a patent covering the
product itself, or a process to obtain the product, or
an application of the product or a combination of
substances containing the product;

(c) Certificate means the supplementary protection
certificate.

Article 2
Scope

Any product protected by a patent in the territory of a
Member State and subject, prior to being placed on the
market, to an administrative authorization procedure as
laid down in Council Directive 65/65/EEC (') or
Council Directive 81/851/EEC (?) may, under the terms
and conditions provided for in this Regulation, be the
subject of a certificate.

Article 3
Conditions for obtaining a certificate

1. A cenificate shall be granted if, in the Member
State in which the application referred to in Article 6 is
submitted and at the date of that application,

(a) the product is protected by a patent in force, here-
inafter called basic patent;

(b) a valid authorization to place the product on the
market has been granted in accordance with
Directive 65/65/EEC or Directive 81/851/EEC, as
appropriate;

(c) the product has not already been the subject of a
certificate;

(d} the authorization referred to in (b) is the first auth-
orization to place the product on the market.

2. The cenificate shall be granted to the holder of the
basic patent.

Article 4
Subject matter of protection

Within the limit of the protection conferred by the basic
patent, the protection conferred by a certificate shall
extend only to the product covered by the authorization
to place it on the market and for any authorized use of
the product before the expiry of the basic patent and as
provided for in Directives 65/65/EEC or 81/851/EEC.

() OJ No 22, 9. 2. 1965, p. 369/65.
() OJ No L 317, 6. 11. 1981, p. 1.
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Article 5
Effects of the certificate

Subject to the provisions of Article 4, the certificate shall
confer the same rights as conferred by the basic patent
and shall be subject to the same limitations.

Article 6
Application for a certificate

1. The application for a certificate shall be lodged
within six months of the date on which the authorization
to place the product on the market referred to in Article
3 (1) (b) was granted.

2. Notwithstanding the provision of paragraph 1,
where the authorization to place the product on the
market is granted before the basic patent is granted, the
application for a certificate shall be lodged within six
months of the date on which the patent is granted.

3. The application for a certificate shall conzain:
(a) a request for the grant of a certificate;

(b) a copy of the authorization to place the product on
the market, as referred to in Article 3 (1) (b), in
which the product is identified;

(c) if the authorization referred to in (b) is not the first
authorization for placing the product on the market
in the Community, information regarding the date
on which the first such authorization was granted,
the identity of the product thus authorized, the legal
provision under which the authorization procedure
took place and a copy of the authorization;

(d) identification of the basic patent;

(¢) information regarding the pharmocological prop-
erties of the product in the form of a summary as
provided for in particular in Article 4a (4) of
Directive 65/65/EEC.

Article 7 -
Lodging of an application for a certificate

1. The application for a certificate shall be lodged
with the central industrial property office of the Member
State which granted the basic patent or on whose behalf
it was granted and in which authorization to place the
product on the market as referred to in Article 3 (1) (b)
was obtained. .

2.  Member States may require that the application for
a certificate shall be subject to payment of a fee imposed
by the authority referred to in paragraph 1.
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3. The application for a certificate shall be published
by the authority referred to in paragraph 1.

Article 8
Duration of the certificate

1. The certificate shall take effect on the day
following the end of the lawful term of the basic patent
for a period equal to the period which elapsed between
the date on which the application for a basic patent was
lodged and the date of the first authorization to place
the product on the market in the Community, as referred
to in Article 6 (3) (c), reduced by a period of four years.

2.  Notwithstanding paragraph 1, the duration of the
certificate may not exceed 10 years from the date on
which it takes effect.

Article 9
Grant of the certificate or rejection of the application

1. The authority referred to in Article 7 (1) shall
reject the application for a certificate if the application or
the product to which it relates does not meet the
conditions laid down in this Regulation.

2.  Where the application for a certificate and the
product to which it relates meet the conditions laid down
in this Regulation, the authority referred to in Article 7
(1) shall grant the certificate.

3. The fact that a certificate has been granted shall be
published by the authority referred to in Article 7 (1),
giving in particular the following details:

(a) name and address of the holder of the certificate;
(b) number of the basic patent;

(c) identity of the product covered by the certificate;
(d) duration of the certificate;

(¢) a summary of the pharmacological properties as
referred to in Article 6 (3) (e).

Article 10
Renewal fees

1.  Member States may require that the certificate shall
be subject to the payment of renewal fees imposed by the
authority referred to in Article 7 (1).

2. The failure to pay such fees will result in the lapse
of the centificate.

Article 11
Grounds for nullity of the certificate

1.  The centificate shall be void if:
(a) it was granted contrary to the provisions of Anicle 3;

(b) the basic patent is no longer in force when its lawful
term expires;

(c) the subject of the certificate is not covered by a basic
patent.

2. For the purposes of paragraph 1 (b), an application
for a declaration of nullity of the basic patent may be
presented before the lawful term of the patent expires.

3. In the case referred to in paragraph 1 (c), if the
subject of the certificate is only partially covered by the
basic patent, the declaration of nullity shail take the form
of a corresponding limitation of the certificate.

4. Any person may request a declaration of nullity of
the certificate from the authority which granted it.

Article 12
A soeals

+ referred to in Article 7 (1)
taken under Articles 9 (¢ ad 11 shall be open to the
same appeals as those . .vided for in national law
against similar decisions taken in respect of national
patents.

The decisions of the auth

The same shall apply in respect of decisions taken
pursuant to Article 9 (2) which are alleged to be invalid
on grounds other than those referred to in Article 11.

TRANSITIONAL PROVISION

Article 13

1. Any product which, on the date on which this
Regulation enters into force, is protected by a valid
patent and for which authorization to place it on the
market in the Community has not yet been obtained may
benefit from the application of this Regulation.

2. Any product which, on the date on which this
Regulation enters into force, is protected by a valid
patent which expires after 1 July 1992 and for which a
first authorization to place it on the market in the
Community was obtained after 1 January 1984 may also

8.5.90 3Y¥
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be granted a certificate, the duration of which may not,
however, exceed five years.

3.  An application for a cenificate, made under
paragraph 2, shall be submitted within six months of the
date on which this Regulation enters into force.

FINAL PROVISIONS

Article 14
Implementing Regulation

1. Detailed rules for the application of this Regu-
lation, in so far as they are necessary, shall be laid down
by an implementing Regulation.

2. The implementing Regulation shall be adopted by
the Commission.

Articles 15
Entry into force

This Regulation shall enter into force 60 days after its
publication in the Official Joumal of the European
Communities.

This Regulation shall be binding in its entirety and
directly applicable in all Member States.
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FICHE D’ IMPACT SUR LA COMPETITIVITE ET L'EMPLOI

Quelle est la justification principale de la mesure 7?7

Promotion de la recherche pharmaceutique.

—~ Amélioration de la protection de la santé publigue.

- Renforcement de la compétitivité de !|’Industrie européenne sur le
marché mondlai.

Bon fonctionnement du marché intérieur.

Caractéristiques des entreprises concernées.

La proposition concerns des flrmes pharmaceutiques.

Vu le colt élevé du développement des nouveaux prodults, les flirmes
pharmaceut igques sont souvent de grandes entreprises (multinationales
ou nationales). !l existe néanmoins un certain nombre de petites et
moyennes entreprises 3 vocation nationaie, quli font également de Ia
recherche, notamment dans le domaine de la blotecﬁnologie. ol Il n'est

pas tou)ours nécessaire de disposer de grands moyens.
Quelies sont les obligations Imposées directement aux entreprises ?

Se conformer a la procédure prévue pour |'obtention d‘un certificat
complémentalre de protection.

Queltes sont les oblligations susceptiblies d'étre Imposéss
indlrectement aux entreprises via les autorités locatles ?

Aucune .

. Y a-t~11 des mesures spéciales pour les PME ?

Non.
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Vi. Quel est 1'effet prévisible
a) sur la compétitivité des entreprises ?

Un des objectifs poursulvis par ia mesure concernée est précisément
de renforcer la compétitivité des entreprises européennes face 3
leurs concurrents étrangers (USA), Japon).

b) sur |'empiol ?

Le renforcement de la compétitivité devrait se traduire par un
effet plutdt positif sur |'emploi.

Vil. Les partenalres soclaux ont-lis été consultés sur cette proposition ?

Ont été consultées :
~ les assoclations de |’'industrie pharmaceutique et chimique,
- les assoclations de consommateurs,

- |les chambres de commerce et d’industrie.
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Vi.

FICHE FINANCI|ERE

La présente proposition n‘a pas d'effet sur le budget communautaire. Elle
sera menée A blen gréce aux ressources existantes 4 la DG (11.





