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1. INTRODUCTION

Patent protection 1is a controversial topic with
respect to its monopolistic nature. I believe that a general
evaluation can not and should not be made with respect to the
patent protection. as 'absolutely beneficial' or 'absolutely
harmful'. This is mainly because any 1legal <concept is
embedded with in a social system which is, in turn, shaped by .
the specific sotial and economic conditions of that society.
Therefore, being a legal concept, an assessment with respect
to patent protec;ion has to be made within a specific

context.

Within the context of pharmaceutical industry where

the issue at stake is the development of healthcare, ques-
tions arise as to the legitimacy of pharmaceutical patents.
Given the specific characteristics of the pharmaceutical

industry, the nature of the industry may show variations
depending on whether the country in which the industry is
situated is a developed or adeveloping country. It is
generally known that developed countries have a research-
oriented pharmacetuical industry and that developing
countries display a completely different picture mainly
because they have completely differing social and economic
conditions. Thus it becomes especially important to make 4an
evaluation of patent protection in these two types of
countries within their specific context. Therefore, I
believe that it is necessary to narrow the scope of this
thesis down to the pharmaceutical industry in the developed

countries.

As a result, this thesis is mainly concerned with
pointing out the developments with respect to patent protec-

tion and the present trends in the pharmaceutical sector of
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the developed countries and see how these confirm the
necessity for protection of pharmaceutical patents in the

European Community.

The thesis consists of four chapters designed to
lead to the conclusion. The first of these chapters tries to
give an understanding of the concept of patent right together
with arguments for and against this right. Second chapter
aims at establishing the legal basis for patent protection
in EC after reviewing the different approaches toward inter-
nationalization of such protection. In the third chapter,
characteristics wunique to the pharamceutical industry in
general are explained. Recent developments affecting the
industry and the significance of patents to the pharmaceuti-
cal industry in developed countries are also topics dealt
with under this chapter. Next chapter concentrates on the
pharmaceutical industry in EC and narrows down to the confir-

mation of the‘necessity for EC pharmaceutical patents.

As a final word, I would like to express my gratitude

for Prof.Halltk Kabaalioglu and Ates Akinci for their help,




2. CONCEPT OF PATENT RIGHT

A patent is a right, either granted by the state or
by a public authority representing the state, which gives the
holder exclusive rights in respect of a product that is
novel, involving . an inventive step and industrially
applicable. This exclusivity is mainly concerned with the
legal protection of the invention against the infringing

actions taken by the third persons.

The above mentioned invention is considered an object
of property from the legal poiht of view(l). Therefore, its
owner, in this -case the patent holder, has the same rights
to his inventions as a person with respect to his immovable
property. Specifically, these exclusive rights, creating a
certain kind of monopoly, relate to the manufacturing, using
and selling of the invention as well as to taking actions
against the breaching of these rights. Thus, manufacturing,
using and selling a patented iavention is legally possible

only with the permission of the patent holder. The patent

holder can apply thesé rights only within the territory of

the state granting the patent and for a limited period of

time. In general, this period is a term of 20 years.

Since patents are exclusive, they are of a mono-
polisﬁic nature. This is why, if not 1limited in certain
respects, the practice of patent rights may violate the
competition rules. The exercise of rights arising out of a
patent may either be 1limited by rules and regulations,
procedural requirements or by the existence of other patents.
Having to avoid the breéching of already existing patents
constitutes a limitation. One other obvious limit is in the
pharmaceutical field. The market regulations impose upon the

patent holder the necessity to obtain permission from the




responsible health authorities in order to exercise his

rights concerning a drug patent(2).

The patent is a system that can be taken into consi-
deration from three different point of views; namely the
technical point of view, the economic point of view and the
legal point of view.. It can be viewed technically because the
subject matter of a patent is a technological invention. On
the other hand it can also be viewed economically‘ both
because the exclusive right with respect to wusing the
patented invention has an economic aspect to it and also
because patents can be used as instruments of economic
policy. Finally it can be viewed legally because the patent
right that consists the core of the patent system is a legal

concept.

It is important also to note that since every legal
system is a reflection of a certain existing legal mechanism,
it is necessary that the 1ega1 concepts and approaches must

be in accordance with the social 1life mechanism they

regulate. This is why each legal concept no matter how well

they are formulated cannot be considered as absolute(3). Each
should be evaluated within the legal framework valid for a
specific social system. The social and legal system are in
constant interaction. The social flux is usually the
determining factor for the changes in the legal concepts as
well as the emergence of new ones. This is why it is
difficult to formulate a universal definition of the concept

patent.

2.1. Transfer of Patent Right

Now the different ways a patent holder can make use
of his rights needs to be discussed. As above mentioned since

the patent is of monopolistic character, first of all, it is




the legal right of the patent holder to manufacture, use and
sell his invention. A third person can use these rights only
with the permission of the patent holder. The alternative way
of giving license to third persons are as follows; - either
to give a third person a license which contracts the patent
owner completely out, or — to retain the same rights together

with the licensee.

Regulated by the agreements concluded between

parties, the license is given in return for a royalty

valid for a period of time. These two points, namely,
clauses included in the patent licensing agreements and

determination of the royalty, need some elaboration.

The first point is closely related to the fact that
the patent holder and the licencee becomes competitors with
respect to the patented invention in the second aliernative
mentioned above(4). Thus, it is common practice that the
patent holder includes in the licensing agreement certain
¢lauses which are restrictive of the activities of the
licencee with respect to the invention in question. In this
way, the patent holder tries to make the licencee less of a

threat to himself in terms of competition.

As for the second point, that is, the determination
of the royalty the licencee is to pay, the patent holder is
in a position to charge as much as he wants. However, he is
bound by the profit he would obtain if he does not consent
to give a licence. This is because the patent holder would
not want to give up his monopoly profit in return for a
royalty to be paid by the licencee. Therefore, it is un-
realistic to think that he would want to charge less than
that amount as a royalty fee. On the other hand, it is not
in the interest of the licencee to pay a greater amount than

the monopoly profit of the patent holder.




Consequently, it follows that the royalty, which the
licencee is to pay is set somewhere around the monopoly

profit that the patent holder hoped to obtain.

2.2, Justification for Granting of Patent Right and Counter-

arguments

Gaining an insight into what a patent is and what kind
of rights it confers on the patent holder, it is now
necessary to discuss how he granting of this exclusive right
is justified and on what grounds the counter arguments are
based. Since pétent right constitutes one aspect of the
patent system, it is better to approach the issue from a

general viewpoint§ that is, of the patent system.

The patent system is a complex and controversial issue
both as to the different aspects of the system and also to
its value as perceived by different interest groups. There
exist .certain conflictual elements- embedded in the system
which makes it rather impossible to come to the conclusion
whether or not the patent system is beneficial. Together with
this complexity, the fact that many groups have their
differing and, most of the time, conflicting interests in
relation to the system. The inventors, industrialists,
consumers, licencees and governments can be counted among
those groups, not to mention the legislators and economists.
Each having a different area of interest with respect to the
patent system, the debate over the positive and negative

aspects of granting patents yet continue.

The paradox of the system is that while the ultimate
aim of granting patent monopolies to certain individuals is

the good of the public at large, exercise of these mono-

polistic rights may in some respects prove to be contra-

dictory to the aim(5). Those effects of the exercise of




patent rights which fulfill the objective of being beneficial
to the public and which are considered the most important are
used as justifications for the maintenance of the patent

system.

Summing up, therefore, it can be said that there are
mainly three reasons which make the existence of the patent

system mandatory for those in favor of the system.

First of all, granting of patents and the legal
protection afforded against third parties encourage people
to make inventions with the belief that they will be protected
against dinfringements by third parties. In this way, a
contribution is made to the technological progress. Second,
through patents, developments and commercialization of the

inventions in question are encouraged. Before explaining why

this is so, one thing has to be mentioned; in the modern

industrial world, the activities for inventing and developing
are carried by different organizations and it is the develop-
mental activities which constitute most of the R & D expendi-
tures(6). Having this in mind, it seems more clear why
patents ' promote the \development and commercialization of
inventions. The large amounts of R & D expenditure needed to
develop an invention can only be made under the protection
of a patent which provides that the inventor gets mono-
polistic profits for a certain period of time and recover the
R & D expenditure he has made. The result is again for the
public good since new inventions contribute to the 1life
standards and speed up the commercial activities. Finally the
fact that granting of a patent is conditional upon the
disclosure of the invention obviously is a benefit to the
society since in this way inventions can be learned . and
progress made quickly unlike the o0ld times when patents
didn't exist and therefore people kept their inventions a

secret for others not to imitate.




Besides these main justifications, granting of a
patent prevents the duplication of R & D expenditures and
causes to make savings on resources which would other wise

be directed for R & D in the same field.

Up until now, arguments in favour of the patent system
has been reviewed. There are naturally counter-arguments
closely related to the value attributed to the system. These
counter~-arguments are mainly centered around the points
mentioned in the arguments justifying patents. In general
arguments against patents suggest that the monopolistic
profits attributed to inventors through granting of patents
in return for their spending more on R & D is not the
incetive for the pursuit of new products and R & D expendi-

tures.

Arguments favoring considered them as a shield against
imitators who, by copying the new product which is put on the
markets prevent its “inventor from recovering his R & D
expenditures as a result of the competition by these

imitated products.

Counter-arguments, on the other hand, come up with a
number of factors related to the imitation process which are
claimed to act as a shield retarding imitation naturally.
These factors can be summarized as the time gap, the
experience gap and the advantage of being the first on the
market (7).

First of these factors is the natural imitation lag .
It's argued that a long period of time is needed to learn
about a new and complex invention. Secondly, in most of the

cases, examining the specifications disclosed for the patent

grant is not an adequate basis to imitate succesfully. Much

of the know-how is achieved through the R & D process of an




invention anyhow. Finally the advantage of being the first

producer of a certain invention on the market is so great
compared to other competitors lagging behind that the
necessary development expenditures can easily be obtained

without the gains from the shield of a patent.




3. PATENT PROTECTION IN EUROPE

Patent protéction is an aspect of the patent system
just like the patent right. Actually, proteciton follows from
the definition of a patent right and is granted to the patent
holder by the state or by a public authority. Before going
on to the patent protection in EEC, it is important togive a
historical development of the concept uﬁtil it took its

modern form.

It is known that legal protection had been provided
for material property even in thé earliest legal systems.
However, it took centuries of social and economic develop-
ments before the social and economic realities necessitated
that legal protection afforded to the products of the mind;
that is the intellectual property. Awfew more centuries had

to pass before such protection took its present form.

3.1. Historical Background

It is recorded that patent had been granted as early
as 1470 in Venice when Venice was at the height of its powers
as an international commercial, political and <cultural
force(8). At that time in Venice, patents were granted for
a limited period of exclusivity for the innovator in return
for immediate disclosure of his dinvention. By 1594 when
Galileo was granted a patent for an irrigation machine, the
patent system in Venice seems to have made progress. For a
patent to be granted for a 20 year term, the system required
"that the machine be constructed within one year and that the
machine had not previously been thought of by others; in

modern terminology, compulsory working and novelty

requirements”"(9). As Venice lost its power and importance in
the world, this highly developed patent system could not keep




up with the changes occurred in the technological sphere.

Britain, on the other hand, where the first patent in
the modern sense was granted in 1565 for a new type of
furnace, was successful always in updating its patent
system(lO).’In the early times, one can talk of monopolies
granted for the importation, making and selling of common
products by letters patent. "Letter patent means a document
issued by or in the name of the sovereign, addressed to all
subjects and with the Great seal pendant at the bottom of the
document so that it <can be read Qiphout breaking the
seal"(11). The Statute of Monopolies enacted by the Parlia-
ment in 1624, formed the core of patent law in England. This
statute prohibited the grant of the above mentioned mono-

polies. However patents for new inventions were excepted from

the general rule. This legislation conferred on the inventor

no automatic right to a patent for the invention. The grant
of a patent was still an act of royal prerogative which had
to be sought by petition and which- could .be refused at
. will(1l2). Moreover, within the context of this statute, the
term inventor also covered persons who bring something new

into the country for the first time.

First patents granted for inventions in England only
required the title. There was no need for the description of
the invention. This way due to the fact that technological
progress was slow and that few inventions were being made.
With an increase in the number of inventions as a result of
technological developments, patent appliations for inventions
with subtle differences showed an increase also. Therefore,
it became necessary, by the early 18th century, that patents
be granted on the condition that a detailed description is

provided within a certain period after the grant(13).

There were also patent laws in other countries. The
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first modern patent on the continent of Europe is found in
France in the era after the French Revolution(l4). This is
good proof of the interaction between the social changes and

the legal systems.

Each country had its own patent law. The territorial
nature of protection afforded by a patent proved to be an
obstacle for the development of international trade in that
the same product could be protected by the laws of more than
one country. Every one of these patent laws protected the
rights of their nationals against the nationals of other
states. Therefore, patent‘laws, in a way, constituted 'the
legal basis for discrimination against non-nationals. This
situation made it difficult for the techonolgical inventions
to move around the countries and thus impeded the industria-
lization process which took place through the transfer of
technology. Discrimination based on nationality slowed down

the development of international trade to a great extent.

3.2. Developments in Terms of Patent Protection

Among the interested circles, the industry suffered
the most from the developments in the international context.
They began making pressure for the creation of a uniform
patent system. There was indeed an urgent need for some
attempts towards uniformity and centralization of patent

protection in the international arena.

The first of such attempts was The Paris Convention
for the Protection of Industrial Property of 1883, now con-
sidered as 'the basic instrument in the field of inter-
national patent protection.'(l5). Certain fundamental rules
have been established within the framework of this Conven-

tion. First of these rules provides for 'national treatment!.

That is, as Art.2 of the Paris Convention states.




"Each Member State must apply to nationals of
other Member States the same treatment as it
gives to its own nationals."

Second rule, expressed in the words of Art.4C(1l),
gives an applicant, who has filed an application for a
patent in any (MS) lMember States, a 'right of priority' for
the purpose of, fiiing in other Member State during a period
of twelve months. In the meantime, it is immune to any act
which may be used to invalidate it. Finally, Art.19 of This
Convention provides for 'special agreements' to be concluded
amonts the contracting states provided that these agreements
do not contravene the provisions of the Paris Convention. It
is a provision of vital importance for the internationaliza-
tion of patent protection because it forms the basis for
further deelopments within the context of such special agree-
ments. Amongst them are The Hague Agreement of 1947
establishing the International Patent Institute, the
Strasbourg Convention of 1963 on the Unification of Certain
Points of Substantive Law on the Patents for Invention, the
Patent Cooperation Treaty of 1970 and the European Patent
Convention of 1973. ‘

In the course of the developments following The Paris
Convention, different approaches have come up with respect
to the uniformity wanted to be achieved in the patent system
within the internationél framework. Each of these approaches
were different in that they attempted to make uniform a

different aspect or stage of the patent system.

The first step resulted from the fact that there were
two different patent granting systems; the registration
system and the examining system(16). The attitudes underlying

these systems created different standards. In order to

prevent complexity, a proposal was made to concentrate the




centralization efforts on '"the sole element of patent
proceedings which is indeed common to all patent systems: the
search of the state of the art, wih which the invénfion
concerned is to be compared"(17); In this proposal, the idea
that only this aspect should be brought into the inter-

national context.

Such thinking formed the basis of the next attempt,
The Hague Agreemenp signed on 6 June 1947(18). This agreement

provided for the establishment of the Internétional Patent

Institute whose task was to prepare documentary search
reports on the state of the art with regard to patents to be
granted or granted in MS. What came out of this went even
further in that it treated the search activities as distinct
from the granting procedures and emphasized that aspect of

patent granting for further progress.

In the meantime, the Council of Eufope took an
"interest in the matter, with the hope of achieving, more with
respect to the internationalization of patent systems. The
first of such efforts was the plan prepared by Longchambon
and submitted to the Consultative Assembly of the Council of
Europe in 1949. Though this plan was not approved, it is an
important beginning point for the discussions within the
Council of Europe framework. Many plans were submitted to the
relevant organ of the Council but were rejected. The ultimate
aim of every one of them was the creation .of the European
patent. These ©plans were mainly variations on the two
approaches presented in the form of plans in this era(19).
Therefore, in order to have an overall understanding of the
ideas which identified the era of Council of Europe, it is

necessary to see what the above mentioned plans were about.

One of them proposed that it was necessary to achieve

uniformity in the post-grant stage(20). It was suggested that




the existing national examining Patent Offices be given the
authority to grant patents that would be valid in all the
Member States (MS) and that the MS apply their own national
provisions. Moreover, the need for a European Court which
would have "The jurisdiction for revocation and infringement
procedures relating to these European Patents" was
stressed(21).

Saying that such a practice would go for beyond the
national sovereignty of MS, the second plan objected to the
former one aﬂd instead put the emphasis on the pre-granting
procedures. Accordingly, a European Patent Office was to be
established. This office would grant the European patent,
which would in fact be a -bundle of national patents, in
accordance with the autonomous criteria and procedure as
stated in the relevant convention. These patents would be
" subject to the natiohal law in the country concerned as to

. its scope and effect.

Although no consensus has been reached on any of these
plans proposing to centralize either the pre or post—-grant
procedures, one can mention two successes in the same years.
One of these is the European Convention Relating to the
Formalities required for Patent Applications signed in 1953
in Paris. Its function was to set the formal requirements to
be met by the patent applications during the granting

procedures.

The second 'success' is the European Convention on
the International Classifiation of Patents for Inventions
which was signed in 1954 in Paris. This was a success because
the classification of patents carries an importance for
documentation and research. Since there exist different

national systems in this respect, this convention provided

for an important progress towards uniformity at least on one




aspect of the patent system. It was also for this reason that
a lot of countries adopted it, even the non-members of the
Council of Europe. This fact, however, caused a certain
problem since the Convention was carried on within the
Council framework. The non-members would not be allowed re-
presentatiton in The Committee of experts which made the
necessary adaptations and the modificafﬁons. By providing a
new institutional framework outside the scope of The Council
of Europe, the same subject matter was to be dealt with
through the provisions of Strasbourg Agreement Concerning the

International Patent classification signed in 1971(22).

At tihs point, it is important to mention the signing

of the Convention on the Unification of Certain Points of
Substantive Law on Patents for Invention  in 1963 in
Strasbourg(23). This can be considered as the last attempt
within The Council framework. It was carried under the effect
of the efforts made within the EEC framework. This Convention
aimed to bring closer the national patent laws. It aims at
the harmonization of the patentability requirements. The
extent of the protection conferred by patents has also been
discussed. The ultimate aim was declared as the creation of
an international patent. Indeed, provisions of this conven-
tion was taken into account during the preparatory stage of
the EPC.

Whereas none of the plans with the Ultimate aim of
creating the European patent within the Council framework was
adopted, reaching a consensus on both the formalities and the
classification matters was interesting. Such an outcome is
the result of the fact that both of the Conventions had as
their subject matter the technical details of the patent
granting procedure. It is easier to come to an agreement on
the technical matters. The non-approved plans, however,

required a change of economic policy and at times a different




legal set-up enabling certain countries to ratify the plans.
Consequently, a general conclusion was reached: it was not
possible to make further developments without extensive legal
harmonization. In the meantime, the recently established EEC
was looking for ways to achieve 'the Unity of the Common
Market'. EEC had the extensive legal harmonization necessary
to make progress towards unification of patent laws; moreover
such an achievement would suit the purpose of EEC to create
a non-fragmented Common Market. Indeed it would help a 1lot
because the territoriality effect of each of the national
patent laws ’‘could easily constitute barriers to intra-
community trade and thus conflict with thevobjectives of the
Common Market. The need for change in this area is supported
by Art.100 of the EEC Treaty which provides the legal basis

for harmonization among the laws of MS.

Even harmonization would not be a solution for the
case of patents because different national patents would con-
tinue to exist. Therefore, The Common Market actually needed
"the creation of a unitary and autonomous European Patent cee
governed by Community law proper and dealt with by Community
Institutions"(24). Such a plan didn't involve the abolition
of national patents; instead it provided that such a patent

should coexist with the national patents.

Since the main concern within the EEC framework was
the Common Market, it was logical to extend these activities
to trademarks and designs as well. With this reasoning, three
Working groups were given the task of preparing three Draft
Conventions for each of the above mentioned industrial
property. According to the plan, these éonventions would
be covered by another convention dealing with the institu-
tional framework(25). General principles would be set by the

Coordination Committee whose task was to coordinate the

activities of the Three Working Groups proved to be develop-




ments in the subject.

In summary, one of these principles provided that the
new Convention would not contravene the obligations of MS,
especially those created by ‘the Paris Convention. This was
similar to the provision in Art.19 of The Paris Convention.
Second principle <concerned the coexistence of European
patents and the national patents. Third principle was of
great significance: It stated that "The European property
rights should be conceived as autonomous and unitary and not
as a bundle of nationai rights. Accordingly it was thought
that independent administrative and judiciary authorities at
the Community level should be provided for(26). The fourth
principle provided for 'the maximum guarantee' to the owners
of these European Property rights as long as these don't

prove to be obstacles to free trade.

The 1962 Dfaft for Patents, which was based on these
principles, was not approved although it received criticisms
praising it as "the most important piece of European law-
making" in case it was adopted in this form(27). The weakness
of This Draft originated from the fact that no agreement had
been reached as to whether and to what extent non-members of
EEC could participate in this Convention and whether this
proposed system should be solely reserved to nationals of EEC
countries while nationals of non-EEC members used the old,

traditional way.

Some defended the idea that since EEC approach was
concerned mainly with The Common Market, this Convention
should be limited to EEC Members only. Qthers, on the other
hand, were still under the effect of the activities of The

Council of Europe which stressed the "international" charac-

ter of the future patent system.




Another proposal was made; it involved two conventions
complementing each other for The Ultimate aim of 'European'

and 'Community' patents respectively(28).

Participation to the first Convention would be open
to a large number of European countries and would have effect
only with reference to the granting procedure and result in

a bundle of national patents.

The other convention would be exclusively open to the
member states of The Community and would serve The Community
purposes. It would be different from the first convention in
that it would treat the patents granted by the first conven-
tion as having a unitary and autonomous character even after

the granting procedure.

The political situation in 1965 within the EEC, espe-
cially the negative attitude of France towards UK which then
was a Third state was a factor together with the fact that
no agreement could be reached on the fundamental aspects once

more caused the failure of this plan.

Next in the chronological order is the Patent Coopera-
tion Treaty which was signed in 1970 but which did not enter
into force till 1978. It aimed to reduce the duplication of
efforts for both the applicants and the national patent
offices(29). Also adopting the tendency for distinguishing
the search activities from the granting procedure as the
Hague Agreement establishing the International Patent
Institute, this Treaty (PCT) provides for an 'international
appliation'. In this way, it gives the applicant the oppor-
tunity to designate simultaneously all the states in which
he seeks patent protection. The first 20 months after the

filing of the application are reserved for an 'International

Searching Authority' to make a search for the state of the




art. Under PCT, also it is possible that certain national
Patent Offices may act as 'International Searching Authori-
ties'. The search reports prepared by the above-mentioned
authorities will have to meet the standards set by this

Treaty.

Apart from the 'International Search Reports', the PCT
also provides for the 'International Preliminary Examination'.
This examination helps to understand whether the claimed
invention is novel, dinvolves an inventive step and is

indusfrially applicable. In fact, it is an optional stage.

Actually , the PCT has made it a principle that it shall not
require States to change their national laws(30). The PCT
even goes further by stating that final decisions as to the
substance of the patent appliation should be made on the
national 1evél and not on the international level. Therefore,
in the general sense, this Treaty facilitates cooperation in
the filing, searching and examining of 'international
applications'. The major costs of applying in a number of
countries are not incurred for a year, during which time the
applicant presumably has more information about his product's
marketability, profitability and other..."(31). Providing for
such facilities, 'international application' of the PCT is
a most useful means for American applicants to file in Europe
and Japan(32).

Such achievements within the PCT framework seemed
attractive for France who was not an 'examining country’'.
Therefore, France took the initiative this time to start the
negotiations for the European Patent. The main concern of
France was the practice of 'prior examination' to be brought

into the international patent system within the framework of

this Treaty.




Along the lines parallel to the two-convention systenm,
an Intergovernmental Conference for the Setting up of a
European System for the Grant of Patents was organized and
many European States participated to it(33). First and Second
Drafts of the 'European Patent Convention' and the 'Community
Patent Convention' were prepared parallelly and were
submitted respectively in 1970 and 1971. 1972 Draft for the
European Patent Convention was adopted by the Conference and
it entered into force on Oct.5, 1973 in Munich(34). Within

the framework of this convention, the European Patent Organi-
zation, its Administrative Council and the European Patent
Office (EPO) is established in Munich with a branch at The

Hague.

The EPC is more important than the others from the
European point of view in the sense that it constitutes part
of the European system of patent law which is valid in the
EC countries today. It is part of the system because without
the Community Patent Convention entering into force, one can-
not speak of a complete and uniform system of patent law
regulating the relevant matters within the community as a non
~-fragmented territory. The two conventions complement each
other in the sense mentioned above. This is why it will be
useful to go into more detail of the system created by the
EPC. The provisions of EPC which govern the patent legisla-
tion in the contracting countries among which are all EC
countries can be <classified into three groups for the

purposes of this thesis.

There are provisions which state the aim and legal
basis of the Convention together with the nature of the
patent provided in this system of patent law. Other
provisions set up the institutional framework needed to main-

tain The European system. Finally, there are provisions which

lay down certain standard rules governing patents so granted.




It is considered as a 'special agreement' within the

framework of the Paris Convention, and a 'regional

patent treaty within the framework of the PCT(34). Being a

special agreement in this sense, "all obligations under the
Paris Convention are recognized as applying also to the

European system"(35).

The main purpose of the EPC is declared to provide the
inventors seeking protection for their inventions in more
than one country with the choice of applying to those
countries through a single procedure for an international
grant instead of filing separate applications for each and
every one of them(36). The common, uniform procedure used to
obtain the grant of a European Patent - a patent granted
through an international appliation - 1is set in accordance
with the principles of the EPC itself. The EPO is
responsible for the administration of granting of European
patents based on the uniform rules concerning the term of the
patern-as 20 years, patentability requirements with a view
to the uniform opposition proceedings, if and when they come

up, to declare the European patent invalid.

To carry out this task EPO is attributed, a legal
personality, it enjoys certain priviliges and immunities but
also assumes contractual and noncontractual liability for
acts within its competence. Moreover, it has administrative
and financial autonomy(37). Thus granted, Art.2(2) provides
that

"The European patent shall in each of the
contracting states for which it's granted, have
the effect of and be subject to the same condi-
tions as a national patent by that state, unless
otherwise provided in this convention'(38).

Giving the opportunity to designate as many countries




as an applicant wishes in the application for a European
Patent, the Convention provides, just as the proposal of De
Haan, that once granted, the European patent constitutes a
bundle of national patents in the countries designated. This
provision is similar to the "national treatment" rule 1laid

down in the Paris Convention.

Consequently the rights under a European patent in
each of the contracting states designated in the application
and granted are the same as the rights conferred by a
" national patent in that state. As regards the infringement
of such rights, again the procedures and remedies available

under national law will apply.

Such a patent system created by the EPC contributed
a great deal to the internationalization process of the

patent system.

3.3. Legal Basis in EEC

Now that a general view of the field of patent protec-
tion has been presentéd through the conventions concluded in
the international arena, it is in the specific interest of
this thesis that the subject be discussed within the EEC
legal system.

At the time of the establishment of the EEC based on
the Rome Treaty, the so-called constitution of the EEC, the
intellectual property rights of which patent proteciton is
one form were not taken within the competence of the new
supranational organization. As a result they were left within
the competence of national authorities; that is, these rights
were to be governed in accordance with the relevant national

rules and regulations and with those of International Conven-

tions for these MS who were signatories.




3.3.1. Reference to EEC Rome Treaty

It is for this reason that 1957 Rome Treaty includes
no principles or rules directed specifically for the protec-
tion of intellectual property rights. However, there is one
reference made to "The protection of industrial and commer-
cial property"; that is under Art.36 which, in the general
sense, constitutes a derogation from the fundamental
principle of free movement of goods. As long as justified on
grounds specified in this provision, Art.36, provides the
basis for "prohibitions or restrictions on imports, exports
or goods in transit" as 1long as "such prohibitions or
restrictions shall not constitute. a means -of arbitrary
discrimination or a disguised restriction on trade:between
MS". ©Under this article, the dindustrial and commercial
property rights are referred to as one of the grounds for
justifications for not conforming to the free movement of

goods principle of the EEC.

In a more general sense Art.222 deals with the subject
stating that "This Treaty shall in no way prejudice the rules
in MS governing the system of property ownership". However,
this provision was 1later interpreted by the ECJ as Mhot
excluding any influence whatever of Community law on the
exercise of national industrial property rights."(39). Later
on, 1in the same <case, Advocate General Roemer further
explained the object of Art.222 as "solely to guarantee in
a general manner the freedom of the MS to organize their own
system of property but not to provide a guarantee that the
Community Institutions may not in any way dintervene in

subjective rights of property"(40).

3.3.2.Conformity With Other EEC Principles

Two of the underlying reasons/objectives for the




establishment of the EEC as declared in the Preamble of the
Treaty of Rome are '"to ensure the economic and social
progress of their countries by common action to eliminate the
barriers which divide Europe and to "remove the existing
obstacles through" concerted action in order to guarantee
steady expansion, balanced trade and fair competition". These
objectives are then transformed into principles of which only
two are of relevance to this thesis; '"the abolition as be-
tween MS, of obstacles to freedom of movement for goods
persons, services and capital"(4l1) and "the institution of
a system ensuring that competition in the common market is
not distorted(42). Each of the abdve mentioned principles are
governed with a set of rules for implentation. These rules
.provide for the elimination of quantitative restrictions on
trade between MS (Arts.30-36) and for fair competition of
enterprises (Art.85-86). While the scope of applicability of
these sets of rules differ in many respects their objectives
are mutually complementary and interdependent(3). "By giving
all products access to national markets free of -state-
controled restrictions, Arts.30 et seq. provide the basis for
a common market within which the system of undistorted com-
petition (Art.3, lit.f, Arts.85 et seq.) may fully deploy its
market integrating effects"(44).

The above mentioned territorial protection of these
rights causes conflicts to arise with the community
principles of free trade and fair competiton. Bound with Art.
5 which states That Member States

"shall abstain from any measure which could jeo-
pardize the attainment of the objectives of this
treaty".

The national courts often referred such cases to the

E.C.J under Art.177 for interpretation of Community law or for

preliminary rulings. Since case law is considered as part of




community law, the rulings of the ECJ have gradually become
a body of community law on the industrial and commercial
property rights(45). Before going on to case law, application
of each of these principles to industrial and commercial
property rights will be dealt with briefly. Because of the
interdepéndency of the rules on free movement of goods and
the rules on competition, all the important cases will be
dealt with following a time sequence. This will provide to
see more easily the changes in the approaches taken by the
Court and The Commission. Going through the cases except for
those iaying down fundamental principles, only the cases

related to patents will be taken up.

3.3.2.1. Free Movement of Goods Principle

Rules governing the principle of free movement of

goods are laid down in Arts.30-36. Arts 30-34 aim at the
elimination of quantitative restrictions on import and export
and all measures having equivalent effect on trade between
MS. These provisions are addressed to MS and besides burden-
ing them with eliminating all existing barriers, they put the
MS wunder the obligation to refrain from introducing new

restrictions on trade.

In order for any kind of restrictions or measures to
be treated under Art.30 existence of any potential for
impairing trade between MS is sufficient; it's not necessary
that such measures reduce trade between MS(46).
Addressed to MS, art.30-34 are 1laid down to eliminate
measures resulting in protectionist effects on the national
market and to provide free access to the market to all enter-
prises as well as to make MS refrain from introducing
measures favoring some enterprises through channelling the

flow of goods,.




Some implementations by MS of the dindustrial and
commercial property rights ‘may put restrictions on imports
and exports. Such implementation may have a protectionist
impact on free trade between MS the resulting situation may
have the equivalent effect of barriers to free trade as in the

above mentioned provisions Art.30-34.

Actually the protectionist tendency referred to in the
previous paragraph is a consequence of the territofial
character of the industrial and commercial property rights.
The territoriality principle governing such rights on the
international sphere states that the rights in question are
governed by the law of the state with respect to which
protection is sought. In more detail, it can be said that the
law of the territory granting the protecﬁunl is always in
control pof "acquisition, transfer and termination of the
protection of exclusive rights" as well as "the kind and

scope of protection"(47).

Such protection which is national in character has two
consequences when the issue in question is the effect of the
exercise of these rights on the functioning of the EEC.
First, protection being territorial, rights concerning
industrial and commercial property does not "follow the extra-
territorial movement of the covered products"; once on the
international market, these products, therefore ‘may be
subject to different rights of protection. Such a situation
would result in the prevention of both the buyer and user of
the rights from crossing national borders. Another con-

sequence follows from the fact that the right to protection

determines the scope of the protection in accordance with the
national rules. In this way, protection is granted on
national terms even in an international context. Its signifi-

cance for the Community comes from the practice that 'imports

are defined and prohibited in terms of their foreign origin




irrespective of whether the right abroad belongs to the same

enterprise which claims protection"(48).

Both of these consequences which may be summarized
respectively as having protectionist and market dividing
effects are in contradiction with the free trade principles

of the community.

As a result of conflicts, cases have been referred to
the ECJ under Art.177. The decisions of the ECJ in this
respect have shown that Arts.30-34 are not oﬂly addresséd to
MS in cases where they take. measures which impair trade. But
they are also interpreted by the Court to apply to "activi-
ties of private enterprises governed by national legislation"
(49). Usually based on industrial and commercial property
rights such activities, when applied Arts.30-34, end up, on
the one hand with the erosion of such rights due to the wide
interpretation of such provisions and on the othef with the
development of community industrial and commercial property

law.

As explained Art.36 provides for derogation from
the free movement of goods if an activity is justified on
grounds specified in that article. The one ground of justifi-
cation related to this thesis, is 'the proteciton of
industrial and commercial property. Second sentence of the
some provision sets a limit to such grounds of justificaQ
tion; that they "shall not, however, constitute a means of
arbitrary discrimination or a disguised restriction on trade

between MS."

Many cases were referred to the Court., The Court
taking into consideration the fact that intellectual property

rights could be used under Art.36 interpreted this provision

restrictively so that such justifications under Article 36




would be allowed as long as they are compatible with both

free movement of goods and competition rules.

3.3.2.2. Competition Policy

Competition policy has been employed as one of the
instruments to see to it that the Common Market works to its:
full effect. Now, it is also used to "speed up single market
integration"(50). Both of these objectives have a common
element; that all boundaries within the community should be
eliminated so as to make it possible for all the territories

of Community countries to be treated as one territory.

Competition policy is governed by a set of rules laid
down in the Rome Treaty; Art.85-94. However, the provisions
which are of relevance to the topic of intellectual property .

rights are only Articles 85 and 86.

Art.85 consists of three 'sections': art.85(1) states

the activities which '

'shal be prohibited as incompatible with
the common market". Art.85(2) provides that "any agreements

or decisions prohibited pursuant to this Article shall be

automatically void". Art.85(3) provides for exemption from

the prohibition that Art.85(1) sets. Article 85(3) also

expresses the qualifications for conditions of exemption.

In order for the prohibition in Art.85(1) to apply,
there must be a concerted action between at least two under-
takings; such action must actually or potentially restrict
competition within the Common Market and as a result may
affect trade between MS. The tendency of the Commission is
to interpret the meanings of the terms used in this provision
as widely as possible in order to broaden the écope of
applicability of Art.85(1). When one looks at the decisions

taken with respect to the relevant cases, an undertaking is




defined as "virtually every natural or legal person participa-
ting in the economic process";(51) that is, "covering any
entity engaged in economic or commercial activities..."(52)
with no limitations as to the type of activity carried on or

as to the size of the 'entity'.

The Court also adopts the term 'economic entity' with
respect to Art.85; The court ruled, in a case, which involved
an agreement between the parent company and its subsidiary,
that this provision doesn't apply to such a relationship
since the subsidiary, théugh has a separate legal person-

ality, enjoys no economic independence(53).

Will regard to 'effects on competition', the case law
requires that the agreement in question shduld be evaluated
within its economic content and then decide whether the
influence on trade and competition is noticeable. rather than

deminimis(54).

Due to their relevance to the pharmaceutical industry,
it is necessary to mention one final point on Art.85(1); that
the prohibition stated there applies to restrictictions of
intra-brand competition as well as to those of inter-brand

competition(55).

Art.85(3) provides for exemption from the prohibition
in Art.85(1) provided that the agreement, decision or
concerted practice which qualifies for such prohibition
"contributes to improving the production or distribution of
goods or to promoting technical or economic progress"; one
of the several grounds for exemption. The agreements which
qualify for this condition are given in the Preamble to the
Regulation issued for a block exemption(56). These include
exclusive dealing agreements, exclusive purchasing agreements

patent licence agreements, specialization agreements,




selective distribution agreements for motor vehicles and
research and development agreements. According to this guide,
the positive aspects of patent license agreements which make
them qualify for the exemption are that the "patentees are
more willing to grant licenses", '"licensees become more
inclined to undertake the investment required to manufacture,
use and put a new product on the market or to use a new
process". Such agreements also provide "access to new techno-
logy" and cause an "increase in the number of production
facilities and the quantity and quality of godds purchased .

in the Common Market"

As far as Commission is concerned, the nature of the
agreement together with the position of the parties on the
market play an important role in determining for the granting

exemption or not(57).

Article 86 of the EEC Treaty is also worth going into
detail. As the text of the provision suggests, there are two
parts to it. The first part is concerned with the criteria
applied in determining whether a <certain activity falls
within the scope ofr the prohibition 1laid down in this
article. Second part attracts the attention to the particular

activities to which this prohibition applies.

Whether or not a certain type of activity falls under
Art.86 is determined according to whether the undertaking/s
in question enjoy a dominant position. Unlike Art.85, this
provision does not necessitate that there should be a
concerted practice; that is the existence of more than one
undertaking. A company acting on its own may equally fell
under the scope of this provision. Actually, it is not the
dominant position as it is which qualifies for the prohibi-

tion; there should be abuse of such a dominant position. In

addition, this abuse of dominant position should be within




the common market or in a substantial part of the common
market. Finally, in order for Art.86 to apply to any'such
activity it must affect trade between Member States. Unlike
both Art.30 and Art.85 which are to be applied in the case.
of interaction of the exercise of the intellectual property
rights with the community principles, Art.86 does not contain
an exemption clause. This means that abuée of a dominant
position has such a negative impact on competition within the

common market that it has no exemption clauses.

In order to épply Art.86 to a situation, more has to
be made clear with respect to the terms used in the wording
of the provision. As is the case with any field of community
law, The.Court's jurisdiction in the cases that arise as well
as the preliminary rulings it gives under Art.177 holds light

to the interpretation of these terms.

In order to speak of a dominant position, the’relevant
market has to be defined since competition can be meaningful
only in a context where products can be substituted to a cer-
tain extent. Relevant market can be perceived in one of two
ways; relevant product market and relevant geographic market.
Before going on to the explanations of these in more detail,
it is necessary to state that market power is another term
in close relation to a dominant position. Market power being
"the ability to behave to avsignificant extent independently
in the market or te prevént the maintenance of effective com-
petition". The criterion for the market power of a company
is the existence of this ability and to what extent it proves

to be effective in the market.

Determination of the relevant product market is to a
great extent dependent on the dinterchangeability of the

products; that is, whether and to what extent certain

products can be substituted. The Court made a distinction




between products which are 'only interchangeable to a limited
extent' and therefore not part of the relevant market and
products which are 'reasonably interchangeable' and therefore
part of the relevant product market(58). The criteria for
interchangeability are the nature of the products, their
price and use, on the one hand, and the competitive condi-
tions and the structure of supply and demand on the market
on the other hand(59). As for "reasonableness" of inter-
changeability, it is necessary to examine the case law for
the interpretation of the court as well as the commission
decisions which show that they require products to be inter-
changeable to a great extent. Qne way to measure the inter-
changeabilty of products in terms of demand is the criterion
of cross-eldasticity which is said to exist when a small
change in the price causes a shift in the demand in favor of
cheaper products which may fulfill the same purpose. This
in return, shows that such products are interchangeable and

thus defines the relevant product market.

In terms of supply the interchangeability is measured
with the capacity of the producer to adapt 1its produttion
techniques and machinery for the production of other products
both in terms of time and money. If the time and money
required for such adaptation is not much. Then those products
are accepted as substitutable and therefore belonging to the

same product market.

In terms of consumers, the perception of a certain
product as interchangeable with others or not is important

for the definition of the relevant product market.

Concept of 'a relevant geographic market' also arises
from the wording of the Art.86. Since the prohibition covers

any abuse of dominant position either "within the common

market or in a substantial part of it", then the criteria for




deciding first on the relevant area within the common market
~and second on the 'substantiality' of this area need to be

laid down.

Geographically, a market which is considered to be
relevant to that of a product in question is the area where
the producer competes in terms of its product; in case of
Art.86, this is the area in which the producer holds a domi-
nant position and uses this position against other competi-
tors in an abusive manner. Therefore, in order to define a.
relevant geographical market with respect to a product, the
existence of equal competitive conditions for all producers
or traders is necessary. The Court's approach to the determi-
nation of whether of not 'such a market constitutes a
substantial part of the Common markeét is by taking into con-
sideration 'the pattern and volume of the production and con-
sumption pf the said product as well as the habits and econo-

mic opportunities of the vendors and purchasers'(60).

Now that the concept of relevance both with respect
to the product and to the geographical area has been evaluat-
ed, it's suitable to go on to what a dominant position is and
how it is determined. At this point, the case law suggests
that a firm is considered to be holding a dominant position
if its economic strength enables it to behave independently
of its competitors and consumers and thus prevent effective
competition. Here the concept of 'economic strength' needs
elaboration in order to determine the economic strength of
a firm, the market share it holds is firstly taken into
account. However, most of the time this does not prove to be
a sufficient criteria and it may even change in accordance
with the interpretation of the relevant product market. If
its narrowly interpreted in a specific case then it's most

probable that a dominant or even a monopolistic position

will come up. If, on the contrary, the relevant market is




interpreted broadly then the market share of a firm may seem

as insignificant. In case the market share is seen as an in-
sufficient indicator of a dominant position then certain
structural factors are taken into consideration. However,
these factors which are thought to be indicative of a domi-
nant position in fact may coincide with the characteristics
of leading firms in a given market. Therefore, at this point,
market conduct must also be taken into account together with

the overall competition.

One final point to be mentioned in relatiom to the
application of art.86 is that prohibition under this provi-
sion should be based on the anti-competitive effect in the
community of the dominant position. In accordance with this,
the commussions approach to the issue is whether the company
is situated in the EEC or outside the EEC, the decisive
factor is whether the effect of the prohibited action takes

place in the EEC or outside its territory.

Having reviewed the relevant aspects of the competi-
tion policy of the community, it is important to have a look
at the outcome of the interaction between the industrial and

commercial property rights.

It is stated before that the industrial and commercial
property rights are governed by the national legislations of
the MS and that they are territorially protected. This
situation may cause conflicts in two areas. First; while the
existence of such rights may in no way fall into contradic-
tion with the Comunity principles, their exercise as
distinguished by the Court and as will be discussed in more
detail later, causes conflicts. Therefore, as is the case with
the free movement of goods principle, the exercise of the
industrial and commerial property rights will be allowed,

with no intervention by the Community, as long as these




rights don't form obstacles to either free trade or free com-
petition. To explain in more specific terms, the conflict
arises due to the concern of the competition policy for
parallel trading(6l). It occurred many a times that because
of the territorial protection granted to the industrial and
commercial property rights, attempts were made to prevent
parallel trading especially parallel imports. Here mention
should be made of the importance of the competition policy
as an instrument for speeding up the single market integra-

tion. In order to achieve this objective, competition rules

and their application to conflicts that arise are used in

favor of making the community into one, single territory.
Thereforé, the interest of the community lies in resolving
such conflicts in a way to prevent the aim of compartmental-
izing the common market along natonal boundaries(62). Both
the Commission and the Court are in particular against
"vertical aéreements whereby a manufacturer would entrust the
distribution of his products to a separate distributor or
licensee in each of the MS and prohibit re-exports thereby
preventing parallel imports"; the commission and the court
are not particularly against "horizontal price cartels" which
are considered as having greater damage on consumer wel-
fare(63).

Second area of potential conflict in the field of
competition in a way follows from the above sentence. The
licenses which, as one of the methods of using the exclusive
rights granted to the patent-holder, falls within the scope
of Art.85 ' since it is a form of agreement concluded between
the two parties. The problem here arises with respect to the
provisions included in licence agreements and which may have

a restrictive effect on competition.




3.4. Case Law

It is intended, under this subtitle, to give first an
understanding of the development of community law of
industrial and commercial property as a result of the actions
and rulings of the commission and the court. The actions
taken by the Commission as well as the rulings of the Court
are the determining factors in the formation of this result.
Moreover, events will be taken up in a time sequence in order
to perceive the change of attitude on the side of both the
Commission and the court. Second part will deal with the
recent Council Regulation No.2349/84 granting block exemption
for the patent licensing agreement which 1is of special

interest to the thesis.

The first part includes the development of two kinds
of approaches; one towards the applicability of the rules on
competition and free movement of goods on the exercise of the
industrial and commercial properfy rights and the other to-
wards the patent 1licenses. The origin of both of these
approaches lie in the same few cases which set the fundamen-

tal rules for community law in this field.

Before going on to the cases, it is important to look
at the first of such action taken with regards to the
industrial and commercial property rights. A reference to the
patent licenses is made in 1962 Council Regulation No.l7
which was issued for the implementation of the basic provi-
sions of the competition policy; Arts.85 and 86(64). Here
patent licenses which are concluded between two parties and
which impose <certain restrictions on the 1licensee are

referred to as having "special features which may make them

less prejudicial to the development of the Common Market'(65)

Moreover, as stated in art.4(2) of the Regulation, formal

notification of such licenses to the Commission was no longer




mode necessary as a precondition for the grant of exemption
under Art.85(3).

Second move came from the Commission also in 1962 in
the " form of a 'Notice on Patent Licensing Agreements of 24
December 1962(66). Regarding territorial limitations "as
justified under the 'limited grant' or 'the scope of the
patent right'theory(67). This Notice had adopted an approach
such that most proﬁisions of patent licenses did not consti-
~tute infringements of Art.85(1) since restrictive provisions

followed from the exclusive rights of the patent holder(68).

3.4.1. Establishing The Fundamental Principles

Case law in this field began with Consten and Grundig
(69).It was a case concerned with trademark rights; Grundig's
exclusive distributor in France, Consten, wanted to seek
protection of its trademark license as registered in France
to prevent the parallel importation of Grundig products from
other MS. It was ruled by The ECJ that such exclusive
distributorship contracts were contrary to Art.85(1). More-
over, a distinction was made between the existence and
exercise of industrial and commercial property rights. The
decision of this case proved to be a departure from the

approach commission took in its Notice of 1962(70).

The same distinction was made in a case related to
patents this time; Parke, Davis(71). It was about the importa-
tion into The Netherlands of pharmaceutical products which
originated in Italy where such products were not granted
patents. The Court came to decide that the existence of
rights granted by a Member State to the holder of a patent
is not affected by the prohibitions contained in Arts.85(1)
and 86. Furthermore, even the exercise of such rights don't,

of itself, fall within the scope of these provisions. They




can only be contrary when their exercise is incompatible with
these Articles. The Court had also observed in this case that
"the owner of an industrial and commercial property right
does not enjoy a dominant position within the meaning of Art.

86 merely because he is in a position to prevent third

parties from putth@ into circulation products that infringe

upon his right"(72).

Next case which is of importance to the development
of the attitude of the Court with respect to the interaction
of competition rules with the exercise ‘of industrial and
commercial property rights is the case of Sirena which was
concluded in 1971. It was about the action taken by owner of
a trademark in Italy against importation into Italy of
products bearing the same trademark by the'unrelated German
owner of this trademark who had indeed manufactured the
products. Both owners had separately acquired those rights
in 1937(37). The Court ruled that art.85 is applicable in
such a case but stated that in case "The agreements in ques-
tion were concluded before the entry into force of the Rome
Treaty, it is both necessary and sufficient that they con-
tinue to produce their effects after that date"(74). The
Court ruled that art.85 was applicable even if these was no
evidence of concerted practice which went on(75). Such an

extreme decision was reversed in EMIV CBS.

The ruling in Deutsche Grammophon V Metro is important

in two ways. First, it is important because it shows a change
of attitude on the part of he Court in that it began applying
Arts 30-36 unlike in the previous cases in‘which decisions
were based on arts.85 and 86. Second, it is important because
another fundamental principle of the developing Community law

has been laid down. It is also in a way the confirmation of




the existence-exercise principle for the copyrights. The case
was about an attempt by Deutsche Grammophon to use its
exclusive rights based on copyright protection under German
law to prevent parallel importation by Metro into Germany
of its products produced, manufactured by its own subsidiary
in France, Polydor. The Court ruled that if the exercise of
industrial and commercial property rights doesn't come within
the scope of Art.85 in that there is not an agreement in
question, it is necessary to see whether such exercise of
rights is compatible with Art.36. It goes on to say that"
"...Art.36 only admits derogations from that freedom to the

extent to which" the restrictions on the free movement of

goods" are justified for the purpose of safeguarding rights

which constitute the specific subject-matter of such
property"(76). As important is the statement of the Court in
the same case saying that "The prevention of the marketing
in a Member State of products distributed by the holder of
the right or with his consent on territory of another Member
State on the sole ground that such distribution ‘did not take
place in ‘that territory" would result in partitioning of the
Common market along national markets contrary to the essen-
tial purpose of the Treaty which is to make one single market
out of many national markets. This last point shows that the
exercise of industrial and commercial property rights is
considered contrary to the Community principles if such
rights are enforced for the prevention of parallel
imports(77). Different than the rulings of Parke Davis and
Sirena, the judgment in Deutsche Grammophon declares that if
the exercise of such rights is used to prevent the importa-
tion of products placed on the market in another Member State
by the patent holder himself or with his consent578). The
exhaustion principle as accepted as such and developed iﬁ the
following cases has some characteristics specific to the Com-
munity(79). Unlike the traditional concept of 'exhaustion'

applied under some national legislation to the trademark




existence of patent rights. Fiamma'also had an argument which
amounted to saying that compulsory licenses should be granted
under Arts.30-36. This was again rejected by the ECJ on the

same basis.

The last case was about licenses of right; ALlen and
Hanbury V Generics(87). Generics of England applied . for
licenses as of right based on the Patents Act 1977 stating
that "anyone who wishes to work the patent may do so on terms
to Be settled by tﬁe Comptroller General in default of
agreement between parties"(88). Generics went on to declare
his invention of importing the products from Italy. However,
Allen and Hanbury who were the owners of an English patent
endorsed licenses of right' from 1983 objected to this since
the products in Italy were produced without their consent.
The Court ruled that Allend and Hanbury could not prevent
imports from 1taly since Generics had applied for a licence
in England and since an injunction could not be granted a

firm that had produced the goods in England.

3.4.2. With Respect to Licensing Agreements

Whereas the tendency of the court has been to apply
the provisions on free movement of goods principle (Arts.30-
36) in the cases arising in relation to the industrial and
commercial property rights in general and patents in parti-
cular, the situation is quite different with respect to
patent licenses. Since patent licenses are granted on the
basis of "agreements whereby one undertaking, the holder of
a patent (The licensor), permits another undertaking (the
licensee) to exploit the patented invention by one or more

of the means of exploitation afforded by patent law, in

particular manufacture, use or putting on the market"(89).

By giving the licensee to exploit his invention, the Patent
holder and the Licensee become competitors with respect to

the invention. Therefore, it is in the interest of the patent




holder to put restrictive clauses in the licensing agreement
so as to ensure that the licensee:does not constitute a
threat neither to his profit nor to his position in the

market.

Such restrictive clauses vary as to their nature and
from the community point of view may fall within the scope
of Art.85(1l) in that they may result in the distortion of
competition within the common market. The commission was
given the power by thé Council Regulation No.1965 of 2 March
1965 to apply art.85(3) to <certain patent licensing
agreements or concerted practices falling within Art.85(1).
The 1970's can be characterized as an era when The Commission
adopted a series of decisions in which it applied Art.85(1)
to various clauses in such agreements while exempting some
under Art.85(3)(90). Overall, it can be said that in this
era, The Commission took a stand in some respects against
that of the 1962 Commission Notice which can be characterized
with its liberal attitude towards the restrictions in patent

licensing agreements(91).

This era was followed by a Draft Regulation published
in 1979; The group exemption intended to be granted to
certain categories of patent licensing agreements were based
on Regulation No.19/65. Though published in 1979, Regulation
was not issued until 1984 due to the delay in the Court's
judgment in the Maize Seed case which was the first case sub-
mitted to the Court concerning whether the exclusivity
provisions are within the scope of Art.85(l) or not(92). The
Court as will be discussed later, took a more liberal atti-
tude than the Commission; actually, the judgment showed "some
sensitivity to commercial and economic context of licensing
agreements"(93). Finally Regulation No0.2349/84 was issued in

1984 after a long consultation process with both national

competition authorities and other interested parties and now




regulates patent licenses in the Community. It will be in
force until 31 December 1994(94).

The Regulation covers patent licensing agreements and
those agreements which involves both the licensing of patents
and know-how to which only two undertakings are party and
which fall within the scope of Art.85(1l). The provisions of
this Regulation will in general apply to the mentioned agree-
ments whether or not these are exclusive but will not do so
to sole know-how agreements. In order for the block exemption
to be granted under this Regulation, the agreements in ques-
tion have to contain obligations which relate to territories
within the common market. Even if they contain obligations
relating also to non-member countries, then the rules stated

in this Regulation will also apply.

A classification of the clauses which may be inclqded
in patent licensing agreements which fall under the scope of
this regulation is made and as a result there exists three

lists.

One of these lists (Art.l) contain a number of clauses
which is considered as falling under Art.85(1) but which can
be granted an exemption under Art.85(3) and the regulation.
Second list (Art.2) includes provisions which don't necessi-
tate the aplication of Art.85 since they are considered as
non-restrictive of competition. This list is referred to as
'the white list'. While Third list is 'the block list' since
it contains provisions in Art.3 the existence of which in a
patent licensing agreement will make it impossible for the

Regulation to apply.

Exclusivity in patent licensing agreements can be

either in the form of sole licenses which requires that the

licensor does not grant licenses to any other person for the




licensed territory or exclusive licenses which requires that
the licensor does not exploit the patented product within the
licensed territory. The Commission's attitude towards such
clauses was rather liberal at the time of 1962 Notice in that
it considered them as not falling within the scope of Art.
85(1). The Commission justified this attitude by stating in
respect of an exclusive licence that "... the undertaking not
to exploit the patented invention oneself is closely akin to
an assignment of right and accordingly does not seem to be
open to objection."(95) In the decisions adopted by the
Comission in 1970's with respect to cases relating to
exclusivity, it accepted the fact that in some cases such
clauses may restrict competition and fall under Art.85(1).

The first time the Court took the issue of exclusivity was

in the Maize Seed case and the judgment turned out to be an

important one. In this case in which the main issue was a
plant breeder's right licence and not a patent licence. The
~Court, accepting the argument that under some circum-—
stances it may be necessary to give some«protection from the
intrabrand competition to the licensee in his territory so
as to encourage him to take the risk and the expenses for
producing the products in question(96). As a result, the ECJ
distinguished, 'open exclusivity' from 'absolute territorial
protection™; open exclusivity meening that the 1licensor
agrees not to grant other licences in the territory of the
licensee in question. Since such a condition would not affect
the activities of parallel importers and licensees for other
territories, the ruling was in favor of the licensee suggest-
ing, however, that it is only valid for products involving
new technology and therefore high risk and epenses. It can
be said that the commission has become more tolerant towards
exclusivity clauses and allow some "protecting the licensee,
for the 1life of the licensed patent, from the grant of
licences to other licensees in the licensed territory or from

any form of competition by the licensor, including selling




activities'"(97). A licence limited to sales exclusively were
left out of the scope of this regulation to be dealt with
under Regulation 1983/83 on distribution agreements. Also the
protection given against the sales of patented goods by the
licensor or other 1licensees will be invalid for preventing

parallel imports governed by Arts.30-36 of the Treaty(98).

Among the clauses which are allowed to take place in
patent licensing agreements are tie-ins if necessary for a
technically satisfactory exploitation of the licensed inven-
tion, minimum royalty and quantity clauses, clauses to kéep

know-how secret and to observe minimum quality standards.

On the other hand, no-challenge and non-competition
clauses are prohibited together with provisions for charging
royalties even after the expiry of the patent term, maximum
quantity provisions, price fixing and customer restriction
clauses, '

The regulation contains a provision that whenever
found necessary by the Commission "in particular where the
goods in question face no or virtually no inter-brand compe-

"where an agreement exempted by this Regu-

tition at all" and
lation has been observed to have certain effects incompatible

with the condition of Art.85(3)"(99).

Regulation No0.2349/84 which has been mentioned above
from a rather general view is indeed very comprehensive with
respect to the clauses which may or may not be exempted
under The regulation. For this reason, in a way dictates to
the interested parties what to include and not include in

patent licensing agreements and therefore, influences the

licensing arrangements in the community to a large
extent(100).
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3.5. The Community Patent Convention

The Community Patent Convention was signed on December
15, 1975 in Luxembourg. Designed as a complementary body of
law to the EPC but only valid for the Member States of the
EEC,noriginally‘it was intended that this should enter into
force just after the EPC. However, the requirement that all
Member States should ratify the Convention made the situation
even worse with the accession of new members; Greece, Spain
and Portugal. By 1985, while one of the signatories, the
Netherlands, had recently completed its internal procedure,
Ireland and Denmark, two other signatories could not as yet
succede in fulfilling their'national requirements for rati-
fication of the EPC and the CPC(101). Of the new Member
States, Greece reluctantly had to accept the CPC as part of
Community law which it had to conform to; 1its objection
originated from the fact that no reference was made to the
CPC in its Act of Accession(102). Spain and Portugal had
already put themselves under theﬂobligation to ratify both
the EPC and CPC after a transition period by 1992 in the

negotiations.

Claiming that there 1is_an urgent need for greater
uniformity in patent law, to the benefit of the Community,
EC Commission together with Germany has already started the

activities for speeding up the ratification procedures.

Finally, the requirement of ratification by seven
states instead of all MS was adopted in October, 1985. The
Second Luxembourg Conference of December 4-18, 1985 was
concluded by the signing of "a Final Act and the Introduction
of three major new instruments"(103) One of them is the
Community Patent Agreement; a revised version of the 1975

CPC. Though it has not entered into force yet, it is worth

looking at it in some detail.




- 49 -

Since there are two versions of the Luxembourg Conven-
tion, it is better first to look at the original text and
then see what changes have been made on it in the second ver-

sion.

At the time of conclusion, 1975 CPC was designed to
establish a uniform patent law "in the whole of the Common
Market as one patent territory"(104). The underlying concern:
for such an attempt just after the EPC, was the attainment
of the aims of the Treaty establishing the EEC as stated
in the Preamble of the CPC. Among these objectives were to
provide for free movement of (in this case) patented goods
as well as to prevent "the distortion of competition which may
result from the territorial aspect of national protection
rights"(105).

Article 148 of EPC leaves EEC States. the necessary
freedom to agree on a specific regime for European applica-

tion as an object of property.

The CPC is a special agreement within the meaning of
article 19 of 1883 Paris Convention and of article 142 of EPC
1973 and a "Regional Patent Treaty" within the meaning of
article 45(1) of PCT(106).

Community patents are unitary in that they may only
be granted, transferred, fevoked or allowed to lapse in
respect of - the - entire ° . territories of Community
countries. Equally, they have the sameeffect for the whole

of the Community.

Community patents are autonomous in that the& are
governed by rules (specific to) CPC and those of EPC because
of the fact that all Community patents are granted through

a European application. Designation of one or more of Community
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countries in a FEuropean application will automatically result in a Com~
munity patent due to its unitary character. If an applicant doesn't want
a Community patent, but only a European patent, article 86 of CPC

requires that a declaration be made to say so.

Once granted the Community patent confers on the
holder of the patent the right to prohibit direct and in-
direct use of the product and process subject to certain

limitations.

Direct use constitutes "the manufacture of the product

without his consent, the offering of the product for sale,

lease or use, and finally the marketing of the infringing

product subject to the exhaustion rule"(107).

Article 30 of CPC which prohibits indirect use of the
invention is such that in this way "any third party in the
territory of the contracting states to whom he had not given
permission from offering for delivery.and from delivering the
means necessary for exploiting the invention concerned,
providing that these means are related to an essential part
of the invention"(108). Exhaustion rule applies to Community
patents in the same way as it does to national patents. That
is, once a product has been put on the market in any one of
the MS by the patent holder or 'with his express consent',
then the patent holder no longer be able to prohibit any acts
done within the territories of MS concerning the product.
Here a reservation is made with respect to a situation when
extension of rights to such acts may be justified under Com-

munity law.

The resulting exhaustion principle valid for Community
patents is due to the effect of the unitary character of the
Community patent as wellas to the free movement of goods

principle.

With respect to national patents, it has been stated




that the same Exhaustion rule shall apply provided that there

exist economic connections between the two patent owners.

There are also rules relating to licensing. The CPC
text distinguished between three types of licenses, contrac-

tual licenses, licenses of right and compulsory licenses.

According to Article 43 contractual licensing with

resepct to patents are such that they may be licensed "for
the whole or part of the territories in which they are effec-
tive". Such licensing may be exclusive or non-exclusive.
If a licensee violates the rules of the contract by not
conforming to the restricfions imposed by his license, the
patent holder may invoke his rights against him before the
relevant national law. When howéver, a conflict arises bé—
tween national law and Community law then Community law shall
prevail (109).

License of right is given by the patent holder in

order to pay lesser amount of renewal fee as governed by Article
44 of CPC. It is required that the patent holder files a
written statement with EPO saying that "he is prepared to
allow any person to use the invention as a license in return

for appropriate compensation".

As for compulsory licenses construed as "including
offical licenses and any right to use patented inventions
in the public interest" for the purposes of this convention
they are .governed by the law of the state concerned with
respect to its rules for granting compulsory licenses for

national patents(110).

Article 47 of CPC applying only "to compulsory licenses
granted because of insufficient use of lack of the patent,
states that such licenses may only be granted in any con-
tracting state if a product covered by the patent which has

been manufactured in a different contracting state has not




been put on the national market of the first state in
sufficient quantities to satisfy demand in its own national

territory."

The effect of this rule is that "it prohibits treating
sole fact the product is not manufactured in the national
territory as constituting a reason for granting a compulsory
license for in sufficient wuse or lack of use. By virtue of!

Article 82 this rule applies also to national patents.\.

Providing for a wuniform system with respect to:
granting as well as opposing patents, CPC refers the actions
relating to enforcement of patent rights and 1nfr1ngement of
such rights to national courts Article 69 makes a list of all
the possibilities: an action for infringement may be heard and
before the court of a contracting state in which the defendant
has his residence or his place of establishment. If not, it
is brought before the court in the plaintiff's country and
if that is not possible then the case is‘heard before the

German Courts. Also the case may be heard before the. courts

of a contracting state in which an act of infringement has
been committed; however, in that case only with respect to
that specific act committed within the territory of that

state.

National courts may refer matters for interpretation
on the convention or supplementary provisions for a prelimi-
nary ruling in accordance with Article 177 of EEC Treaty. In
line with the Resolution(111l) which the Contracting States
passed as a result of the existing duality of the system to
overcome such differences, the Second Luxembourg Conference
which provided for a revised version of the 1975 Community
Patent Convention also dincluded proposals which aim to

abolish the duality of the system. First of all, it is ,

necessary to look at the Preamble of CPA;




"Convinced that a gradual implementation of the
Community Patent System, characterized by the
creation during a transitional period of a
unitary patent with effects beyond national
frontiers for a majority of the MS, will permit
inventors and enterprises to evaluate the advan-
tages of the system vis-a-vis the national and
European patent system which will continue to be
available to them; anxious to promote the comple-
tion of the internal market and the establishment
of a European technological Community by means
of such a patent'(112).

This paragraph together with Art.10 dealing with the
number of ratifications required for entry into force of CPA
have a'provisionél character since these are not agreed upon
absolutely. Main topics‘discussed at the Conference were con-
cerned with the rapid entry into force of the CPC as amended,
a new approach to patent litigation and revocations proceed-
ings, and a new approach to defining the 'role of the Court
of Justice ef the EC within -the framework of the Community

patent system.

Although the Member States were not ready to adopt any
decisions concerning the rapid entry .into force of the CPC.
The Netherlands and Greece, Spain and Portugal were not of
the same opiﬂion as the other MS. However, it seems possible
from the meeting of the Internal Market Council of February
4, 1986 that an agreement be can be reached on a solution for
nine MS including the seven and Greece and Spain(113). In
line with this, Spain and Greece ratified the EPC in July
1986.

As for the new approach to patent litigation agreed
upon, it provides for a counterclaim for revocation by the
dependant in infringement proceedings. Proceedings of first
instance are to be carried by specialized national courts

called Community Patent Courts which will have the authority

to revoke a Community patent on the grounds of revocation as




indicated in the CPC. The second instance proceedings are
either decided by a Common Court of Appeal (COPAC) to be
established and by national Community Patent Courts of second
instance depending on the issue. Questions of validity and
infringement will be dealt with by the former and issues
relating to national law by the latter. The solution reached
as to the role of the ECJ within the new context of this Con-
ference and its Protocols was a compromise between different
approaches. This solution provided that COPAC will refer to
ECJ for a preliminary ruling in accordance with Article 177
in case an interpretation of the CPA was neded. This develop-
ment reflects the need for specialized European courts and-to

reduce the burden of ECJ.

The importance of ratifying the CPC lies in the fact
that "industrial property has always been the vanguard of
international harmonization and unification of the 1legal
environment"(114). Although EPC was an attempt of consider-

able significance in this respect and turned out to be

successful in its own sphere, the completion of the internal

market requires more. This is in order to eliminate the
potential barriers of the principle of territoriality of
protective rights. Therefore, it can be said that CPC works

as an instrument to fulfill Community obligations.




4, PATENTS IN PHARMACEUTICAL INDUSTRY

Having already discussed the legal aspect of patents; the
concept, the course of development of international legisla-
tion on patents and finally patent protection within the
legal context of the EC, it is now necessary to examine

patents from the economic aspect.

One of the requirements for being granted a patent is
the 'industrial applicability' of the invention. The meaning
of this term is expressed in the wording of Art.57 of the
European Patent Convention, the most widely ratified inter-

national convention on patents:

"An invention shall be considered as susceptible
of industrial application if it can be made or
used in any kind of industry, including agri-
culture" .

-

This requirement brings forth the economic aspect of patents.

Yet the term 'industrial applicability' is very general and
the conditions for 'applicability' show great variations
from one industr®al sector to the other. Therefore, patents
should be examined individually for the different sectors of
industry, if a conclusion is to be arrived at as to its value.
It is for this reason that this chapter will examine the
specific characteristics and conditions of the pharmaceutical
industry before going on to discuss whether patents are of

any value for this specific sector of industry.




4.1. Historical Development of the Industry

In order for the pharmaceutical industry to take its

modern form based on scientific research and development, it

had to go through three stages.

In the period before the World War I, the drugs then
existed were very few in number and not very effective in

treating diseases. They were mostly taken from nature.

It was not until after a certain kind of dark-red
dyestuff was found to be effective in treating a certain type
of infection (streptococcal) that the therapeutic revolution
begaﬁ. There were mainly three reasons for the rush to
developing new derivatives of sulfanilamide, which was
patented as a dyestuff raw material. First of all, because
of the fact that its molecular structure was simple, it was
possible for the chemists to easily modify the structure and
make a synthesis. Setondly, there occurred a sudden rise in
the world demand for this anti-bacterial drug. Finally,
pharmaceutical companies realized that if they succeded in
developing new and more effective derivatives of this drug
and patent them there would occur an increase in their sales
volume. As a result, many sulfa-based drugs were invented one

after the other and put on the market in 1935.

With the outburst of the Second World War, there
emerged an urgent need for new drugs in large quantities.
This need provided the necessary incentive for making invest-
ments to develop a new drug effective against wound Peni-
cillin was the outcome. It was only after 1939 when certain
therapeutic characteristics of this drug was found out that
research concentrated on finding methods for mass-production
of Penicillin. The fact that the US government had also

participated in the research activities of this drug enabled




every interested person to obtain a patent; Penicillin was
being produced in large quantities and therefore, there
occurred a fall in its price. This development in the pharma-
ceutical industry not only provided for a stimulus to
research and development activities for finding new produc-
tion methods of antibiotics, but also directed the pharma-
ceutical companies to invest on activities for the develop-

ment of machines producing capsules and tablets.

Third stage began in 1949 with the invention of Terra- .
mycine by Pfizer. Until this date, the pharmaceutical compa-
nies preferred to sell their products in bulk quantities to
packaging firms which then turned these drugs into finished
products. In the beginnings of '50s, Pfizer decided that it
would sell its products under its own brandname with the help
of a number of sales and marketing personnel by means of drug
presentations directed to doctors. With this aim, Pfizer
established a distribution network. This method proved to be
very effective in increasing the sales by large quantities.
Another result was that brand names instead of generic names
began to be used widely. In this way, advertising and
markéting became two important aspects of the pharmaceutical

industry.

In the next period, pharmaceutical companies gathered
all the R+D production, distribution and marketing activities
within their capacity. This in turn gave rise to product com-
petition which resulted in an increase in the number of new
products. However, a decline is observed since 1960's. This
may be due to two reasons. First in the earlier stages of the
therapeutic revolution 'relatively easy' therapeutic fields
had been exhausted. What is left behind are the 'relatively
difficult' therapeutic fields which don't offer high proba-

bilities of making inventions. Second reason is the heavy R+D

expenditures due to government control mechanisms.




Such a historical background helps one to gain an in-
sight into the operations of the pharmaceutical industry but
it is not enough to understand the nature of the modern

pharmaceutical industry.

4.2, Nature of Pharmaceutical Industry

The modern pharmaceutical industry is "an entrepreneu-

rial high-tech industry, a social service, a vehicle .of

government policy"(liS),

This is a very brief but all-encompassing summary of
what the pharmaceutical industry is about. A closer look at

the summary reveals a lot about the peculiarites of this

sector when compared ot other branches of the manufacturing
industry(l16). First of all, if is important to note that
success or failure of the industry is almost exclusively
dependent on the<outcome of the R+D activities. Success of
the R.& D process, in turn, depends'on the production of new durgs. This
is why the industry spends huge amounts of money on R & D investments.
Secondly, the industry serves a social purpose; that of safeguarding
peoplé's health through efforts for finding the most efficient drugs in
the treatment of human diseases. Finall, comes the governments' interest
in the healthcare of their people and as a result in designing policies

to protect public health is to be noted.

The fact that the industry spends a considerable
amount of its sales on research and development, a sum which'
is higher than that spent in the other high-tech industries,
together with the high risk related to the outcome of the R+D
activities are the reasons underlying the high profitability
of this sector. Patent protection granted to the pharmaceuti-
cal products is an important means to obtain high profits
mainly due to the monopoly-like effects of the patents. The

high prices that the industry charges its consumers for drugs




is one field of tension between the industry and the govern-
ments. This is mainly due to the fact that in the more
developed western world, the governments are the main
purchasers of pharmaceuticals. As a result, it is in the
interest of the governments to push down drug prices through

pricing policies they implement.

Second field wehere the industry and the governments
come face to face is the experimentation stage which -is
identified by the control mechanisms introdhced by ‘the
governments to ensure the safety and efficacy of drugs before
marketing. This stage takes a long ‘period and contributes
high amounts to the expenditures of the industry. This long
period works to the disadvantage of the industry by causing
a reduction in the effective life of a patent in countries
where the patent term begins at the time of filing an appli-

cation.

Third point relates to the interaction between the
national governments and the foreign pharmaceutical companies
which may cause tension. It is an often encountered practice
that national governments take measures and implement certain
mechanisms favoring their domestic industries in order to

increase their national wealth.

All these factors add up to the operational uniqueness
of the pharmaceutical industry operations. There are other
specific features with respect to the structure of the

industry, the nature of demand and the operations of the

industry. These will be discussed below in detail.




4.2.1. Structure of Industry

An overall view of the pharmaceutical industry today
shows that it is one of the few sectors of industry which has

internationalized its activities to such a great extent.

Due to the developments stated in Section 4.1, the
world pharmaceutical production began increasing in the '50s
and gained an impetus in the '60s. This, in turn, resulted
in an increase iﬁ trade act@vities;in particular after the
'70s.

Parallel to the increase in production and trade, the

emergence of the multinational organizations showed up in the
industry(117 ). At the beginning of the century, German, Swiss
and US pharmaceutical companies began to establish networks
of local subsidiaries throughout Europe. Until after the
Second World War when 1local manufacturing became wide-
spread, these subsidiaries operated only as marketing organi-
zations. Local production developed as a response to
restrictions on pharmaceutical imports which were being put
also by the developed countries right after the Second World

War.

Tt can be said that the result of escaping import
restrictions ended up in the multinational character of
pharmaceutical industry. Thus, the leading pharmaceutical
companies are multinatonals carrying their activities on an
international level in different countries. Japanese pharma-
ceutical companies are exceptions in that they operate mainly

in their domestic market.

Closely related to the multinational nature of the
companies is the other feature of the structure of pharma-

ceutical industry. It can easily be observed that there is




a concentration. With respect to total sales, 1982 figures
show that the top 25 firms in the world accounted for 51 per-
cent of total sales, the top 50 for 68 per cent, and the top
100 for 80 per cent(118). There is also concentration in the

sense that these multinationals originate from a few devel-

oped countries(ll9).

At this point it is necessary to go over the factors
which underlied the iﬁternationalization_ of the activities
of this industry. These are that R+D process constitutes the
main part of the competition strategy‘in this sector and that

high costs and risks are involved in these R+D activities.

Since as ‘mentioned before, competition takes place
through the introduction of new products, the main purpose of the
companies is to géin monopoly profits until a second product
is introduced to the market by others. However, there is no
guarantee in the pharmaceutical research process that a new
chemical entity (NCE), which will have a commercial value,
would be discovered at the end of each research. Therefore,
the companies file an application for a patent as soon as
they come up with a NCE. Yet the development process is more
important, time consuming and even more expensive than the
research process. What is more, by filing an application it
is necessary that the NCE is described.- In this waycompetitors
can have easy access to information about the NCE as soon as
an appliéation is filed. The fact that imitation is rather
easy in this sector is vital at this point. Thus by the time
the inventor company develops the NCE and examines it an accor-
dance with the regulations before putting it on the market,
others proceed along the way to imitating it. Not long after
the inventor company gets the necessary licence to market the
finished drug, the patent term which begins at the date of
filing is over. In the meantime, competitors come up on

the market with a new product which is a slight variation of




the original product. Once competitors bring similar products
on the market, the profitability of the inventor companies
falls. All this process repeats itself each time a NCE is
discovered. As a result, the pharmaceutical companies came up-
with the solution that in order not to lose the profits,
which will then be recycled into the R+D activities for a new
entity, they should operate on a bigger market so that they
can enjoy the monopoly profits till imitation occurs. Conse-
quently, they began to establish subsidiaries in different

countries throughout the world.

The fact that R+D activities necessitate heavy expen-
ditures and involve high risk factors also contributed to the
internationalization of the industry. While R+D in a specific
therapeutic field costs a lot, to carry out R+D in more than
one such field is even more expensive. Therefore, what
happened was that the pharmaceutical companies preferred to
concentrate their R+D activities in a limited number of
therapeutic fields which would turn out to be more profitable
in the end. However, this caused a decrease in the number of
new drugs produced. The result is that again the companies
preferred to operate on the international market in order not

to be limited to their national markets for profits.

Reiterating what has been stated, the modern pharma-
ceutical companies are vertically integrated in that they
gather the R+D, production, distribution and marketing
activities under their roof. They are organized on a multi-
national basis and carry out their different activities in
different countries. Due to the size of the market to which
they respond and also due to the monopoly profits which they
enjoy, even though for a gradually lessening period of time,

they are highly profitable.

Besides this type of companies, however, there are




also others which take part in pharmaceutical production by
producing either drugs which have not been patented or out-
of-patent drugs(lZd). These are the generic drug producing
companies. The erosion of the effective patent life is in the
interest of these companies whose activities are not research
oriented at all.Mostly Uwy "concentrate on copying drugs of
other companies once‘they are out-of-patent. These-companies
are relatively small and producé those products at cheaper
prices than those of the branded originals produced by the

multinationals(lZl).

4.2.2. Nature of Demand

Before passing on to the nature of demand, it's best
to describe the kinds of pharmaceutical products which are

available on the market.

Pharmaceutical products can either beyfor animal or
for human use. This thesis is interested in the pharmaceuti—
cal products effective in treating human diseases. Two
diferent distinctions are made with respect to such products;
that of between prescription and over-the-counter (0TC) drugs
and that of branded and generic drugs. Prescription drugs
cover those products which can only be obtained on a doctor's
prescription whereas OTC drugs can be obtained freely from
any retail pharmacy shops or, in some countries like the US,
even from the supermarkets. Branded products carry the brand
name of the company by which it is produced, whereas generic
drugs are sold under their chemical names. Prescription drugs
carrying a brandname are called ethical drugs, whereas O0TC
drugs under a brandname are called proprietary drugs. Ethical
drug sales cover about four-fifths of all drug sales and as

a matter of fact one can also talk of concentration on this

issue.




The nature of demand for pharmaceuticals is rather
different from the demandin other industries and this mainly
is responsible for the almost unique characteristics of this
industry when compared to other sectors in the manufacturing
field. ' |

'Since pharmaceutical products are concerned with
treating diseases, at least in the case of ethical drugs, -
the demand comes from the docfors who p{escribe the drugs
and not from the patients themselves. O0f course, it is a
different case with OTC drugs; however, thinking that up
until the recent times, sales of ethical drugs cover as much
as four—fifths of all the drug sales, it should not be wrong
to state that the choice of drugs is, to a large extent, made
by the doctors(122).

Since specific drugs are used in the treatment of spe-
cific diseases, it can easily be stated that the pharmaceuti-
cal market is subdivided into different markets which contain
drugs for those specific therapeutic fields(123). It is known
that individuals' reactions to drugs may vary to a great
extent(124). Therefore, it is desirable that there exists a
range of products in the same therapeutic field so that the
doctors can choose among those the one which suits best that

specific patient's physiology.

One other point which makes demand different in this
sector of industry with respect to other sectors is that
demand for drugs is inelastic to price differences unlike many
consumer goods. This is mainly due to fhe fact that it is the
physician's domain to prescribe any drug which he sees will

serve his goal of best treating the illness.

Demand for drugs is also dependent on a number of

other factors. Among these are the national wealth and the




existence or efficiency of the health care institutions.

Drugs are rather different from ethical drugs. Up_ until
recently they did not constitute the most important market
within the pharmaceutical industry. The recent developments
in OTC production will be dealt with in section 4.2.4, All

these characteristics of the demand for pharmaceutical

products affect the market structure of the industry and

accordingly determine the competition strategy to be followed.

4.2.3. Operation of the Industry

It has been explained before, that the industry has
a global character; that is, it operates on an international
level through the subsidiaries and licencees of multinational

companies around the world.

In order to gain an insight into how it operates as .
a manufacturing industry, one has to go into details of the

stages involved in the.development of a drug.

There are mainly three stages involved. The first
stage corresponds to the R&D activities. It is the most
important stage in the development of a new drug. This
process begins with an enormous number of chemical molecules
being tested until an individual chemical entity is found out
to have the desired effect for a specific disease. Although
the success of this research process was dependent on luck to
a great extent until recently now it is carried out more
consciously with the use of biotechnology as a basic research
tool. Biotechnology describes a range of scientific proce-
dures concerned with altering genetic material in living
organisms either to develop new biological entities or to mke
existing natural processes more efficient(125). Therefore,
the use of biotechnology makes it possible for the scientists

to understand beforehand, the way genes influence the course




of specific diseases and then design a new drug for that
purpose to interfere with this process, to stop the disease

or .prevent its advance.

Having found a new chemical entity (NCE), scientists

try to develop it into a marketable drug. The NCE, in the

development stage subjected to safety trials and <clinical,
testing first on animals then on humans. The results demons-
trate "the efficiency of a company's research philosophy and
skills"(126). After this, the NCE is put into a form and
applied a method which enable it to be produced in large -
quantities. 'In the meantime,‘the product whose safety and
efficiency has been proven is tested against competitor drugs
also. The overall R&D proceés requires high amounts of
investment; around $ 100 million is needed for the produc-,
tion of a new drug(127). Heavy expenditure on R&D
activities are mainly due to a few factors among which are
the high costs of establishing a laboratory, the need for
highly qualified personnel and the tests to be carried out.
These tests‘involve those carried out during the R&D activi-
ties as well as those to be applied to drugs in accordance
with the government rules and regulations before a marketing
licence is granted by the public authority. The need for such
as extensive testing and government intervention 1is the
result of the fact that the industry's field of operation is

concerned with public healthare This necessi-
tates that the products fulfill certain requirements and are

made up to the standards set by state health authorities.

The next two stages are concerned with the manufactur-
ing of a drug; first, the production of active ingredients
and raw material to be used for making up the drug and second,

the formulation of these into finished products.

Chemical production of active ingredients and raw




material is a rather complex process and requires high tech-
nology. It follows frpm this that a high amount of money has
to be invested. Since it is found out by the pharmaceutical
companies that costs are at the lowest when production of
this type is centralized, only a small number of companies
are involved in this stage both on é national basis and world
basis(128). Thérefore one can mention high concentration in

this sense.

After the active ingredients and raw materials are
produced by using high technology, the product is to be
‘formulated so that it can be put on the market. This process;,
in contrast to the others, can be carried out by the use of
simple and already known technology and this makes it
possible for production to be carried out at different
places. It can be stated that as a result of the relative
mobility of this stage, the international activities of the
pharmaceutical industry became more widespread. Internation-
alization mainly took place through the establishment of sub-
sidiaries by the use of direct foreign investment, especially
in the Third World countries. Consequently, the companies
involved in the formulation of pharmaceutical products are,

in general, of small and medium size.

Once a pharmaceutical product develops into a market-
able drug of commercial value it needs to be marketed, the
second most important stage which has an impact on the

success of a <certain drug.

In order to understand the market strategies used by
the pharmaceutical companies, it is necessary to stress the
fact that the pharmaceutical 1is subdivided into different

therapeutic fields. Drugs are then considered within the

therapeutic field to which they belong. This is important




with respect to competition because drygs belonging to
different therapeutic fields don't compete with each other
since they are not substitutable. One can only speak of com-
petition between drugs belonging to the same therapeutic
group. The drugs can be divided into two main categories;
prescription drugs and OTC drugs. Both types can be sold
under brand names or generic names. Drugs with generic names
have price competitién to a certain extent. However, competi-
tien among branded products is mainly based on non-price
competition; that 'is,iit is based on differentiation of
products. Branded product differentiation within the same
therapeutic field reinforces inelasticity of demand on the
part of the consumer by eliminating substitutability through
creating brand loyalty. Since OTC drugs are freely available
to the consumers, the market structure of these drugs are,
to a great extent, similar to those of any other consumer
goods. Consumers' preferences are the determining criteria
in the sales of proprietary drugs and, therefore, the market-

ing strategy is designed to affect the consumers directly.

The situation is quite different with ethical drugs
which are only available on a doctor's prescription. Since,'
in this case, physicians' choices play an important role in
the sales of ethical drugs, marketing strategy 1is directed
towards persuading the doctors as to the safety, efficiency
and superiority of a new drug. Due to the fact that the only
information the physician gets concerning the drug is from
the manufacturer until he tries it on the patients, it 1is
vital that the sales representativesare highly qualified and
well-informed. The most efficient marketing~technique 1is
found out to be direct marketing where the physician and the
sales representative gets into a one-to-one relationship.
Organization of conferences and advertising in medicine maga-

zines may also be émployed as marketing techniques. The

substantial economies of scale involved in this stage results




from the fact that the same sales representatives are used
to promote a range of drugs in the case of multinational com-
panies. In the case of smaller companies, the sales force
turns out to cost more since range drugs to be marketed 1is
less. The substantial economies of scale leads to a better
frequency of visits to the physicians and a concentration of

marketing possibilities.

At this point, price controls emerge at the national
level mainly due to the fact that governments ére;in Western
countries, the almost exclusive buyefs of drugs due to exten-
sive social security schemes. Therefore, the drug pricing
policy is, to a great extent, determined by the health policy
of that specific government. Pricing policy is important
since it affects the level of drug company profits and, there-
fore, the return that companies are able to receive on their

pharmaceutical patents.

4.2.4. Recent Developments in the Industry

The recent years have witnessed certain developments
which may affect the pharmaceutical industry positively as

well as others which may affect the industry negatively.

; While the steady growth and the advances in biotechno-
logy had positive impacts, the cost-cutting efforts of the
governments to reduce their drug expenditure has a negative
impact on the pharmaceutical industry. This is mainly because
the governments, in relation to their cost-cutting policy, en-
courage the production of the generic drugs; thus disfavoring
patented products. Moreover, the industry is under pressure
as a result of the increased period of time and cost of the
R&D process mainly due to the clinical testing and safety

trials that the governments require for granting a

marketing licence. In the meantime, the fact that some of the




highly profitable dfugs is almost coming to the end of their
patent lives causes an anxiety for the pharmaceutical drug

manufacturers.

In relation to these negative impacts, the pharma-
ceutical companies undertook certain activities which, if
become more widespread, may amount to the allover restructur-
ing of the industry. One such activity is the création of
mergers between the leading pharmaceutical companies of the
world(129). At the same time, others engage in joint ventures
or conclude agreements among themselves in order to increase
collaboration(130).

There exist two different attitudes towards these
changes. According to one view, these mergers took place
mainly on a defensive basis. It is a fact that mergers were
between companies involved in the production of patented and
prescription drugs. The operations of these companies are
research-intensive and they spend around 107 of their total
revenues on R&D activities(131). This view suggests that
these companies engaged in mergers in order to deal with the
increasing R&D costs which lie at the basis of their opera-
tions as well as the threat of the cost-cutting policy of
governments. In this way, they can achieve the economies of
scale in research and marketing and hope to overcome the
hardtimes. The other view suggests that these changes are
occurring as a natural response to the movements in techno-
logy and changes in the consmer preferences. According tb this
view, the reorganization activities through mergers are the
reorganization ways to make the most of these changes

preferences rather than evading their loss of profits.

The developments made in biotechnology have become

the source of research ideas for the leading pharmaceutical

companies. In spite of the difficulty in the patentability




of biotech products, the big companies try to get into colla-
boration agreements with the increasing number of biotech
companies(132). Others have already become important share-

holders in these biotech companies.

One more development that took place and is of capable
of changing the structure of the industry is the change 1in
the consuner preferences with respect to drug use. Self-medica-
tion has appeared as an alternative to the visits to the
thsicians(133). This change in consumer preferences
in favor of OTC drugs is relatively more seen in the US
rather than in Furope. However, the overall trend is that there
is a growing demand for OTC and this couples with certain

activities in the OTC sector(134).

Information on the nature of the pharmaceutical

industry provides evidence for stating that this sector of
industry is different from the other sectors of the manufac-
turing industry. To an extent, such information also sheds
light on the issue as to why pharmaceutical patents should
be considered in a different context than patents in other
industries. However, support is 'needed from the present
situation of the pharmaceutical industry to make the argument
in favor of pharamceutical patents 'stronger. An overall
review of the present situation with reference to the devel-
opments in specific areas of the sector explained in 4.2.4.

will serve this purpose.

Though an advanced high-technology industrial sector,
the pharmaceutical industry has yet to reach its maximum
level both in terms of development and in terms of achieving
one of its main objectives; the protection of the health of
world population. There are two reasons for this. One reason
is that the innovative sciences which direct development in

this sector are still in a phase of rapid evolution and are




f r from having reached maturity. The other reason is that a
there are still many diseases which are not satisfactorily
treated with currently available therapy. Among these are the
numerous 'orphan diseases' of which there are so few patients
that they have largely been neglected by the medical research
activities which were mainly devoted to wider scale needs.
This recalls the many specialized health problems and local
diseases of the third world which have also been neglected.
‘A1l of this demonstrates that there is major_growth potential
for the‘pharmaceutical industry worldwide in the near future.
Consequently, it 1is necessary to take into consideration
these factors in relation to the research process vital to
the industry.while making an assessment of the pharmaceutical

patents.

4.3. Pharmaceutical Patents

Before going on to discuss the situation of patents
in the pharmaceutical industry, it is necessary to go into
some detail as to what may be covered by a pharmaceutical
patent. In a patent application, a claim is made in order to
define both the invention and the scope of the forbidden

area.

It is possible to make four kinds of claims in the
pharmaceutical field; product per se claims, claims for phar-
maceutical formulations, process and product by process
claims and second indication claims. Claims for biotech
products and for methods of treatment can also be mentioned;

however, they are of less importance at this point(135).

A product or substance per se claim covers active
chemical ingredients and provides for the widest scope of

protection. The first draft of the claim generally covers an

enormous number of molecules. As the R&D activities proceed,




these molecules fall in number and the final claim is made
for a few individual chemical entities which are seen to be
promising in terms of commercial val e. These chemical

entities wil then be claimed by their full systematic name.

Such a claim is not always made for new compounds. It
is also possible to claim for protection of an already known
compound which is later discovered to have a different effect
or to a greater degree as to its known effect. This kind of
a claim results in the granting of a selection patent which
requires that it has not been disclosed in the earlier
patent.

Infringement of a product patent occurs due to any
commercial production or use of the substance in question,
no matter what it is used or sold for. Such absolute protec-

tion enables the patents to be enforced more easily.

Claims for pharmaceutical compositions or formulations
can be one of three types. The first is%made with respect to
‘an active ingredient already known; but not as a useful medi-
cine. This is similar to claims for a product and has the
effect of limiting the monopoly to what actually had been
invented. Second type is for the combinations of two or more
known active ingredients which, when come together, has an
increased effect. Third type specifies not only the active
ingredients but also the other components or characteristics
of the composition in detail. Such patents result from
detailed research and are applied for several years after the
patent for the active ingredient itself. This type gains
importance as formulations and delivery systems become more

sophisticated and is of high commercial value.

Process and product by process claims, however, are

of limited commercial value. These claims become important

in countries which have not allowed medicinal products to be




patented but do allow patents for processes for their prepa-
ration. Here the claim is made with respect to the precise
process by which a new invention was first synthesized.
Although the techniques used are probably standard, that is
already known , this type can be granted as to the novelty
of the process. Countries which allow only processes to be
patented do not, however, allow such claims to go very far
in making up for the lack of patents for products. Such a
limitation may create problems as to the enforcement of
patent rights against infringing actions. This 1is because
there are almost infinite ways to synthesize a given organic
molecule, because it can be very hard to prove that the pro-
duction of a given molecule infringes that of the patented
one and finallgfbecause the burden to prove that he did not
use the patented process is put on the defendant. As for its
commercial value, it can be said that sometimes it may prove
to be useful to patent a better process. It follows that
claims can be made for products which are produced by the
patented process and they are called product by process

patents.

Finally, claims for second indications are made for
new medical indications of the already known medicines. This
is a new development and such patents have only been recently
granted in Europe andwill rot expire for some time. It 1is
important for products whose patents are about to expire;
by finding a new medical use of that product, it can again
be patented. Under the protection of such a patent, the
patent holder can competitors advertising the product
in question, for the use declared in the second indication
patent. It would, however, be invalid in cases where the
product is usedamsold for the original purpose or in cases
where doctors and patients use the product for the new

purpose. The most important application for second medical

indication will occur where the original medical use was




disclosed but never practiced. Itis necessary to note here
that most of Europe and the USA allow second medical indica-

tions to be patented.

Biotech product patents create problems for the company
trying to patent it since a chemical is the natural product
of a micro-organism; claims for these are legitimate if it
is claimed in a form which does not occur in nature. Methods
of treatment, on the other hand, are not patentable in

Europe.

This background information on what may be covered by
a pharmaceutical patent is vital in order to be able to
understand the significance of patents for the industry din
one aspect. Especially the product per se patents and
patents for pharmaceutical compositions are good examples for
showing the necessity of patent protection even 1in the very
early stages of the invention. This is mainly due to the
extensive research activities being carried in the whole
industry. For this reason, the companies feel the need to
patent a chemical molecule if it seems to be promising in the
least sense of the word. It follows from this that competi-
tion is based on 1aunching>new drugs on the market; rapidity
and abundance of new drugs are two crucial factors in the
competitivity of the pharmaceutical companies. Assuming that
competition lies at the basis of development, a reward is

needed for encouraging inventions and '"patents are a device

for ensuring that such a reward is made possible"(136).

The fact that pharmaceutical products can easily be
copied once they are put on the market also necessitates the
protection of such products. It is common practice that new
patented drugs are analyzed by a competent company which 1is

able to rapidly determine their composition. The next step




is to make the necessary minor molecular modifications so
as to avoid infringing the patent protection granted to
the initial innovation(137). Referred to as 'imitative
innovation', this practice is considered to neutralize
the impact of the existence of pharmaceutical patents

which amounts to a barrier toentry(138).

Referring to a study carried by Taylor and Silberston
in 1973, it was found that, in general, the impact of the
patent system was not so important to innovation, and
also to pficgs and profits. The main exception was in
phafmaceuticals, where the impact was held to be very
important such that "without patent protection, research,
development and innovation were considered by the authors

likely to suffer severely."(139)

One more point to be made is that the patent
system benefits the society by encouraging early disclosure
of inventions. However, in return for his <contribution
to the society, the inventor 1is granted a monopoly for a
certain period of time during which the society is denied
free exploitation of the dinvention, a new drug in this
case. The fact that such a situation leads to higher.
prices for the new drug than would otherwise be the case
is used as a counter argument to pharmaceutical patents
since concerned with vital issues. However, "the mono-
poly element in the patent system is generally held to be a
price worth paying since the alternative is either

industrial secrecy or a reduction in the R&D investments

crucial to the pharmaceutical industry"(140).




The present situation with respect to the industry is
such that certain elements detrimental to the pharma-

ceutical patents have developed over time.

R&D activities have increasingly become - - costly
in terms of both time and money. This situation is the
consequence of the government policies concerning public
health and drug pricing. Governments' concern over public
health .together with the negative image <created by the
adverse effects of certain drugs in the '60s caused the
governments to impose on pharmaceutical companies
lengthy, extensive and costly clinical testing and safety
trials. This resulted in an increase in R&D costs and in the

erosion of effective patent life.

It has already been mentioned a few times that the
governments' role in the implementation of the policy
on public health results in the fact that. they become
the main buyers of .pharmaceutical products in West

European countries.

This, in turn, results in the interest of the govern-
ments to cut down the prices being spent on drugs and also
to encourage the production of generic drugs which are avail-
able at cheaper prices. In éhis way, the pharmaceutical com-
panies can not, anyhow, obtain the profits arising out of
patents for the whole of the patent term. The erosion of the
effective patent term when coupled with the emergence of
generic drugs, as soon as that short-term comes to an end,

have a negative impact on the profits of pharmaceutical

companies. Thus it may lower the innovative capacity of these

companies.




Difficulty in finding new drugs also contributes to
negative impactson inventions. This is mainly due to the fact
that‘the inventions made up until today have been in the
'easy' therapeutic fields. The 'difficult' therapeutic fields
have been discovered to an extent but there are yet specific
areas to be discovered. However, as the name recalls, it is
difficult. to find new drugs which are effective in these
specialized fields. As a result of the large number of
drugs which are produced in the earlier periods and which
are effective for broad therapeutic fields, the companies
thIyt0~ discover the narrow fields in between. Such a
situation- causes further segmentation in the pharmaceutical
product market aﬁd'.reduces the interchangability of such
products almost’ to a non-existing level. The monopolistic
character becomes even more preeminent. However, there is a
problem of demand. As this segmentation divides the whole
market into smaller therapeutic markets, the demand for such
specific drugs also shows a decrease mainly because these
drugs are effective in the treatment of relatively rare
diseases; the so-called orphan diseases. Thus a* balance 1is

established.

Finally, it will be appropriate to mention a study on
"The term of Patents" carried out in 1986 as evidence for
showing that pharmaceutical patents are different than other
patents in any other industry(l41l). As a result of the ques- .
tionnaires and interviews carried out in relation to com;
panies operating in chemical and pharmaceutical, electrical,
0il and engineering industries, it turned out that all
companies except those engaged in the pharmaceutical sector
were content with a patent life of twenty years. Such a
finding shows two things; first, that pharmaceutical patents

are different than patents in other industries, and second,

that the effective patent life, as it is, currently is not




sufficient for fulfilling the objectives of this industry.

Taking into consideration all the above arguments in
favor of pharmaceutical patents and the factors affecting
them negatively leads into the conclusion that attempts are

needed to increase the effective patent life.

At this point, mention should be made of the recent
developments with respect to moves to give longer periods of

protection for new drugs.

The USA, in which patent protection is 17 years from
.the date of grant, is the leading country in taking such an
action; the Waxman-Hatch Act has been passed by the Us
Congress in 1984. It is a kind of a compromise between the
manufacturers of the branded drugs and of the genéric drugs
The - legislation extends the patent term for branded drugs
for up to five years to compensate for the lost time. Such
an extension may be granted for a drug product, or process
of manufacture of a product, provided that the term of the
batent has not expired and that the product has been subject
to a regulatory procedures before being marketed or used.
As regards generic drugs, the Act provides for the filling
of an abbreviated application for the approval of a new
drug. However, reference should be made to a -previously
approved drug which had the same ingredients and conditions

of use and which is out of patent.

Japan who grants 15 years of protection after the
grant of the patent as of 1976 has made asimilar attempt. A
revision has been made to the effect that a six year period
of exclusive marketing was given in 1980. As from 1988, the

Japanese patent law was revised to give a maximum of five

year patent term restoration for pharmaceuticals(142).




5. PATENT PROTECTION IN EC PHARMACEUTICAL INDUSTRY

Just as patents in pharmaceutical industry need to be
considered in a different context than patents in other
industries, EC pharmaceutical patents require -~ further
consideration than the pharmaceutical patents in other
countries. This is due to three reasons. Firstly, the pharma-
ceutical industry in EC experiences hard times mainly due to:
the high degree of fragmentation of the market, the varying
levels of economic and cultural development across the
Community and the diversity of cultural and scientific
traditions. Secondly, patents, which by their nature
necessitates territorial protection, experience a quite
different legal status within the EC framework as explained
before. This situation is also reflected in the situation of
pharmaceutical patents in EC. Finally, the significance of
patents in EC pharmaceutical industry Trequires special
attention because of the role of the EC pharmaceutical
industry in the development of pharmaceutical industry on a

world basis as a consequence of its being one of the three

leading figures with respect to operations in this sector.

5.1. EC Pharmaceutical Industry

The pharmaceutical industry in the European Community
shows a high degree of similarities to that of the pharmaceu-
tical industry in general in terms of the basic characteristics
which distinguish it from the other sectors of industry. However,
it is different from any other national pharmaceutical
industry because of the high degree of fragmentation with
respect to the existence of 12 different territories within
the boundaries of the European Community. This is followed
by the fact that there exists different attitudes to the use

of medicine as well as wide variations in national wealth(143).




Different attitudes to the use of medicine 1is the
result of differences in the training and behavior of
physicians as well as the expectations of patients. Such
differences, in turn, are the result of social and psychological

factors fundamental to different societies.

These differences are reflected in the EC pharmaceutical
industry in a number of ways. The industry in EC is also
dominated by research-oriented multinationals originating
both from within and outside the Community mainly because the
costs of innovation are too high to allow any other strategy
to be followed(l44). However, there also exists quite a
number of independent companies of more limited capacity both
in terms of innovation and supply. These companies have
annual sales of ECU 5-75 million and they are successful in
keeping as high as 20-307% of the retail market in France,
Germany, Italy and Spain(1l45). The existence of these
independent the relatively small companies is proof of fragmentation
of the pharmaceutical market in the EC; mainly because they
concentrate on national markets and, therefore, move along

national, boundaries.

Supply is to a large ‘degree internatiqnalized: such
that in France and Germany, local companies have a share of
the market more than 50%. Supply from companies based within
the community accounts for 23% of the tdtal whereas supply from
outside the Community amounts to 347 of the total 237% of

which is by us based companies(146).

The impact of fragmentation of the EC pharmaceutical

market can best be seen in terms of demand. Demand shows

variations from one country to the other. These variations
can be explained 1in terms of the differences 1in
attitudes towards medicines and in institutional arrangements

by which they are delivered to patients. There can be observed




three traditions in this respect throughout the Community.
Denmark, Ireland, Netherlands and the UK display a kind of
negative attitude towards taking drugs. The situation 1in
the Mediterranean countries is quite the opposite in that they

are positive about taking drugs. Germany is a case in itself;
it shows elements of both traditions and also of its own(147).
Existence of these different attitudes to the use of medicine
is reinforced by the role of physicians especially of those
practising outside the hospitals since they influence the

scale and nature of consumption(148).

With respect to the operations df the industry, it can
be said that research activities are centralized; UK is the
country in which such activities are carried out to a great
extent. Clinical and development activities, on the other
hand, are decentralized mainly due to the differing rules and
regulations in each MS. Manufacturing of active ingredients
takes place in a small number of places among which Ireland
is one where such activity is concentrated. Since dosage and
formulation stage is relatively mobile and requires simple
technology and not much rules and regulations to conform to,
these activities can be carried out anywhere in the

Community(149).

As a result of the existence of differences in culture
as well as in social and psychological factors, the consumer
preferences as well as the choices of the physicians show
variations. This results in the fact that marketing is
carried out on a national basis rather than on Community
basis(150).

Price levels throughout the Community differ to a
great extent. Besides the variations in exchange and VAT

rates, variations in the reimbursement schemes and government

controls are factors which cause differences in drug prices.




This, in turn, caused the emergence of a new trade practice
within the Community; that of parallel imports. The practice
of parallel imports infringes the exercise of national
intellectual property rights and yet it is allowed according
to the jurisdiction of the Court who bases its decisions on
the free movement of goods principle. Such rulings of the
Court are not in the interest of the owners of the pharmaceu-
tical patents in EC and, therefore, the issue of parallel

imports needs to be further elaborated.

There are also variations among the Community countries
with respect to the rules and regulations that the national
governments impose concerning pharmaceutical products. These
variations result from the different attitudes of the Member
States with respect to: the safety and efficiency of the
pharmaceutical products, the reimbursement systems and
policies on drug expenditure and the local pharmaceutical

industries(151).

5.2. Harmonization Activities in EC Pharmaceutical Industry

Emergence of different national approaches on the
safety and efficiency of pharmaceutical products corresponds
to the creation of EEC in 1957(152). Such multiplicity of
rules and regulations governing the pharmaceutical marketing
authorizatiohs throughout the Community is not desirable from
the industry point of view. It is not desirable mainly
because it increases the risks and expenditures involved in
the operation of the industry on 2 Community basis. The
situation is also not desirable from the Community point of
view since it has a negative impact on the efficient working

of the common market based on free trade.

Mainly based on the above mentioned evaluations, the

Commission undertook the task of preparing a package of
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proposals aimed at the approximation of the national
administrative procedures for evaluating product safety(153).
Presented to the Council in 1962, the package of proposals
opened the discussion between the then six Member States as
to the system to be adopted by the Community. The choice was
to be made between harmonization of decentralized controls
based on the mutual recognition of national authorizations
and a centralized registration procedure to be implemented
by the creation of a European registration office. The
outcome of the discussion favored the harmonization of
administrative procedures for the evaluation of applications
for marketing licences in the short-run. However, it set the
ultimate aim of the standardization of scientific and medical
principles and criteria on which these licences ‘were

based(154).

To serve this purpose, a series of Council Directives
on pharmaceuticals for human use have been gradually adopted.
The first of these is Directive 65/5/EEC of 26 January 1965.
Giving a definition of a 'proprietary medicinal product' in

Article 1.1, it declares in Article 3 that

"No proprietary medicinal product may be placed
on the market in a Member State unless an
authorization has been issued by the competent
authority of that Member State".

The criteria on which the marketing approval mentioned above

is assessed are safety, quality and efficacy.

While the next Directive 75/318 of 20 May 1975 1laid

down the basis for general standards and protocols relating

to the required clinical tests and trials to be carried out
prior to marketing approval(155), Directive 75/319 provided
the basis for the establishment of the Committee on Proprietary

Medicinal Products (CPMP)(156). This Committee comprised of




experts who were to assess the clinical tests as specified
in Directive 75/318. The main purpdse for establishing such
a Committee was to enable rapid mutual recognition of a
licence granted by one Member State by some or all of the

Member States.

The 1985 White Paper, the main concern of which is the
completion of the Internal Market, provided a new stimulus
for the elimination of technical barriers. This development
was also reflected in the pharmaceutical field through the
adoption of ~a number of Directives serving this purpose.
Directive 87/22 of 22 December 1986, also called the EEC

High-Tech Directive, introduced a set of rules to aid the

development of European biotechnology industry in particular.

However, it applied to other advanced technological techniques
also. In practice, certain aspects of the Directive applies
to any new drug which involves a significant technical
advance(157). According to this Directive, when a licensing
application for a biotechnolog} product (or a high-tech
product) is made to the relevant authority of any Member
State referring to this Directive, the matter must be brought
by that authority before the CPMP for an opinion. If the
outcome is in favor of the product in question, then extensions
of exclusivity are granted by the provisions of Directive
87/21. This Directive gives a period of ten years' marketing
exclusivity to the innovator. The market protection period
starts from the date of the first authorization of the product
in the EC(158). A shorter period may be granted to products
not subject to biotechnology or high-technology rules. This
procedure provides for more centralized opinion formation by
the CPMP.

The Commission prepared a report in 1988 stating that
the multi-state procedure based on mutual recognition did not

work well in practice due to the fact that national licensing




authorities had 1little confidence in each others, system.
Final situation is that most of the Member States have stated
tpeir preference for reinforcement of the CPMP; both in terms
of its tasks and the possibility of making binding
decisions(159). The proposals for the "future system" in line
with the preferences of the Member ~States involve: a
decentralized procedure which would probably apply to about
90%Z of product applications; a centralized procedure-mandatory
for biotechnology products and optional for NCES; and national
procedures for purely 1local products. A new development
provides for a two-three year transitional period after 1992
so that companies will still be able to apply for registration
in several Member States at once, not just one; as will be

required under the decentralized procedure(160).

The diversity of drug prices throughout the Community
as well as the diversity of national marketing authorization
procedures create distortions in the Community pharmaceutical
market and industry(161). One result is the emergence of
parallel importing as a trade practice within the Community.
It is a trade practice which involves the reimportation of
products which are put on the market in another Member State
where a lower price is charged for that product than the
price in the country of origin and selling,in the country of
origin,that product in parallel with the some product. Rulings
of the Court of Justice allow parallel imports under Article
30 of the free movement of goods principle "even when the
differences in price arise from official regulation"(162).
However, this situation is contrary to the interests of the
multinational pharmaceutical companies since this will result
in constant downward pressure on prices which,in turn, cause
a decrease in the revenues of companies. Consequently,
financial source for research will not be sufficient to make

innovations in the long run. Therefore, the countries which

are the destination points of parallel imports and in which




products thus imported are significant, attempted to control
the admission of parallel imports into their country. Price
regulations are common practice so as to make parallel

imports unattractive.

However, price regulations, in turn are sometimes used
"to influence decisions about the location of industry
facilities"(163). Authority to control prices constitutes an
instrument for putting pressure on multinationals so as to
force them to create or expand local facilities in return for
the price they require for a certain product.'Such expansion
may burden the multinational companies with extra costs so
that they can not enjoy the benefits arising out of economies

of scale.

With respect to the differences in price levels, the
price transparency Directive has been adopted. The Directive
"seeks only to effect the transparency of pricing and
reimbursement systems in khe EC Member States, not to
harmonize them or instruct national governments in how to run
their pricing policies"(164). It is expected that, in the
long run, this Directive will have an effect as to the
approximation of national prices One of the most important
aims of the Directive is stated as avoiding all discrimination
in favor of certain products in terms of the free movement

of goods within the Single European market(165).

5.3. EC Pharmaceutical Patents

As it is seen, the EC has developed a Community
legislation by adopting Council Directives governing certain
aspects of the pharmaceutical industry where harmonization
was required. However, there exists no such action taken on
the part of the Council or the Commission as regards pharma-

ceutical patents which are the crucial instrument for the

development of the industry.




Indeed, the legal status of pharmaceutical patents
in the Community should be considered in reference to the
Community law on industrial and commercial property rights
explained in section 3-4. Actually, it is important to note,
at this point, that there occurred a shift as to the legal
basis on which the Court based its decisions concerning the
industrial and commercial property rights. The Court's rulings
in the first few cases in this field were based on Articles
85 and 86 of the competition policy. Beginning with the case
of Deutsche Grammophone, it began applying Afts. 30-36 of the
principle of free movement of goods. in <cases regarding
industrial and commercial property rights. It can be said
that the shift of the legal basis can be attributed to the

frequency of "cases on industrial and commercial property

rights. Which come up in relation to the practice of pafallel

importing.

There are mainly two cases related to pharmaceutical
patents: Centrafarm v.Sterling Drug(166) and Merck ;.
Stephar(167). The former was explained in Section 3.4 before,
but it is necessary to mention it under this section also.
The case was concerned with parallel imports arising out of
the differences in pharmaceutical prices in the Netherlands
and the UK. Referring to a question as to whether it was
possible for the patent holder to exercise the patent to
prevent such imports, the court ruled that free movement of
goods can only be prevented under Art. 36 for safeguarding
rights which constitute the specific subject-matter of this
property. The Court's definition- of the specific subject-
matter of a patent included: that the patent was given to
reward the creative efforts of the inventor; that the patent
guaranteed to its holder an exclusive right; that this
exclusive right was limited to the use of this right for the
manufacturing of such products and putting them into

circulation for the first time; that the exclusive right




could be exercised either by the patent holder or by the
third parties having licences; that this right also involved
opposing infringements. The Court came to the conclusion that
Article 36 could be used to stop free movement of goods
between MS on the grounds of protection of industrial and
commercial property rights,if the product in question was not‘
patentable in the country of exportation where that product
had been put on the market by third parties and without the
consent of the patent holder. Howevér, if. fhe country of
exportation allowed the product fo be patented and that the
product was put on the market by the patent holder or with
his consent, then Article 36 could not be applied to prevent

free movement.

Second case, Merck v. Stephar, involved the parallel
importation of the phérmaceutical product from a MS where it
was not possible to patent such products. The Court ruled,
in relation to this case, that even if the products were not
covered by national industrial property rights in a given MS,
the fact that such products have been put on the market by
the patent holder or with his consent provides sufficient

ground for the exhaustion of such rights.

The jurisdiction of the European Court of Justice on
cases involving industrial and commercial property rights had
two important consequences: erosion of exclusive rights
arising out of national industrial and commercial property
rights and emergence of a Community law of such rights. These
consequences, in turn, reduced the negative impact of the
differences between national laws concerning industrial and
commercial property rights on market integration in the

Community.

Attempts were made to support the case law in shaping

a better harmonized law of industrial and commercial property




rights. The first of the two complementary Conventions, which
provided the basis for further progress in this field, is the
European Patent Convention. As explained in more detail in
Section 3.2, this Convention also applied to countries other
than the Member States of the Community. It was concerned
with the patent granting procedures and left the patents in
the field of competence of national authorities once they
were granted. The European Patent Convention Article 167(2)
enables the signatory states to make a reservation with
respect to "chemical, pharmaceutical and food products"(168).
This reservation only concerns European patents in so far as
they confer protection on such products. Since this Convention
is concerned mainly with the granting procedures, it only
declares that a reservation is possible with respect to
pharmaceuticals. The rest is left within the field of
competence of the signatory states. What is of concern for
the EC pharmaceuticals with respect to the above-mentioned
reservation is not applicable in the Member States of the
Community Patent Convention since there is no specific
provision to this effect. Such a consequence results from the

unitary character of the Community patent(169).

"The system under the European Patent Convention is
quite favorable to pharmaceutical patentees"(170). Claims to
new chemical entities are allowed except in Greece, Portugal
and Spain where patent protection for pharmaceuticals is not
available at all(171). Italyiwas included in this group until
1978. It is now possible to apply for pharmaceutical patents
but most of the commercially important medicines of today
were invented before the change in the law so that they are

still not protected in Italy.

European Patent Office does not allow method of

treatment patents but allow patents for second medical

indications. In theory, the fact that the European Patent




Office decides to grant a patent in particular form does not
mean that the courts in any particular country will uphold
it, but second indication claims have been allowed under
national law in Germany, and the UK(172). On the other hand,
the Community Patent Convention, not rapified as yet, was
designed to complement the European Patent Convention to:
reach the ultimate aim of a unified Community Patent System.
For this reason, the former showed variations from the
latter. First of all, Community Patent Convention is designed
to apply exclusively in the Member States of the European
Community. It has a wider scope than the other in that the
former aims to regulate all Etages of a patent system. Its
provisions are, to a large extent, based on the Court's
judgments. This Convention provides for a unitary pateﬁt

which would not prejudice the operation of the single market.

Relevance of the Community Patent Convention to the
pharmaceutical patents can be found in its provisions
governing licences and exhaustion of rights opening the way
to parallel imports. The Convention distinguishes betwéen
three types of 1licences which are contractual licences,
licences of right and compulsory licences. Since no Court
precedenfs existed concerning the exhaustion of rights arising
out of a product put on the market under a compulsory licence,
this Convention provides under Article 81(3) to the effect
that exhaustion of rights principle does not apply with
respect to such licences within the meaning of Article 81(1)
and (2)(173). Article 81(l) stresses the need for 'express
consent' of the patent holder in order for the exhaustion
principle to apply to rights conferred by national patents.
Article 81(2) provides for the exhaustion principle to apply
whenever it can be shown that economic connections exist

between the two patent holders involved in parallel imports.

Another issue to be discussed about EC pharmaceutical




patents is the erosion of their effective life of patents.
I;is a problem which, indeed, threatens the pharmaceutical

industry all over the world.

This situation arises mainly due to two factors.
First, pharmaceutical companies seek patents as soon as they
feel that a patentable invention has been made. Therefore,
the development activities still take considerable time.
Second, increasingly more complex regulatory‘procedures have
been adopted before granting a licence for "the a marketing of

new drug.

The result is that the pharmaceutical companies can
not enjoy the exclusive rights arising out of a patent to the
fullest. This, in turn,results in a fall in the profits which
are invested in further R&D activities. The measures
encouraging generic drug production cause them to come up on
the market soon after the patent expires and worsens the

situation for the research-oriented pharmaceutical companies.

The EC Commission acknowledged the situation in 1984.
Furthermore, in 1987, it noted that the protection conferred
by patent law, and 1in particular, the European Patent
Convention, is sometimes insufficient because the maximum
period of 20 years is frequéntly reduced by the time taken

to complete testing and obtain authorization(174).

The 10-year marketing exclusivity period, provided for
in Directive 87/21 has helped, but it is not an answer to the
problem. In Denmark, Ireland and Luxembourg, the period of
exclusivity is six years and Spain and Portugal do not need

to implement the Directives until 1992.

Attempt to approach the problem by making an amendment

to the patent term stated in the European Patent Convention




was prevented since the German government opposed the idea
and also since the British government preferred that an
initiative is taken .on a European basis not on a national
basis(175).

The inspiration for the Commission's proposal for
pateht restoration certificates came from the similar French
proposal made by the body representing the French pharmaceu-
tical industry. A draft Directive was prepared by the European
Federation of Pharmaceutical Industries' Associations (EFPIA)
and presented to the Commission in May 1989. The scheme was
that the holder of a marketing aufhorization pursuant to
Directive 65/65 would apply to his national patent office for
the certificate within six months of the first such approval
and before the expiry of the patent. The draft Directive
provided for a maximum of 30 years' protection from the date
of filing(176). It was designed in a manner to avoid conflicts
with the EPC. Belgium also submitted a draft law in May 1987
to introduce é 20 year patent term from the date of marketing

authorization for pharmaceuticals.

However, the Commission's initiative to extend pharma-
ceutical patent terms by means of a complementary certificate
was not welcomed by the European Patent Convention. A working
party has been established to consider the compatibility of
the EC initiative with the Convention and whether the
contracting states would be willing to make a special provision

for pharmaceutical extension or rather restoration(177).

Following this, the Commission submitted a proposal
for a Council Regulation on "the creation of a supplementary
certificate for the protection of medicinal products"(178).
The proposal aims at improving the protection of the

innovation in the pharmaceutical sector and patents are

regarded as the best tool for achieving this. In this way,




it is intended that the pharmaceuticall industry will be

provided with necessary conditions for the discovery of NCEs
which will din turn guarantee therapeutic- and scientific
progress in European health care.

The fall in the number of European origimated NCEs
compared to those of the USA  and Japan, and the need to
compensate long experimenting and authorization periods and
to provide harmonization of national developments in this
recpect have been the additional major forces behind this

proposal,

Basic requirements and the duration of supplementary
certificate will be wuniform for the whole  Community. The
overall protection will be 16 years and‘the duration given
by the certificate will not exceed 10 years. The proposal
also refers to the fact that a similar.legislative action has

gone into force in the USA in 1984 and in Japan in 1988,

In the achievement of the above mentioned respects,
the proposal creates a supplementary protection certificate
which will be granted by each Member State at the request
of the holder of the basic patent. The request is made with

respect to a pharmaceutical product with authorization for marketing.

"The proposed system, which is linked to both the
marketing authorizations system and the patents
system, has specific characteristics and
particuler features, as a result of which the
certificate is a national certificate harmonized
at the Community level and essentially different
from the basic patent"(179).

It is commented on the proposed patent certificates
that "they would be granted on the basis of a specific EC
instrument and not on the basis of the European Patent

Convention. The conditions under which they would be granted




would be different from the EPC conditions,’in that the patent
certificate would not be protecting a pharmaceutical invention
but a marketing approval. This means that "the patent
certificate would be a specific form of industrial property
protection giving the product the same rights as would a
national patent for a specific period of time... The
certificate would use the existence of a patent only as a
condition for the granting of a new form of industrial
property protection right. As a result, ... it's probably
incorrect to talk about an extension of patent life, although

economically this might well be the effect”"(180).

It follows that such an action taken by the Commission
suggests an intention of the Community to proceed along the

path towards the creation of an industrial property system of

its own.




6. CONCLUSION

In this thesis, an attempt has been made to show that
it is vital for patent protection to be granted to pharma-

ceutical products in the EC. The outline is designed “to

v
arrive at this conclusion through dealing with the topics of

internationalization of patent protection, pharmaceutical
patents and EC pharmaceutical patents individually. The conc-
lusions arrived at each chapter forms the basis of the next
chapter; thus in the end showing the necessity for EC pharma-
ceutical patents} Therefore, the concluding remarks on each

of these topics will be given in order.

It can easily be observed that attempts to unify the
" national patent laws on a Convention level proved successful
only so far as the granting procedure is concerned. It can
be concluded that further wunification requires a greater
degree of integration on social and economic as well as legal

.

aspects.

With respect to the necessity of patent protection in
pharmaceutical patents, it can be stated that such a claim
may be made mainly on the basis of the characteristics unique

to the pharmaceutical industry.

- The importance of R&D.for competition and develop-
ment in the industry,

- The necessity for patent protection in tﬁe early
stages of invention against imitators because of the easily-
copied nature of the NCEs, and

- The early disclosure of inventions providing for
the society to benefit from the innovations in a rapid and
widespread manner are the most important features of the
industry - which make patents for pharmaceutical products a

'must’'.




Besides these, recent developments with respect to

social, political and economic concerns over the pharmaceuti-

cal industry are also important in that these caused the

emergence of new trends which, in turn, led to the destabli-
zation of the traditional pharmaceutical industry.'New devel-
opments in the industry point to the need for more R&D which
can only be reinforced by the patent protection granted to

the pharmaceutical products.

The increase in R&D and operating costs, the encoura-
gement of the production of generic drugs by the governments
as well as the pressure on the industry for price-cutting
constitute severe threats to the pharmaceutical industry in
its existing form. Other problems faced by the industry are
the drop in the number of NCEs as a result of the above
developments, the shift in the consumer preferences towards self-
medication and, one of the most important, the difficulty in
finding NCEs. The last point 1is closely related to the fact
that all the easy therapeutic fields have been discovered
before. The only remaining therapeutic fields are difficult
in the sense that inventions are not possible at the end of
each research process. This situation threatens the health-
care of the world population since there are as yet diseases

for which no remedies have been found.

All these factors necessitate the restructing of the
pharmaceutical industry. The main trend is the formation of
mergers and acquisitions to build a greater mass 1n R&D and
a globalized market force. Emphasis being put on R&D bring

together with it the emphasis on pharmaceutical patents.

In addition to all these, the fact that EC pharmaceu-
tical industry risks being left behind the USA and Japan
as a result of the final measures taken with respect to patent terms in

their countries. The fact that attempts for similar measures




have been initiated by some of the Member States gives rise
to an urgent need for the unification of the national patent
systems, the divergences with respect to which already
hinders the operation of the common market. Consequently it
can be concluded, on the whole, that on the way to single

Market, it is inevitable for progress to be undertaken in

this respect.
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