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ABSTRACT

This thesis deals with the role of patents in the transfer of technology and
industrialization of developing countries, with a special focus on the role of pharmaceutical
patents and the development of the pharmaceutical industry.. In particular, this thesis
examines the working of patents and the compulsory licensing system in ﬁe case of non-
working as well as the compulsory licensing system for pharmaceuticals from the
perspective of the Paris Convention and the national patent laws.

The following problems are addressed: 1) Whether and under what conditions
patents facilitate or hinder access to technology and how they can be made to facilitate
access of technology to developing countries in particular in the pharmaceutical sector. 2)
Whether the obligation to work the patent and the sanctions that are provided when the
patent is not being worked, ie., compulsory licence and revocation, are adequate and
effective in promoting the interests of developing countries for industrialization and 3)
Whether compulsory licences can be applied in the interest of public health under different
circumstances and if they would help the development of the pharmaceutical industry and
the transfer of pharmaceutical technology.

These problems will be viewed from the perspective of the intemational system
of patent protection as it is embodied in Article SA of the Paris Convention for the
Protection of Industrial Property and as it interacts with the various national patent laws

of member countries.
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The breakdown of the thesis into chapters is as follows: an introduction, five
chapters and conclusions.

Its first chapter gives a historical background of patents. The Paris Convention
would not have come to exist without preceding national patent laws. Thus it seems
necessary to discuss the mam landmarks in the evolution of patent law, in order to
highlight the justification for eaxly patent laws. A significant event, the antipatent
movement, is then analysed. It has been traditionally accepted that patents helped the
industrialization of a country. However, can a country without a patent system become
industrialized? After the discussion on the antipatent movement, the events that led to the
establishment of the Paris Convention for the Protection of Industrial Property are
mentioned and then the Paris Convention is discussed. In particular, the principles that
make the Paris Convention work are examined and the way in which it is administered,

The second chapter deals with the role of patents in developing countries in
general and the third chapter with the role of patents which are relevant to pharmaceuticals
in particular. The second chapter deals with the role of patents in the transfer of
technology to developing courmes In order to evaluate this role the second chapter looks
first upon the theories that trﬁ.ht:lona]ly have justified the grant of patents in developed
countries, However in developmg countries a different set of circumstances exists. Thus,
the second chapter examines whether the same theories can apply to developing countries
where different needs and interests exist or whether a different set of theories is needed
in order to jﬁsﬁfy the patent grant in these countries. In order to do this an evaluation of
costs and benefits associated with the patent grant is examined when the patented invention
is put in production into the country and when it is not being worked. The purpose of this

analysis is to analyse the impact of patents on developing countries and find out whether



I

xi
patents work for or against developing countries and under what conditions they could be

made to work in favour of developing countries and to help the industrialization of these

countries,

Chapter three examines the role of patents which are relevant to pha.rmaceutit_:als
in developing countries. Developing countries want to have access to safe ana reasonakly
priced drugs. However access to pharmaceuticals may be prevented by constraints within
this industry. Patents may be one kind of these constraints. Thus, a brief overview of the
pharmaceutical industry seems necessary in order to highlight the main features of this
industry and examine how pacents work and why they are important to this industry.
Then the third chapter discusses the kinds of patents that are available for pharmaceuticals,
Each category creates different results and has a different impact on a country. Patents’
role on the transfer of technology to the phaﬁnaceutical sector of developing countries is
analysed and the status of present developments in this area is mentioned. Many countries
exclude from the patent system certain sectors when they consider them vital to their
economic development, public health or national security. For example, pharmaceuticals
is one of these sectors that in some countries may be limited or excluded from patent
protection in the public interest, as are nuclear and atomic energy inventions in other
countries.

The fourth chapter deals with the working of patents and the sanctions in the
case of non-working. Working is a very important aspect of the patent grant'that may
decide the access to new technology. The patent grant makes sense if the patent is ‘worked
in the country that granted it, in wh_i_ch case technology may be transferred given that
restrictions are not attached to the agreement. As a matter of fact the patent right is

granted to the patentee and in exchange he has the obligation to disclose his patent so that
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society would benefit and technology would be diffused. A second obligation that society
puts on the patentee is the obligation to work his invention in order that technology is
effectively transferred. When the patentee does not properly use his right but instead he
abuses it, then safeguards are called for in order to protect the public interest. Thus, this
chapter analyses the working of patents and the sanctions that are provided in cases when
the patent is not being worked, i.e., the compulsory licence and revocation of the patent
grant, As was mentioned above, national patent laws may be constrained by the Paris
Convention. Thus the evolution of the working and compulsd}y licensing provisions in the
Paris Convention are examined and the strong opposition that was raised towards these
provisions is seen as well as the support by countries which considered that public interest
necessitates such provisions in their patent laws. The fourth chapter analyses the question
of interpretation that arises with the provisions on compulsory licence and revocation as
are embodied in Article 5A of the Paris Convention, and the national measures that were
taken with regard to these provisions. The purpose is to decide whether these provisions
that refer to the working of the patent, revocation, and the compulsory licence in the case
of non-working are effective and can really safeguard the public interest of developing
countries or whether there are limitations and delays that reduce their potential and the
developing countries’ freedom to take necessary measures.

Furthermore in the fifth chapter the question that arises is whether such
provision, i.e., compulsory licence, can effectively safeguard the public interest. Could this
kind of compulsory licence be imposed on specific sectors when overriding reasons of
public interest require it? Could compulsory licences be granted under the Paris
Convention for pharmaceuticals on different terms, ie., without the delays and the

limitations that are attached to the compulsory licences which are granted in the case of
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abuse, for example, non-working? Would such licences be in accordance with or in
violation of the Paris Convention? It is with these questions that the fifth chapter deals.
First it exarfiines the developments that have taken place on an interhationa.l level and how
different legislations have regulated the issue. Then one specific country, Canada, is
reviewed because of the very recent developments that have taken place in Canada in the
field of pharmaceutical patents and because the research and analysis of this thesis was
conducted in Canada; therefore it is interesting to examine the Canadian perspective and
see if there are any models that can be followed by developing countries. The fifth chapter
examines where the Paris Convention stands on the issue of compulsory licences for
pharmaceuticals and discusses the steps and actions that developing countries have been
taking with the Paris Convention and their attempts to revise co;npulsory licence provisions.

This thesis concludes that on the national level developing countries should take
full advantage of the opportunities allowed by the Paris Convention and legislate on these
&éu that are left free to legislate. Developing countries should allow for pharmaceutical
processes while eh'miﬁating pharmaceutical products from patent protection and provide a
compulsory licence for pharrr;aceuticals in the interest of public health where the constraints
set by the Paris Convention do not apply. On the international level efforts should be
continued towards revising the Paris Convention as far as compulsory working and
compulsory licencing are concerned, The latest draft text, the Nairobi text, is a step in the

right direction,



1
INTRODUCTION

The end of the devastating World War II brought hopes for peace and
constructive development in the world. These hopes were materialized in such activites
as the reconstruction of Europe, the establisinment of the United Nations Organization and
the foundation of the European Community. Soon after the end of the war, however, a
new reality emerged in the world arena with its leading actors the two superpowers, the
USA and the USSR, and the two alliances that they formally established, NATO and the

 Warsaw Pact. For most of the laner half of the twentieth century, conflicts between these
- two power blocks dominated world affairs. Only recently has there been any diminution

of tension between Eastern Europe and the West.

Parallel to this sequence of events, other circumstances shaped the world political
scene. After a long and unprecedented struggle for freedom most countries achieved their
political independence from colonial rule. All these new nations joined the United Nations
Organization. However, the dissimilarity between developing countries and the developed
world gradually became apparent. Colonialism had left its scars on the Third World. All
the newly independent countries were at a comparatively low level of development’, The
era of political colonialism for many nations had ended, only to be replaced by a period
of North-South disparity.

'"The reasons for their state of underdevelopment are found in political, economic, histoxjicj': sociological
and demographic factors, Colonialism is considered to be one reason for underdevelopment<while existing .
institutions and conventions are thought by developing countrics to perpetuate this situation. == -
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A common characteristic of all developing countries is a lack of technological
development. In developing countries, where 3/4 of the world population lives,? the per
capita income is less than 10 percent than that of the developed countries and the GNP is

$660, whereas in developed countries it is $10,050°.

Yoo

In many sectors the developing countries face a range of complex problems.
They face the reality 6f an infrastructure which is characterized by unequal distribution of
income, high illiteracy rates, unemployment, undemourishment, absence of primary health
care facilities and high prevalence of diseases. Moreover governments which are often
unstable because of a combination of internal and external factors, lagging in technology
and non-existent or quasi-existent industry are the main parameters of underdevélopn‘:ent. L
The existing economic and technological gap between developing countries and the
developed world is widening.

Since the achievement of political independence the primary objective of all
developing countries has been to promote industrialization through economic development*
The necessary prerequisite for economic advancement is the development of a strong
technological base. Technological development iswconsidered the key element in the

industrialization process and can be considered as synonymous with economic development.’

* George Thomas Kurian, The Encyclopedia of the Third World, 3rd ed. (New York: Facts on File, 1987)
Yol IIT at p. 2241, Appendix V, Table 1,

* Id, at p. 2242, Appendix V, Table 2.

“See for example the strategies followed in India towards this purpose in A. Ramachandran, "Self Reliance
in Technology and Patent System” in The Importance of the Patent System 1o Developing Countries: Collection
of Lectures Given at the World Symposium organized by WIPO at Colombo, Sri Lanka in February 1977,
(Geneva: WIPO, 1977) at p. 294 (hereinafter WIPO Colombo Symposium).

*Trends and Problems jn World Trade and Development, UN Doc. UNCTAD/TT/28 Suppl. (1987), at p. 6.
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The development of a technological base would gradually shrink the technological gap
between the developing countries and the developed world and thus help materialize the
New International Economic Order aspirations and goals of the developing countries of
equality and industrialization.®

Technology however is not for free. It is not humanitarian aid but a commodity
bought and sold in international markets’. This fact has a consequence of great magnitude,
The owner of such technology, or in other words the supplier of such technology makes
it available and in return asks for payment. The supplier of technology in a market
economy country may be either a multinational corporation (hereinafter MNC) or a medium
or small size enterprise or a government, usually a socialist government in a centrally
planned. economy country®. As will be seen, in the pharmaceutical sector a few MNCs
from developed market economy countries dominate the production, trade and technology

in the pharmaceutical indusn-_y throughout the world; developing countries rely almost

“Declaration on the Establishment of a New International Economic Order, G.A. Res. 3201 (S-VII) (1 May

1974), para. 4(p); (1974), 13 Int’l Legal Materials 715, Programme of Action on the Establishment of a New

Intemational Economic Order, G.A. Res. 3202 (S-VI) (1 May 1974), sec. IV(B) and (d); (1974), 13 Int'l Legal
Materials 720,

"See Guidelines for the Study of the Transfer of Technology to Developing Countries, UN Doc. TD/B/AC.
11/ (1972), at p. 5 para. 17, (hereinafier Guidelines), which states: Technology is considered 1o be an essentiat
input to production, it is 8 commodity subject to international transactions in various forms such as "... capital
goods and sometimes intermediary goods .. human labour usually skilled and sometimes highly skilled and
specialized manpower ... [and] ... information whether of a technical or a commercial nature, which is either
readily available in markets or subject to proprictary rights and sold under restrictive conditions"; See also,
Licensing Guide for Developing Countries (Geneva: WIPO, 1977) at p. 28. For the components of technology
sce The Channels and Mechanisms for the Transfer of Technology from Develope 1o Developing Countries, UN

A A — ——  ————— b

Doc, TD/B/AC.11/5 (1971) at p. 6 para. 19, (hereinafter Channels).

—— e . S— -—— . ———————— St W

Research, UN Doc. TD/B/C.6/64 (1980); see also Promotion of Transfer of Technology by Small and Medium-
sized Enterprises to Developing Countries: Public Policy Implications and Applicable Instruments,. UN Doc.
TD/B/C.6/79 (1982). = =
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exclusively on the MNCs for such technology.’

An important matter related to the dependency of developing countries on
developed ‘countries is the appropriateness of technology. Appropriate technology is a
crucial developmental concem since some products are inappropriate for the special needs
and circumstances of developing countries'.

On the one hand, the reasons for such inappropriate technology may be that
developing countries do not possess the necessary skills and knowledge to disseminate
and adapt the technology transferred into their country or even to make the right initial
choice when there may exist the same or better technology on terms more advantageous
for them. On the other hand, the reasons for such inappropriate flow of technology may
be either because it has been designed for consumers’ needs in developed countries and
therefore does not necessarily fit the priorities of developing countries or in the case of
the pharmaceutical sector because pharmaceutical research is concentrated in Western type
diseases and only a minimal amount of research is focused on trdpical diseases. In other
cases the essential drugs needed in developing countries are not a profitable market, given
the strict controls imposed on these essential drugs.

The development. of the much-needed technological base (incli:aing the
pharmaceutical technology), can be achieved through local production and development of
the indigenous capabilities of the country and/or through the acquisition of technology from

abroad in order to complement the local industry.

SSanjaya Lall, Major Issues in Transfer of Technology to Developing Countries: A Case Study of the
Pharmaceutical Industry, UN Doc. TD/B/C.6/4 (1975), at p. 22, (hereinafier Lall (1975)); see also Gary Gereffi,
The Pharmaceutical Industry and Dependence in the Third World (Princeton: Princeton Univessity Press, 1983),
(hereinafter Gereffi). )

"Gereffi, supra note 9 at p. 198.
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Developing countries can acquire technology through a variety of ways. The

various mechanisms of transfer may be classified into two categories according to whether
" several or one supplier is used to acquire the technology, i.e. the unpackaged transfer and
the packaged wansfer.” |

In the unpackaged form of transfer outright sales of goods and services take
place, such as consultancy agreements, management contracts, etc. Unpackaged form of
transfer occurs mainly in developed countries which possess the experience to operate such .
technology.

In the packaged form of transfer Foreign Direct Investment or Joint Ventures and
licensing agreements are usually involved. The recipient of the technology does not usually
possess the experience and skills to operate the technology, a situation that often occurs .
in developing countries. Thus the supplier has control over the technical and managerial
part of production of the project, a consideration that carries a lot of weight for MNCs,

In practice, a package form of transfer usually involving a2 Foreign Direct
Investment is the MNC’s classic way of transferring technology to the developing countries.
Foreign Direct Investment comprises various elements of technology, capital and
management and exerts a considerable degree of control,!?

Another mechanism of transfer is through a Joint Venture, where the recipient
has more control over the imported technology. This is more prevalent in the more

advanced of the developing countries,”

"' Guidelines, supra note 7 at p. 8, para 35.

Channels, supr note 7 at p. 25, pam. 61; Sec also Major Issues Arising from the Transfer of

" Technology 1o Developing Countries, UN. Doc. TD/B/AC.11/10 (1973) at p. 11, (hereinafter Major issues).
(V)

¥ Suresh B. Pradham, International Pharmaceutical Marketing (Westport Connecticut: Quorum Books,
1983) at p. 32, (hercinafter Pradham); See aiso Guidelines supra, note 7 at p. 11 para. 54.
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An altemative method by which technology may be transferred is the licence
agreement. The licence agreement is a contract that may transfer technology which is
protected by an industrial pi-Opcrty right such as a patent, a trade name, a design or a
copyright. The industrial property rights confer the exclusive right to the holder of the
property 1o prevgﬁt unlawful use, production, importation or sale by others. They permit
the holder to use, produce, import, sell or licence articles covered by industrial property
rights for a monetary consideration called royalties. In the licence agreement the recipient
has a greater degree of control over the irhported technology than he has via the Foreign
Direct Investment mechanism, unless rertricted clauses are inserted in the licence agreement
in which case the control shifis 1o the suppiier of the technology.

Highly sophisticated and complex technology that has been patented, such as
pharmaceuticals, is usually transferred in a packaged form. Thus, especially when the
technology is complex and new and beyond the capabilities of the local infrastructure, such
as is the case in developing countries,_yhe classic way to transfer it is by way of licence
ag'neemént within the framework of a Foreign Direct Investment or joint Venture scheme
with equity participation.

Particularly for pharmaceuticals, even when the techniques involved are simple
(such as packaging and formulating of pharmaceuticals), the usual way of transfer is by
licence agreement and/or Foreign Direct Investment with majority owned or wholly Foreign
owned enterprises, i.e., enterprises which are owned and controlled by MNCs.

Thus, one of the ways in which technology can be transferred to developing
countries is by way of technology embodied in a patent which is part ofﬁ pacjls;zfge transfer

i
involving a licence agreement within a Foreign Direct Investment or Joint Venture scheme,

[
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Developn.fz countnes need technology in order to promote industrialization.
Among the various msnmt.ons that govern access to new technology are patents. A patent
confers the exclusive nght to the inventor, ie., the patentee, to use, produce, sell and
import his patented invention for a limited period of time. Thus, with the patent the
patentee has a monopoly over use, production, sale and importation of the invention to the
exclusion of any unauthorized party.

Society confers such an exclusive right to the patentee as a reward for his
contribution, efforts and expenses and as an incentive fof further inventive activity. Thus
a portion of competition is relinquish:gd and a monopoly is instead legally created for a
limited period of time. This monopoly however is balanced against the benefits that
society expects to gain through the required disc'osure of the invention and through the
industrial use of the invention. Hence, a patent is granted in order to encourage industrial
use of the patented invention and foster technological and economic development.

Patents constitute one of many instruments for transfer of technology to

__developing countries. Patents may facilitate access to technology through the exclusive

rights accorded to the patentee by creating a favourable climate for investment and through

the benefits that flow when the patented invention is locally used in production, ie.,

employment, knowledge and technical skills, foreign exchange savings, improvement in the

‘balance of payments etc.

However, patents may hinder access to technology because the exclusive rights
accorded to foreigners may involve onerous restrictive clauses for the country, or they may
be.used to prevent the importation of cheaper products, or they may prevent a national firm

from pfbducing similar products, even when the patentee does not start local development.
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Thus, the patentee may not work his patgi?;t in the country but instead, he may
license it and put onerous terms in the licensing agreé:nent: Altematively the patentee may
choose to import the product covered by his patent instead of producing it, since
importation is among the rights conferred to him by the patent. In this way he can use
his patent rights eithef to exclude all other importers from importing the invention or he
can prevent all other producers from producing the invention in the country. Thus he can
charge high import prices and secure for himself a monopoly position in the market.
Consequently the country will not be able to shop around to find alternative sources of
supply at more competitive prices. Hence the patent may become an obstacle to import
from cheaper sources of sﬁpply and may result in an absolute and exclusive permit.
Furthermore, the patent may become an obstacle for local production of the invention. As
a matter of fact, as will be seen, in developing countries 80-85% of patents are owned by
foreigners and 95% of them are never used in production but instead are used to secure

a monopoly on imports.

" The question that arises, within this context, is whether patents facilitate the
transfer of technology to developing countries and assist them in their industrialization
procegﬁé,or whether they hinder such access to technology and industrialization, Therefore
in order to assess the role of patents it seems necessary to compare the costs and the
benefits associated with patents and weigh them, in order to see if the ﬁatents work in
favour or against developing countries. In the latter case, i.c., if they work  against

developing countries it will be necessary to examine the conditions, if any, under which

patents can be made to work in favour of developing countries.

S
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The pharmaceutical industry serves as a good case study to examine the role of
patents in developing countries because developing countries want to promote
industrialization in this sector and have access to safe and reasonably priced drugs.
Furthermore, patents are very important to this industry. The pharmaceutical industry
incurs heavy expenses during the research and development for a new drug. Production
costs on the other hand are not equally high. Pharmaceuticals can be easily imitated by
scientists with the necessary skills. Patents however erect a shield against imitation and
against competition and thus they determine this industry’s profitability.

On one hand developing countries want to have access to safe and reasonably
priced drugs and to promote industrialization in the pharmaceutical sector. On the other
hand, the pharmaceutical industry wants to recuperate its costs and to make profits. Patenfs

provide this means with the monopoly they create against competitors. Thus a

_ confrontation of interests takes place. Will developing countries’ interests be protected

_without harming the industry’s interests?

There exist two main categories of patents that are relevant for pharmaceuticals:
the product patent and the process patent. Each has a different impact on developing
countries. Thus, for example, when a country grants a patent that protects a pthﬁiaceutical

' product then it cannot procure the raw materials needed 1o produce the pharmaceutical nor
can it start or build upon a production of a pharmaceutical industry. Furthermore, it cannot
import the pharmaceutical product from other suppliers but it will be obligated to rely on
the patentee who enjoys an absolute import monopolyl and exclusive distributorship, This
results in high prices of the pharmaceutical. The question arises: what are the alternatives
that exist for a developing country in order to procure good and reasonably priced drugs
and/or start building up a pharmaceutical indus__iry? In order to evaluate this problem we

I
{
b
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will examine the kinds of patents that e)’c,ist for drugs and we will analyse the role that
each kind plays on developing countries’ access to pharmaceuticals. We will further
’discuss what form of patent protection seems more appropriate for developing countries

taking into account the legitimate interests of the industry.

As was mentioned above, a patent is granted in order to encourage industrial
exploitation of the patented invention and foster technological development. A means to
achieve this purpose is the working of the patent and, as will be seen, when the patent is
worked in the country that granted it, the technology may be transferred; otherwise, when
the patent is not worked, then the flow of technology may be hindered.

Thus, when the patentee does not propetly use his patent but instead he abuses
it by not working the patented invention in the country (for example when he uses the
patent as an import permit) then safeguards are catled for in order to protect the divergent

interests that are involved in the granting of a patent, i.e., those of the patentee and those
of the country that granted the patent. These safeguards are compulsory licences and/or
revocation of the patent grant. A compulsory licence authorizes a person to do acts which
would nothave been possibfe for him to do without this licence, i.e., he can produce or
import the patented invention without the patentee’s anthorization. Revocation is a sanction
that terminates the patent grant. ‘-

The patent right is governed by the national law of the country that issues the
patent. However, on the international level patents are regulated by the Paris Convention
for the Protection of Industrial Property. The Paris Convention is the most important
multilateral agreement ':for the regulation of industrial property rights. The international

system of patent protection, as embodied in the Paris Convention establishes certain legal
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stan'dar'gs that member countries should follow. These legal rules however may limit the
freedom of a member country from legislating and taking all the appropriate measures to
prevent abuses that may result from the patent grant.

The question that arises within this context is whether the Paris Convention, and

. in particular the "common rules” that establishes when the patent grant is abused, takes into

account and promotes the interests of developing countries or not. In other words does the
Paris Conventid;i"l'ielp or hinder developing countries in acquiring technology and their
efforts towards industrialization in particular in the phannéceutica.l sector? And what could
developing countries do in order to have access to technology and promote their economic

development in the pharmaceutical sector?

It is with such questions and problems that this thesis is concemed.
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CHAPTER 1

THE INTERNATIONAL PATENT SYSTEM

This chapter provides a historical background of patents and a review of the
Paris Convention. First, the most significant milestones in the history of patents will be
discussed in order to highlight the rationale of these early patent laws. Then the anti-
patent movement and its effects will be examined. Finally, the Paris Convention, which
constitutes the main instrument of the international system of patent protection aid regulates
international transactions invélving industrial property rights, will be discussed focusing on

the principles that make the Paris Convention work.

L1 Historical Background

1.1.1 Early Patent Laws

i. The Venetian Patent of 1474

The first patent in a form of a statutory instituted patent law originated in the

city-state of Venice. The Venetian law of 1474 is considered to be the precedent for

“ Long before the Venetian patent, in the 3rd century B.C., in the ancient Greek city of Syvaris
there existed a provision that referred to a kitchenware item that could be considered the forerunner of
contemporary law of patents. In the Middle Ages, the invention was considered a property of the guilds
which dominated the whole economy. In the Renaissance the princesses and lords of the various guilds
had absolute power to arbitrarily grant monopoly privileges over production and sale of certain products,
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contemporary patent law. According to this law, "the first and true inventor" was given
a monopoly but obligated to exploit his patent, otherwise it was revoked. The main
rationale behind the Venetian patent law was the promotion of the interests of society. In
the Venetian patent law, which "prpvided for patents as a matter of right and general
principle, not merely of royal favour,-"" we find the same elements that prevail in modem
patent laws. It should be mentioned here that the Venetian patent law was instimuted when
Venice was already at the peak of its development; Venice was "the dominating sea power
of tﬁe world from the year 100 to 1500. About 1400 she largely monopolized the trade

between Europe and the rest of the then-known world."

ii The Statute of Monopolies of 1623

In England, the scheme of royal grants to individuals was the practice until
1603 when there was an organized reaction against such an activity. In Darcy v. Allin,
the Case of Monopolies, the royal grants were severely criticized.” It was held that these
exclusive monopolies were against “the liberty and benefit of the subjects” and against the
common law. It was suggested that for “"the public weal" a monopolx should be granted
for only 14 years for the sole purpose of exploiting the patent and making the product.
This proposition formed the basis of the Statute of Monopolies enacted in 1623. With this

. % G. Mandich, "Venetian Patents from 1450 10 1550" (1948), 30 J. Pat. Off. Soc. 162 at p. 177,
(hereinafter Mandich).

* F. D. Prager, "A History of Intellectual Property from 1545 to 1787" (1944), 26 J. Pat. Off.
Soc. 711 at p. 712, (hereinafter Prager). B

" Darcy v. Allin (1602), 11 Co. Rep. 84, In:Darcy v. Allin, 2 monopoly on playing cards was

declared void by the court. See H. G. Fox, The Law and Practice of Letters Patent of Inventions in
Canada (Toronto: Carswell, 1926) at p. 223,
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Starute the system of royal favours was finally abolished when the Parliament compelled
King James I to sign the famous statute which had been called the Magna Cana of Patent
Law. Similar to the Venetian patent law, in the Stamte of Monopolies, the working of
inventions was perceived as obligatoryl and its ratonale was centred on the economic
interest of society.” The Statue of Monopolies, however, went a step further than the
Venetian patent in that it not only granted a patent to "the first and true inventor” but to
those who introduced a foreig_n technology aiming at urging the British citizens to introduce

a foreign invention for the benefit of the national economy."

iii The French Patent Law of 1791

The next landmark in the evolution of the patent law was the French Revolution
of 1789 that abolished the guilds which had existed since the Middle Ages. The French
Revolution led to the Declaration of the Freedom of Trade and the establishment of a
comprehensive patent law in 1791 The French patent law of 1791 was influenced by the
ideas of the Revolution and the Declaration of the Rights of Man and consequently the

inventor’s right vias perceived as a right of man and as a property right? Parallel to the

** Edith Penrose, The Economics of the International Patent System (Baltimore: The John Hopkins

e e ——— — A — —————

University, 1971) at p. 3, (hereinafter Penrose),

® UIf Anderfelt, The Intemational Patent Legislation and Developing Countries (The Hague:
Martinus Nijhoff, 1971) at p. 44, (hereinafter Anderfelt).

¥ Id. at p. 14; see also Penrose, supra note 18 at p. 8.

* From France the patent institution spread to other countries such as Belgium (1817), the
Netherlands (1817), Spain (1820), Mexico (1832), Sweden (1834), Portugal (1837), Austria (1810) and
Venezuela (1878). The Austrian patent law took a diametrically opposite view from the French law by
rejecting the inventor’s natural right concept and accepting rather the natural right to imitate an inventor's
idea.

i
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French patent law, the United States Constimtion empowered Congress "to promote the
Progress of Science and useful Ants by securing for limited times to Authors and Inventors
the exclusive rights to their Writings and Discoveries,"® and thus the first Federal Patent

law was passed by Congress and signed into law by George Washington.

1.1.2 The Antipatent Movement

A milestone in the evolution of the patent law was the large scale anti-patent
movement from 1850-1873. - This serious crisis was a result of the free trade ideas that
prevailed at that time. |

In Britain, royal commissions and various committees held inquiries about the
deficiencies and abuses of the patent law that led to a patent reform in 18722 In
Germany, pressures were crea;z;gl by trade associations and chambers of commerce and
with the support of Bismark, pa.;ent laws, deemed as "injurious to common welfare"* were
abolished. In the Netherlands, the patent law was repealed in 1869 because “a good law
is'an impossibility."® In Switzerland, proposals for a patent system were rejected in 1849,
1851, 1854 and 1863. All proposals were rejected on the basis that patent protection
seemed to be harmful and unjustifiable,

2 An. I, sec. 8 of the United States Constitution of 1789,

® 1t provided, inter alia for compulsory licenses and a minimum 7 year term.

% See Penrose, supra note 18 at p. 14.

® Fritz Machlup, An Economic Review of the Patent System, Study of the Subcommittee on
Patents, Trade Marks and Copyrights of the Committee on the Judiciary, United States Senate, 85th
Congress, 2nd Sess., Study No. 15 (Washington: Government Printing Office, 1958) at p. 14, (hereinafter

Machlup).

% Ses Penrose, supra note 18 at p. 16.
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The conflict over the patent’law system had a great impact on the evolution of

patent law and on the above-mentioned countries, especially the Netherlands and

Switzerland.

1.1.2.1 The Case of the Netherlands

The 1870-1914 period is regarded as the period in which the Netherlands became
an industrialized country. This period coincides with the absence of patent protecuon in
the country. This patentless period was beneficial to the Dutch economy.” During this
period, two great industries were founded and achieved an impressive level of development,

In 1871, the first margarine factory was founded in the Nethcrlands, using an
invention patented in France. The absence of a monopoly secured through a patent did not
deter the margarine industry i’rom getting established and maintaining a leading position in
the market,”

Similarly, the first incandescent lamp factory was set up by G. Philips and
during the patentless period achieved its spectacdlar growth and became a world concern.”
Incandescent lamps were already known and established in the world market; there was
competition mainly from “Compagnie Continentale Edison" in France and AEG in

Germany.* The fact, however, that there was not a patent system in the Netherlands gave

s
NN

N

3 E, Schiff, Industrialization Without Patents (Princeton: Princeton University Press, 1971) at
p. 56, (hereinafter Schiff),

® The invention was made in 1869 by Meje Mourits. The margarine industry was founded by
Jurgens and Van den Bergh and became the greatest industry in the Netherlands.

* It was founded at Eindhoven by G. Philips in 1891,

® The Edison company had patented the Edison’s cdtbon filament lamp. E. Rathenay was its
licensee who established AEG in Germany, |

I
ol



17

Philips an advantage over AEG and Edison. The absence of patents meant that foreign
firms, such as AEG and Edison, would not éet a patent in the Netherlands and thus could
not secure a monopoly position in the market, a sitmation that would have delayed
production for Philips and would have obligated the company to sign a licence agreement
with the patentee (Edison) accepting all his onerous restrictions and high royalties. As a
 matter of fact, this is what happened with AEG in Germany”. Philips, however, avoided
all these impediments in its development as the result of the absence of a Dutch patent and

succeeded in growing into a company of global proportions.
Hence, the lack of a patent law did not stifle industrialization; indeed, these

two particular industries benefited from its absence.

1.1.2.2  The Case of Switzerland

The same can be said for Switzerland. The absence of patent protection has
not hampered industrialization.” In Switzerland, as is mentioned above, several proposals
to introduce a patent law Wwere rejected, as the prevailing climate—toward the patent
institution was hostile. Typical is the attitude among industrialists and businessmen as is

expressed in a memorandum characterizing the patent system as a "cup of sorrows".* The

3 AEG Was confronted with considerable obstacles and a series of restrictions imposed by the
patentee (Edison Company). In 1887 AEG succeeded in getting rid of the "satellite position vis-A-vis
the original Edison Group." See Schiff, supra note 27 at p. 62,

2 ', atp. 67.

® 14, at p. 103,

% “In the interest of the general prosperity of industry and trade patent proiection, that cup of

sorrows may pass from us” See Schiff, supra note 27 at p. 87.
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same anti-patent attitude prevailed in the Zurich Chamber of Commerce and resulted in a
strong debate between the pmponqhts and the opponents of a future patent law.™

It should be mentioned within this context that two Swiss industries, the textile
industry and the chemical industry, ;uongly opposed a prospective patent law as they were
persuaded that the costs were considerable and would outweigh the benefits."”*® The
chemical industry in particular opposed and debated on all fronts any Swiss patent law,
This industry insisted that in the event of enactment of a patent law it should be left
outside the scope of the patent law, In the 1883 Zurich Congress Resolution, which was
in favour of a patent system, the chemical industry was recommended to be excluded from
the patent law.”

Notwithstanding the absence of patent protection and the opponents’ argument
that the absence of patent protection would result in deterring the stimulation of industrial
progress, inventive activity was vigorous. Many inventions took place and many companies
were established and achieved a spectacular growth during this period. In 1859, Alexander
Clave founded a silk dying factory in Basel. From this small factory emerged the
Chemische Industrie in Basel (CIBA) in 1884, which grew inte a giant world concern.®

In addition, the textile industry became very successful despite its English

competitors. Parallel to the textile industry, the electro-technical industry achieved an

% A report was published in 1886 based on a survey containing the position of institutionalists
and businessmen: “The majority of the big industrialists of Zurich are not in favour of the granting
of patents". See Penrose, supra note 18 at p. 122, £

% See Schiff, supra note 27 at p. 92.

3 Chemica! products and précesscs including pharmaceuticals were left outside the Federal Patent
Law on the Protection of Inventions in 1888, Under the new law of 1901, chemical and pharmaceutical
products remained unpatentable and only processes were patentable,

* It produced a dye {mauve) invented in 1856 and patented in Great Britain by Perkin, Today
CIBA is considered among the top 50 multinational pharmaceutical companies in the world.

\f
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impressive growth with a sexjies of inventions that mechanized the textile industry. Many
other industries were established during this patentless period, a fact that led Schiff to
conclude that "no nation, large or small, with or without a patent system, has contributed
as many basic inventions as did Switzerland during her patentless period."® Among the
most important industries to be mentioned are the chemical industry, the chocolate industry,

the soup industry, the baby food industry, and the perfume industry.*

1.1.2.3  Concluding Remarks

All these significant industries prove that many inventions and useful products
are po'sélib'lg even without patents in the country of origin.’ The chemical industry
especially was helped rather than hindered by the absence of patent protection.

In the case of Switzerland especially, chemical products were very popular in the
world market and in straight competition with German products.” This situation resulted
in threats originating in Germany against Switzerland and focusing on retaliatory actions

such as imposing duties on imports. These threats of retaliation were coupled with the

¥ See Schiff, supra note 27 at p, 110,

4 Kohler (1832); Spruegli (1845); milk chocolate invented in 1875; chocolate fondant invenied
by R. Lindt (1879); in 1883 Julius Maggi invented the first ready-to-cook soup powder and "Maggi
Cubes”; Heg‘.ﬁ Nestlé invented a baby food cereal (farine lacts) and “instant coffee” that became a big
success in the USA,

“ Not only invention, but foreign investment can flow into a patentless country as happened in
patentless Switzerland with Anglo-Swiss Condensed Milk Co. See Schiff, supra note 27 at pp. 112 and
123,

2 I, atp. 104,

© The fact that chemical products were not hampered by patents resulted in very competitive
prices; se¢ Penrose, supra note 18 at p. 123.
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moral and political pressure of the Paris Convention and resulted in the adoption of a
patent law.“

In spite of the hostile anitudes and strong debates, the antipatent period came
to an end after having exposed the imperfections of the institution and especially its
monopolistic and restrictive feature. Many reasons have been given for this end, such as
the Great Depression ard the strong nationalism and protectionism that grew out of it and
maybe, perhaps more importantly, the compromise solution of the compulsory licence.*

At any rate, the conclusion that can be drawn from these historical events and
experiences is that a country can achieve economic and industrial development even withah_t'l
the help of a patent system.

From _Lhe strong anti-patent movement emerged the need to impose safeguards
on the system. AThese were sl;apcd in the form of compulsory licences which seemed to
be the best method to reconcile the conflicting interests. involved. Thus, compulsory licence

was conceived as a compromise solution for conflicting interests,

1.2 The Paris Convention for the Protection of Industrial Property

1.2.1 Events Leading to the Paris Convention

By the end of the 19th century, as trade and industries were becoming influenced

more and more by intemational co-operation, knowledge and commodities were crossing

“ In the case of Swilzerland, the pressure was even more intense since the headquarters of the
Intemational Bureau were in Berne. However, the law that was enacted as a result of the pressure
provided for compulsory working, compulsory licensing and excluded drugs from patent protection,

4 See infra, text at p. 100 gt seq.



21

borders more easily. Given the evolving intemnational interdependence of countries, it
became necessary to protect inventors’ rights and to protect industrial property rights in
general on an international basis. |

The laws of a country relating to patents, however, were, and still are, concemed
only with those acts that are performed in the country itself. Thus, the exclusive rights
conferred on the patentee by the patent are prescribed and conditioned by the laws of each
country, and are legally effective only within the defined territory of the country which
granted the patent. The rights are not effective in other countries.* Consequently, the
patentee of country A can exercise the rights derived by his patent in country A, but not
in country B. Only acts performed in country A infringe his patent, not the ones
performed in country B. This is the principle of territoriality which derives from the
territorial limitation of sovereignty and which underlies the interational system of patent
protection.” The effect of the principle of territoriality is that the grant, the extinction and
the consumption of the rights conferred on the patentee by the patent are limited to the

territory of the country that granted the patent.

 ‘There are three exceptions: i) The European Community Patent granted pursuant to the
Community Patent Convention adopted at Luxembourg in 1975 will have effect in 12 member countries
of the European Community (Belgium, France, Germany, Greece, Italy, Liechtenstein, Luxembourg, the
Netherlands, Ireland, Spain, Portugal and the United Kingdom); ii) The ESAPIRO Patent granted by the
Patent Office of the Industrial Property Organization for English Speaking Africa in Harare, has effect
in five member countries of ESAPIRO (Ghana, Malawi, Sudan, Uganda and Zimbabwe); iii) The patents
granied by the African Intellectual Property Organization in Yaounde have effect in 12 member countries
of the Libreville Agreement (Benin, Cameroon, the Central African Republic, Chad, Congo, Ivory Coast,
Gabon, Mauritania, Niger, Senegal, Togo and Burkina Faso (Upper Volta)).

4 This principle is expressed in the various national laws which cover aspects such as the

requirements of patentability, the obligations of the patentee, the term of the patent, the exclusion from .

patentability etc,
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Given the principle of territoriality, if a patentee desired protection for his
invention in several countries, he had to secure such protection in each country separately.
Consequently, foreigners experienced extreme difficulties in securing their rights. Two
obvious impediments were the diversity of domestic laws and the considerable limitation
on the patents of foreigners. It was apparent that the overall simation m respect to patent
protection for foreigners was uncertain and inadequate and created cumbersome problems.
Out of these problems emerged the need to protect the inventors’ rights on an intemartional
level.®

The inadequacy of international protection for patents and for industrial property
became particularly apparent in an International Exposition that took place in Vienna in
1873 and which amazed the world with ‘all the latest inventions.® The inventors were
reluctant to place their inventions in the exposition because of the lack of protection. As

a result of the negative climate towards patent protection, the Congress for Patent Reform™

“ To mention just a few of these diversities, it was possible that a patent obtained by a patentes
in his country for his invention might not be patentable in another country. His invention might not
qualify for the novelty requirement set forth by the law of another country. Furthermore, the patentee
had to apply for a patent to all the countries at exactly the same time in o der to safeguard the novelty
of his invention. Some countries would contend that publication in other countries constituted breach
of their own novelty requirement. To these substantive obstacles, we could add administrative prablems
such as proper documentation and different times for payment of fees.

® Mention should be made here of the very first acts that emerged in the evolution of the
international protection of industrial property. These were provisions based on the system of reciprocity
and were incorporated in bipartite treaties between various countries. Up to 1883, there were signed
sixty-nine bipartite treaties of commerce or of friendship, special declarations, agreements, or conventions,
Yet only a tiny fraction of these acts provided provisions for the reciprocal protection of patents: The
Customs Convention of 1876 between Austria-Hungary-Liechtenstein and the Treaty of Commerce of
1881 between Austria-Hungary-Germany, The rest of the treaties dealt with other rights of industrial
property law such as trademarks and tradenames. See list of all 69 treatics in S. Ladas, Patents,
Trademarks, and Related Rights - National and International Protection (Cambridge: Harvard University
Press, 1975), Vol. 1 at pp. 43-45 (hereinafter Ladas) ‘

%I, atp. 59.

! Congress for Patent Reform, August 4 to 9, 1873.
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was convened at Vienna “to bring about an international understanding upon patent
protection™? in order to accomplish uniformity in the area of patent law.

Following the Vienna Congress for Patent Reform, the International Congress

“on Industrial Property met at Paris in 1878 and created a permanent International

Commission to convoke "an official international conference with the task of determining
the basis of a uniform legislation,"*

Accordingly, the "Projet d'une Union Internationale pour la protection de la
Propriété Industrielle" was drafted and circulated to other states inviting them to an
official conference. This Conference took place in 1880 in Paris and aﬁﬁyzed the draft
with the aim of promulgating "provisions suitable for incorporation in an international
convention,"*

Thus, the focus has shifted from "uniform legislation" to “"provisions suitable...
in an international convention" within the context of a Union which would provide general

rights and principles in order to secure the rights of industrial property on both national

and intemnational levels.

' Resolution I (f). See Ladas, supra note 49 at p, 60.

# September 5-17, 1878. The Commission met on Sept. 18-19, 1878, Ten wealthy and powerful
countries were officially represented. None of them was a developing country in relevant terms,

——  ———— et

% Journal de Droit International Privé (1880), p. 678 cited in Ladas, supra note 49 at p. 63,
The author of the draft was Jagerschmidt from the French Delegation.
¥ Conférence Intemationale de Paris pour la Protection de la Propriété Industrielle, November

4 10 20, 1880. Twenty countries were represented. Seven were not as wealthy and powerfut as the
other thirteen. :

s
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122 The Principles of the Paris Convention

In 1883, in Paris, the Intemational Conference approved and opened for signature
 the draft Convention, and thus the International Union for the Protection of Industrial
‘l‘ Préper_ty was created® Eleven countries were the original parties to the Paris Conven&fﬁ?"*-
namely: Belgium, Brazil, France, Guatemala, Italy, tht:‘. Netherlands, Portugal, El Salvador,
Serbia, Spain and Switzerland”” With the Union, a permanent Intemnational System of
Industrial Property was created. The Paris Convention “constitutes the most important
general international instrument in the field of industrial proﬁexty.""

The aim of the Paris Convention is to protect the Industrial Property rights:
"the countries to which the present Convention applies constitute themselves into a Union
for the protection of industrial property."*

Two fundamental principles define the scope and dimensions of the protection
of industrial property provided by the Paris Union: A) The National Treatment Principle

and B) The so-called "Unionist" Treatment Principle.

4931, at pp. 27-28 (hereinafter Paris Convention). The Paris Convention was signed by Belgium, Brazil,
France, Guatemala; Rtaly, the Netherlands, Portugal, Salvador, Serbia, Spain and Switzerland on March
20, 1883, It was ratified by the representatives of the 11 countries that signed the Convention on June
6, 1884 and came into effect on July 7, 1884,

S E] Salvador denounced thie Paris Convention and withdrew on December 26, 1885, Guatemala
denounced the Paris Convention nad withdrew on November 8, 1894, Brazil is the only original party
developing country that remains member to the Paris Convention,

% Klaus Pfanner, Deputy Director General of WIPO, "The World Intellectual Property
Organization” (1970), 10 L L. C. at p. 10.

% An. 1, para 2 of the Paris Convention. _
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A) According to the National Treatment principle,® nationals of each of the
contracting countries enjoy in all otl;er member countries of the Union the advantages that
the laws of these countries grant to their respective nationals. Thus, the principle of
National Treatment consists in “the application, without any discrimination, of the national
law as applied to nationals of the country itself."®!

By definition, this principle is opposed to the principle of reciprocity, since
foreigners are assimilated to nationals and enjoy the same protection that is available for
nationals. A country that imposes few restrictions, such as low taxes and fees, cannot
claim analogous treatment in other countries. Similarly, a citizen of a count\ﬂy that does
not recognize patent rights can be granted such rights in another country of the If.Tnion since
no reciprocity is recognized in the Convention. Hence, the principle of National Treatment
may lead to inequalities given the different circumstances that prevail in every country.®
The obligation to grant National Treatment raises a problematic issue as far as developing
countries are concemed because it “is not in harmony with the interests of developing
countries."® In the past, this obligation may have been adequate to protect industrial
property rights since it was applied to countries with basically similar economic structures.
Today, the majority of member countries of the Paris Convention are dcveloping'?ﬂcour_’:tries

which are basically poor and lag behind in technological and industrial development. As

® An. 2, para 1 of the Paris Convention.

¢ G.H.C. Bodenhausen, Guide to the Application of the Paris Convention for the Protection of
Industrial Propenty (Geneva: BIRPI, 1967) at p. 129, (hereinafier Bodenhausen),

% See Ladas, supra note 49 referring 1o the concems expressed by the United States,

@ C. Vaitsos, "The Revision of the Intemational Patent System: Legal Considerations for a Third
World Position" (1976), 4 World Development 85 at p. 89., (hereinafter Vaitsos-Legal Considerations),
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will be seen, practically all economically important patents issued by developing countries
are owned by foreigners,*

The National Treatment principle means that foreigners are placed on an equal
basis with nationals. The grant of equality, however, only makes sense when the parties
involved are in a general way equal; when they are not, equality of treatment simply gives
the stronger party unlimited freedom to utilize his power at the expense of the weaker
party.

This principle tries to create a legal equality between member countries and
especially between foreigners and nationals. The National Treatment principle, however,
does not succeed in achieving this goal. When and if national patent laws become
harmonized and if countries achieve a relatively equal economic development, then this
principle will become more acceptable and efficient.

For this reason, developing countries are concemed about the unfavourable
terms® and they are trying to revise the National Treatment Principle.

B) According to the "Unionist” Treatment principle of the Paris Convention,
nationals of each of the contracting countries enjoy special rights_ and advantages that the
Convention recognizes over and above the rights that are provided to nationals by the
national law of each country.

Thus, the Paris Convention contains a number of common rles d’)ﬁich apply

to all members of the Union, "purporting to furnish an equitable solution of the problems

N
i

“  See infra text at p. 39.

“ See Vaitsos - Legal Considerations, supra note 63 at p, 88.

i
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arising from the diversities of legislation and the need for protection of vested rights of
industrial propeftyﬁl;hving a really international charactrer."®

Among the provisions that establish common legislation to all members of the
Union is the right of priority, which permits a patentee who has filed an applicaiion for
a patent in one of the member countries to obtain recognition for his claim in the other
countries, i.e., he has the rigﬁt to file subsequent applications in other member countries.”
The patentee enjoys a priority of twelve months to file subsequent applications in the other
countries without the novelty of his invention béing destroyed or iﬁva]idatcd in the
meantime by publication or exploitation or other parties obtaining any rights before him,

Furthermore, a special advantage constitutes the independence of rights,® which
declares that a patent applied for a particular invention in any of the member countries of
the Union shall be independent of all other patents obtained for the same invention in other
countries of the Union. Thus, pursuant to this provision, revocation or nullity or duration
of one patentj\does not affect another patent in another countrj-r' of the Union, for the same

invention, |

%  See Ladas, supra note 49 at p. 271.

§ An. 4 of the Paris Convention. It was created out of the problems posed by the principle of
territoriality, In the past (before the PC), the patentee was faced with serious problems, such as the
burden of simultaneously applying for a patent in all countries in order to obtain patent protection, a fact
that was extremely difficult and expensive, if not impossible, Moreover, another party might have
applied for a patent in another country ahead of the patentee and thus might steal his right. Further
problems derived from the novelty requirements of some countries which required a universal absolute
novelty, and prior publication in another country would destroy the newness of an invention and therefore
deprive the pateniee from acquiring a patent for his invention. It was these problems that the right of
priority sought to solve,

@ Art. 4bis of the Paris Convention. It was introduced at the Revision in Burssels in 1900,

;;\
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Other important rights and advantages that constitute common legislation are the
abolition of forfeiture for importation of patented articles,” the right of the patentee of a
process patent to import™ and the restrictions and limitations on the obligation to work and
compulsory licences and revocation of patents which are discussc_ed in the fourth chapter,”

Notwithstanding ﬂ}g existence of the "Unionist” Treatment principle with all its
constituent common rules, member countries of the Union are free to establish their own
laws and regulations taking into consideration their national interests and needs.”
Consequently, among the areas that are left free for each member country to legislate are
the criteria for patentability, the choice of a first-to-file or first-to-invent system, the choice
of an examination or registration system, the duration of the patent grant, the choice to

graﬁt patents for products or processes and the choice of which fields would be covered

by patents.”

1.2.3 The Adrrﬁnistraxion of the Paris Convention - WIPO ///

The Paris Convention provided for periodical conferences of revision with the
aim of introducing amendments to improve its system. Such conferences of revision were

held in Rome in 1886, in Madrid in 1890-1891, in Brussels in 1897 and 1900, and in

‘: Art. S(A)(1) of the Paris Convention to be discussed later.

™ An. 5 quater of the Paris Convention,

" Ans. 5(A)(2) and 5(A)(3). In addmon to all these fundam:ntal rights and advantages, other
rights constituting common legislation and accorded by the Paris Convention are: The right of the
patentee to be named in the patent even in these countries where this is not required (Art. 4ter) and
the right 10 a period of grace for the payment of fees for the maintenance of patent rights (Art, Sbis),

™ See Bodenhausen, supra note 61 at p. 15.

I

™ See infra text at p. 79 gt seq.

PPN —
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Washington in 1911; after World War I, conferences of revision were held in The Hague
in 1925, in London in 1934, in Lisbon in 1958 and in Stockholm in 1967.7¢

Despite the various periodic revisions that took place, the Paris Convention
forms a juristic union. The successivé Acts of the Convention do not constitute
independent treaties but constitute rather varied texts of one and the same organized Union
as a consequence of which a state' enters or leaves the Union as a whole. For example,
a member state cannot denounce the Stockholm text and declare that it remains bound by
the Lisbon or London text. Similarly, a state can accede to the Union only to the last
revised text and not to an earlier text. Thus, for example, a state that joins the Union can
only accede to the Stockholm text, whereas a member of the Union which has already
acceded to the Hague or London text can only accede to the Stockholm text and not to the
Lisbon text.”

Because of these periodic revisions of the Paris Convention member countries
may not necessarily be bound by the same text but rather by different texts, Thus, when
a new country accedés to the Stockholm Act, it is necessarily bound to all other member

states which have acceded to earlier acts of the Convention by the text of the Convention

™ The Paris Convention for the Protection of Industrial Property of 20 March 1883, revised at
Brussels on 14 December, 1900, at Washington on 2 June 1911, at The Hague on 6 November 1925,
at London on 2 June 1934, at Lisbon on 31 October 1958, and at Stockholm on 14 July 1967. See Parig
Convention, supra nole 56.

™ 1d,, Ant. 23(a): "After the entry into force of this Act in its entirety, a country may not accede
to carlier Acts of this Convention," New countries can accede to the Union by notifying a declaration
of accession 1o the Director General of the Intemational Burean. The accession produces its effects
three months after the Director General’s notification to the members of the Union of such accession

unless a subsequent date is indicated in the instrument of accession. See Articles 21, 22, 23 of the
Stockholm text. .
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applicable to them and it is not only bound to those that have acceded to the Stockholm
Act’

For example, between a new country A which has acceded to the Stockholm text
and a member country B which has acceded- to the Lisbon text, the Lisbon text is applied.
Furthermore, between a member country C which has acceded to the London text and the
administrative provisions of the Stockholm text, and counu'y D which has acceded to the
Stockholm Act after having acceded to the Lisbon Act on question of substance the
applicable text is the London text.”

A state which accedes to the union automatically accepts all rights and
obligations of the Union. Any possibility of making reservations with regard to any of
the clauses is excluded.”

The Paris Convention has not only formed a traditional treaty which establishes

rights and obligations for its parties, but a juristic union with separate organs to camry out

"
B

" The relations between ‘Countries are govemned by Art. 27 of the Paris Convention; see also
Bodenhansen, supra note 61 at p. 212,

7 Art. 27(2) and (3). This is the case between Canada and the USA.

" Ar. 22 of the Paris Convention.

® There are two exceptions: Art. 20 (1)(b) and Art. 28 (2): A member state has the right to
exclude the application of Articles 1 to 12 or 13 1o 17 and any state member 0 the Paris Convention
or not acceding to the Stockholm Act may declare‘that it does not agree to be bound by the jurisdiction
clause of Art. 28(1), which regulates the settlement of disputes between member states.
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its objectives. Thus, the Union has established the Assembly®, the Executive Committee, "
the International Bureau™ and the Conferences of Revision.”

The International Bureau is entrusted with the administrative tasks of the Paris
Convention After the Stockholm revision of the Convention, the International Bureau
was placed under the auspices of the World Intellectual Property Organization (WIPQ).*
The International Bureau acts as a secretariat of WIPO and of the various other organs
of the Paris Convention. Thus the Director General of WIPO is also the Chief Executive
of the Paris Conventiop.“

WIPO'’s task is "to promote the protection of intellectual Property throughout

the world."" WIPO accomplishes its task by the following means: It concludes new

¥ An. 13, established after the Stockholm Revision.
"' An. 14, cstablished after the Stockholm Revision.
An. 15, reorganized at the Stockholm Revision.

¥ Ant. 18(2), reorganized at the Stockholm Revision.

“ The Intemational Bureau was set up in 1884. In 1893 it was united with the International
Burcau of the Beme Convention for the Protection of Literary and Artistic Works (1886) and formed
the United Intemational Bureaus for the Protection of Intelleciual Property (BIRPI:  Bureaux
Internationaux Réunis pour la protection de la Propriété Intellectuelle), In 1960 its headquarters were
transferred from Beme to Geneva. In the Stockholm revision of the Paris Convention (1967), BIRPI
underwent a comprehensive administrative reform, achieved with the Convention establishing the World
Intelieciual Property Organization (WIPO), which was signed at Stockholm on July 14, 1967. Finally,

on December 17, 1974, WIPQ, the continuation of BIRPI, became the 14th specialized agency of the -

UN. See Ladas, supra note 49 at p. 145 and Bodenhausen, supra note 61 at pp. 175-178.

¥ Conveniion Establishing the World Intellectual Property Organization 21 U,S.T. 1749, T.LA.S.
No 6932, 828 UN.T.S. 3.

% An. 15(1)(c) of the Paris Convention.

*  Preamble of the WIPO’/Convention adopted at Stockholm con July 14, 1967,



.

32

international treaties and agreements,” such as the Patent Cooperation Treaty (PCT)*
administers various systems of international classification,®® and makes efforts towards the
harmonization of patent documentation and procedural steps among the member states.”

Furthermore, WIPO makes significant efforts towards a substantive revision of
the Paris Convention in order to introduce new provisions and to change cenain existing
provisions to meet better the needs of developing countries.” With regard to developing
countries, the attention of WIPO has been focused on providing legal-technical assistance
in the Industrial Property field in order to aid the developing countries in their development
process. For this particular task, V\&PO has created a Permanent Program for Development
Co-operation Related to Industrial Property.” The task of this program of WIPO is to
assist the developing counties in the following areas: training specialists, conducting
workshops and seminars on the law of industrial property, creating or improving domestic
legislation and governmental institutions in the field of industrial property, stimulating

inventive activity, conducting studies on the acquisition, on improved terms, of foreign

* Among the recent treaties and agreements are: The Budapest Treaty on the International
Recognition “of the Deposit of Microorganisms for the Purposes of Patent Procedure (1977) and the
Geneva Treaty on the Intemational Recording of Scientific Discoveries (1978).

¥ patent Cooperation Treaty, 28 U.S.T. 7645, T.LA.S. No. 8733, (1970) 9 Int'l Legal Materials
978. The PCT was signed on June 19, 1970 at the Washington Diplomatic Conference and remained
open for signature until December 1970 when thirty-five states became signatories. The treaty entered
into force on January 24, 1978. Canada acceded in 1989. The purpose of the PCT is to simplify the
filing of patent applications by centralizing the filing procedure and standardizing the applications.
Mention should be made of Art. 51 of the PCT which provides for the establishment of a Committee
for Technical Assistance to developing countries,

% E.g., The International Patent Classification consisting of 51,000 divisions.

% E.g., The International Patent Documentation Centre (INPADOC) in Vienna, established in 1972
which contains the most significant bibliographic data on patents throughout the world.,

7 See infra text at p. 157 and note 468.

% WIPO Doc. PC/IP/X/. Tenth session, (April 2:11, 1986).
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patented technology and finally exploiting technological information contained in patent

documents.*

13 Concluding Remarks

In conclusion, the Paris Convention imposes the obligation on its members to
grant National Treatment to nationals of other member countries and requires that this
National Treatment conforms with the common rles determined by the Unionist treatment

and at the same time leaves certain areas to the legislative discretion of its members.

* WIPO Doc. AB/XV/2. Fifteen series of meetings, Sept. 24-28, 1984; See also WIPO Doc.
AB/XV/3, July 30, 1984; WIPO Doc, PC/IP/IX/3, July 31, 1984; WIPO Doc, PC/IP/IX/3, July 31, 1984.
Numerous cases of assistance such as assistance in the control of technology licensing agreements and
drafting of patent laws, workshops and seminars are organized by WIPO such as the 1972 Draft Patent
Licence Convention, the Workshop on Industrial Property Licences and Technology T-ansfer
Arrangements held in Manila on Nov, 1983, the Seminar on Patent Licensing in Industry he!d in Jakarta
on May 1984, the Seminar on Patents in ASEAN Countries held in Kuala Lumpur on Sept. 1983, etc.
Furthermore, in 1974, the Permanent Commitiee of WIPO decided to revise the BIRPI Model law for
Developing Countries on Inventions and in 1978 New Model law was created in order to accommodate
the needs of developing countries since the 1965 model law was found inadequale to protect their
interests. The New Model law for Developing Countries on Inventions and Know-How was drafted in
order to assist developing countries in the process of drafting legislation in the field of industrial
property, Furthermore, WIPO provides assistance to states to draft their national patent laws or improve
it s, for example, the assistance given to the African Intellectual Property Organization (OAP) 10 revise

the I..ibreville6A)greement Relating to the Creation of an African and Malagasy Industrial Property Office
(Sept. 13, 1962),
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CHAPTER II

THE ROLE OF THE INTERNATIONAL PATENT SYSTEM IN
THE TRANSFER OF TECHNOLOGY TO DEVELOPING COUNTRIES

Developing countries need technology in order to advance their development
and industrialization. Among the different institutions that govern the flow of technology
is the international patent system. This chapter discusses the role of the intemational patent
system in developing countries. It focuses on the rolé ‘of the patent system in developing
countries, rather than in developed countries where different considerations may apply, as
will be seen later. Therefore, in order to assess the role of the patent grant we will
compare the benefits and costs that a developing country may have in granting patents, in
order to evaluate them and see if the benefits outweigh the costs or if the international
patent system works against the interest of the developing countries. ‘Then, we will
examine under what conditions the international patent system may be of help to the

industrialization of developing countries.
2.1 The Traditional Role of Patents

Traditionally four theories have been used to justify the grant of patents: The
natural law theory, the reward theory, the disclosure theory and the incentive to invent
theory. The first section discusses these theories in order to set the background and then

considers the question whether the same set of theories can apply to countries of

fundamentally different infrastructure.
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2.1.1 The Natural Law Theory was derived from the natural law philosophy of the late

18th fo early 19th century in Europe and especially from the ideas of the French revolution
of 1789. This theory alleged that by natural law a man had a preexisting property right
on his own ideas and any unauthorized appropriation was to be regarded as "theft". This

theory went through many Hebates, was strongly criticized and finally abandoned.”

2.12 The Reward to the Inventor Theory considers that there exists an obligation to.
society to reward the inventors for the services they provide. The reward should be
proportional to the inventor’s- efforts and the social usefulness of his services. The fairest
method to provide a "just reward” is by granting an exclusive temporary monopoly.

The problem that arises with the reward theory is the absence of a proportional
correlation between the reward and the services, Grounds for criticism may be the
argument that inventions which represent a major advance in knowledge and which are
of special usefulness to the public and which require time and expense and a considerable
effort receive the same reward as inventions that are not so difficult and complicated to
make and which have a rather limited ﬁeld- of application and usefulness.™

This theory has been severely attacked on the grounds that it does not have the
strength that it had in the past to provide a justified reason for the patent grant. Today

the inventor is not the sole researcher who works on his own with limited means. He is

* See Penrose, supra note 18 at p, 23. The main criticisms were; 1) One idea can derive from
many different minds and thus it is not correct to maintain that it is the property only of one mind. 2)
One idea is based on previous ideas and thus an inventor in order to claim a right to his own idea he
must first relinquish all ideas on which his own idea is based. 3) Once an idea has been communicated
to others then the inventor shares it with them and can not claim exclusive rights on it. 4) If praperty
in ideas was based on a nawmral law how could it be justified to limit it to 14 or 20 years and not to
recognize it for ever? For a further analysis see: Penrose pp. 21-26, Due to the many discrepancies
this theory has been abandoned. Contra see G. Folk Patents and Industrial Progress (New York, 1942),

% See Anderfelt, supra note 19 at p. 44,
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usually an employee and part of a research team. Often it is his employer who exploits
the invention and reaps the benefits and not the inventor himself.”

However, while the corporation instead of the inventor, may provide the research
funds and benefit from the invention, it should be realized that there exist considerable
risk of failure and considerable expenses so that at least some reward should be made
available for patents. Therefore, since society should recognize and reward success, the

reward theory constitutes a sound argument in justification for the patent grant.®

213 The Incentive to Disclosure of Secrets Theory * assumes that a patent is the best

method to induce an inventor to disclose his invention.

The patent is justified on the rationale that instead of inventions being kept
secret and essentially being lost after the death of the inventer, society would benefit if the
inventor disclosed his invention and in retum received an exclusive monopoly.

The arguments that have been advanced for the defence of this theory focus on
the point that the invention will be disclosed at the time of the patent grant and thus, on
the one hand, will not be kept secret and lost and, on the other hand, that the infonpation
will be made known at the time of the grant. Furthermore, the publication related to the
patent would benefit scieﬁn'sts and induce them to work on related areas. Afier the

expiration of the patent, society would further benefit as the invention would be free to be

exploited.

7 1d., at pp. 30-34; see also Penrose, supra note 18 at p. 30.

®  For a further analysis of this theory see Machlup, supra note 25 at pp. 23 and 29-31.

® Machlup uses the term “Exchange-for-secrets” theory, supra note 18 at p. 32 and Anderfelt

prefers the term "utility of disclosure to society" theory, supra note 19 at p. 36.
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This theory has been criticized on many points. First, the inventor will only
disclose his invention and reveal his secrets when he fears that it is impossible to keep it
secret or when others may arrive at the same conclusions.'® Furthermore, it is impossible
to determine to what extent disclosure really prevents ideas being lost or kept secret,”
*+ Another important point that has been made to attack this theory is that inventors
avoid co;;ipletely disclosing their secret and thus they obtain a patent afier a partial
disclosure. With incomplete disclosure the purpose of granting a patent is circumvented
because the missing information is very essential and crucial for scientists to leam and
effectively apply the invention. Thus patents without the know-how are of little value.'®
Furthermore, a point can be made about the exchange of the patent for
information that society would get anyway without trading monopoly privileges since, given
the present conditions of industrial development, it is questionable whether products can
be processed in secrecy for an extended period of time.'®
Finally, it is an inherent assumption in this theory that after the patent expires
the invention becomes free fpr any interested party to exploit, Given though the present
conditions of industrial production and the continuous progress on research and
development, especially in the pharmaceutical industry, it is uncertain that an invention

continues to hold the same value after 15 or 20 years.

1% See Anderfelt, supra note 19 at p. 36.
10 Sce Penrose, supra 18 at p. 34.
102 m

1% Amold Plant, "The Economic Theory Concerning Patents for Inventions" (1934), 1 Economica
30 atp. 4, A

Re=Ty
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2.14  Finally, the Incentive to Inventive Activity Theory justifies the patent grant on
the grounds that there must exist a special incentive to lure the inventor to become

dedicated in an inventive activity. The best method to do that is by granting the inventor

an exclusive monopoly.

i
r

In the past, when the inventor was usually an individual, no doubt this theory

T
e

would have served well and playsd a major role as a good incentive for the inventor.
Given, however, the contemporary reality of the individual being part of a research team
and usually not working independently but as an employee, the value of this argument

seems questiona]g}e and doubtful.™ Moreover it is difficult to measure to what extent
=, ‘

patents provide an"\ir.ducernent to inventive activity, The possibility that patents play a roler_
as an inducement to such activity cannot be denied. However, other financial incentives
and subsidies provided by government may be of a greater impact than the patent grant.'

Notwithstanding the criticism, these theories may constitute sound justification
for the granting of patents within the context of a developed country. As Machlup stated

"If one does not know whether a system "as a whole" (in contrast to
certain features of it) is good or bad, the safest “policy conclusions”
is to "muc’dle through" - either with it, if one has long lived with it,
or without it, of one has lived without it. If we did not have a patent
system, it would be irresponsible, on the basis of our present
knowledge of its economic consequences, to recommend instituting
one. But since we have had a patent system, for a long time, it
would be irresponsible, on the basis of our present knowledge to
recommend abolishing it. This last statement refers to a country such
as the United States of America -not to a-small country and not a
predominantly non-industrial country where a different: weight of
argument might well suggest another conclusion”,'®

17

See Anderfelt, supra note 19 a p. 37.

1% 1d., at p. 41. See also Machlug“, supra note 25 at p. 35.

16 Machlup, supra nots 25 at p. 80.
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2.2 The Traditiona]l Theories about Patents Within the Context of Developing

Countries

W .
The issue that arises at this point is whether the same theories can equally apply

to countries with a fundamentally different set of circumstances, needs and interests, i.e.,
the developing countries.

As a framework of reference we should mention the reality of existing conditions
in patent matters in 7dé'g¢10ping countries. It has been estimated that the developing
countries grant 6% of the world total of patent grants.!” Of this share no more than 1%
is held by nationals of developing countries within their country.® Most patents in
developing countries arz owned by foreigm;rs; the United Nations classical study of the
issue reports 80 to 85% or 5/6 of patents in developing countries are owned by foreigners
mainly_{dMNCs“’" and only 1/6 of patents are owned by nationals of these countries within

their own country"® whereas 2/3 of 1% are owned by nationals abroad.'

Furthermore, the majority of these foreign-owned patents are rarely used in
production in these countries. Ninety-five per cent of the patents held by foreigners are

never used locally but are rather used as a means to secure the monopoly position of the

' The Role of the Patent System in the Transfer of Technology to Developing Countries UN
Doc. TD/B/AC.11/19/Rev.1 (1975) para 257 at p. 37, (hereinafter The Role of the Patent System),

I® 1d., para 263 at p. 38,
' 1d., para 286 at p. 42,
U0 1d., para 263 at p. 38.

Ul 1d., para. 266 at p. 38.
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patentee by securing the importation of the patented invention.!® Consequently the
patentee secures his export market and enjoys control on the market. In other words the
patentee has the monopoly on imports and 'éhus uses his patent as an exclusive import
pemﬁt.

Vaitsos, in this respect, reports that in Colombia from a totat of 3,513 product
or process patents (2,534 of them referred to the pha.rmaceutical.ir-ldustry) onlyf_ll_a: were
actually worked in Colombia in 1970."* Furthermore he reports that in Peru out of 4,872 -
patents issued from 1960 to 1970 only 54 were worked in the country, i.., “only about
1.1 per cent of the total”.™  These findings made Vaitsos conclude that patents in
developing countries are mostly foreign owned and are mostly totalijf unused.'

This overwhelming majority of foreign owned patents has led to the di;ten stated
characterization of developing countries as being "in the periphery of the patent system,""

Furthermore, this 1% share of patents held By nationals of developing countries
is of questionable :1uality and importance. A study conducted in Latin America by J.Katz
revealed that oniy a tiny fraction of local inventions (6% to 8%) was considered to have

significance and “technological importance". This portion does not contain any
gl p P

"% C, Vaitsos, "Patents Revisited: Their Function in Developing Countries” in C. Cooper (ed.),
Science, Technology and Development p. 73 at p. 74. Originally published in Special issue on Scieice

and Technology in Development, (1972), 9:2 Journal of Development Studies. (hereinafier C. Vaitsos-
Patents Revisited.)

B 1d, at p. 81
1 14, at p. 75.

5 1d, atp 77 =

U6 This expression is used within UNCTAD and by various scholars such as C. Vaitsos,

" Jorge Katz, Patents, the Paris Convention and Less-developed Countries, Discussion Paper No

190 (Yale University:Economic Growth Centre, 1573), at p. 44, (hereinafter Katz),
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pharmaceutical invention Whatsoever but rather consists of minor uneconomic and
unimportant inventions. The results .of his study made Katz conclude that "the locai
inventors are very poorly integrated fi/nto the expanding system and only play a very
margi'::ml role in the advancement of cigmesﬁc technology"'™.

Given this context one cannot accept that developi:ig countries grant patents
baigd on the same considerations that developed countries may justify their grant,

Thus, considering first the reward theory it is not possible to sustain that
developing countries provide protection to the foreign inventions with the purpose to
reward their inventors, who have in any way already received their reward in their country.

Furthermore, given the developing countries’ infr-astructu:e with regard to the
above mentioned share of patents granted and owned by nationals of these countries and
by foreigners and given the level of industrial developnient, one cannot consider that
patents give an incentive to inventive activity in developing countries.

As has been stated above 84% of the toial number of patents are owned by
foreigners for reasons associated with the securing of their position in the market, i..,
protection of their import market in developing countries, and only 1/6 of patents or 1%
of the world total is owned by"'nationals of developing countries.'® Thus, the argument
that patents act as an incentive to domestic inventive activity seems to carry little '_'weight

within the context of a developing country and it cannot be used to justify the patent grant

in these countries. This argument cannot justify the maintenance of the patent system in/

[
developing countries where the majority of patents are foreign-owned and only a slight

fraction of patents are owned by nationals of these countries.

e -I-‘-j»" at p' 47- e -';T::;:/;,
¥ The Role of the Patent System, supra note 107 at p. 36, = : S

N
i)

_____



5

42

Finally, the ldisclosure of\;ecrets theory does not carrsr much weight in the
developing countries’ context either. Developing countries are characterized by a
technological gap that separates then; from the developed world. When a country grants
a patent, disclosure of invention has already taken place. Thus at the time when a
developing country uses a new product or process, this particular product or process has
ah_-gady been disclosed andl known on the Intemnational Community for a considerable
aniount of time. Hence it does not seem logical nor in the developing countries’ interests
to grant a patent on the basis of encouraging the disclosure of patents, since a developing

country can legally obtain the same information from other sources such as the official

Gazettes published by various Patents Offices and need not grant a patent just for the

- purpose of repeating such di_scloéure.m

Thus, the patent grant in developing countries cannot be justified on the basis
ofﬁ_the four traditional theories since their assigned role is not fulfilled in the context of
developing countries.

Consequently the logical question that follows is on what grounds developing
countries support the patent system and provide for patent grants. Therefore, in order to
take into account the infrastructure that exists in developing countries, their interests and
the technological changes that have occurred, two interrelated arguments may be advanced

to justify the patent institution in these countries: the foreign investment and the flow of

,7“‘.

te\éhnology arguments. In other words the patent grant may be justified on the grounds
that patents may facilitate the flow of technology with the exclusive right they provide to

the patentee which acts as an inducement for investment. However we will see under

v

[ad

0 See Katz, supra note 117 at p. 17.

L
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what conditions this is likely to happen since patents may equally hinder such flow of

technology.

23 The Impact of the International Patent System ongDeveloging Countries

Within the context of this mfrasmlcture that{*éxists in developing countries, we
will examine the impact that the international patent system and specifically the granting
of patents to foreigners has for developing couﬁt:ries, especially on their industrialization
development process.

Many arguments have been advanced "l.with regard to the role that patents play
in the context of developing countries. As we shall see, on the one hand, the proponents
of the international patent system assert that patents facilitate the flow of technology to
developing countries and promote foreign investment. On the other hand, the oéiaonents

of the international patent system assert that patents hinder the flow of technology as well

as restrict local technological advance through patent imitation.

To assess the impact of the patent institution and the two divergent positioﬁg a
cost-benefit examination is required.” In other words we will examine the possible
benefits and costs that might be incurred when the patent is not used in production in the
country tha; granted it but instead is used as a means to secure imports. Then we will

examine the eifects in the case when a patent is worked locally and attempt to evaluate

them.

s, Lall, "The Patent System and the Transfer of Technology to Less-Developed Countries”
(1276), 10 1. World Trade L. i at p.10. (hereinafter Lall (1976)); in evaluating the costs and benelfits
in order to find out if patents help or hinder the transfer of foreign technology and foreign investment,
we should mention that in any case we should neither overestimate nor underestimate the role of patents,
See also Martine Hiance and Yves Plasseraud, Brevets et Sous-Développement, La Protection des
Inventions dans le Tiers-Monde (Paris: Librairies Techniques, 1972) passim,

[
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23.1  Benefits and Costs of Non-Use of Patents

IH

i
At the outset we should mention that the issue of the impact of the international

patent system on developing countries arises when the patented invention is desirable to
be produced in the country, as part of the couatry’s development plan and such production
is considered preferable to impons. Thus, it is either produced or not as a deliberate
choice of the patentee who prefers instead to import, although, it could have been
profitably produced in the country to the developing country's advantage. The issue does
not arise when the developing country prefers to import and when the patented invention
is not of economic and significant value to be worked.'®

The first alleged benefit that is set forth in favour of the patent system refers to
the inducement it provides to inventive activity. The argument runs that the patent system
improves the rate of invention since a foreign firm has an additional incentive to invent.
This incentive derives from the possibility of getting extended protection in its foreign
markets. Thus, Kunz-Hallstein ascertains that patents promote innovation and favourably

promote technological progress.'® Similarly ‘Mangalo considers the patent system as

important for innovation,'* .

2 Penrose, supra note 18, ch.V.

'#  Kunz-Hallstein, “The Revision of the International System of Patent Protection in the Interest
of Developing Countries" (1979), 10:6 L. L. C. 649 at p. 664. (hereinafter Xunz-Hallstein (1979)).

' N. Mangalo, "Patent Protection and Technology Transfer in the North-South Conflict” (1978),
92 L L C. 100 at p. 106 (hereinafier Mangalo).
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However, within the specific context of developing countries, as Penrose states,
this argument "can be dismissed as unimportant"'® since developing countries do not have
the infrastructure and after all the foreign patentee is not motivated to innovate by the
patent in the devéloping country. This role is played by the patent in the developed
country. Most patented innovations are designed for consumers’ needs in developed
countries and therefore the innovation would not be affected if developing countries did
not issue patents.

Professor Firestone in his survey conducted in a number of companies in Canada
reveals that a large part of R&D would continue to fake place even in the absence of a
patent system,'*

Hence, the inducement to foreign innovating activity argument is considered of
minor practical impact. With particular reference to the pharmaceutical sector of
developing countries it may be stated that this incentive "must be even less significant as
an incentive to solve technological problems of more limited application".*

Furthermore, a benefit that is atu-ibutéld to the granting of patents to foreigners

R
is a creation of a favourable climate for attracting foreign investments.® This argument
maintains that the existence of a patent system in & developing country attracts possible

prospective investors to invest in the country considerable capital and even if the patented

' E. Penrose, supra note 18 at p, 113.

" Q.J, Firestone, Economic [mplications of Patents (Ottawa: University of Ottawa Press, 1971),
at p.169, (hereinafter Firestone).

137

Sec Anderfelt, supra note 19 at p. 130,

"% See The Role of the Patent System, supra note 107 at pp. 56-57, para 363; see also Peter
O'Brien, "Developing Countries and the Patent System: An Economic Appraisal" (1974), 2:9, World
Development 27 at p. 33 (hereinafier Peter O'Brien).
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invention is not being worked in the country™™ the fact of the grant of patents may
encourage foreign investment. In other words, it is argued the patent system attracts
capital and foreign businessmen to invest thus contributes towards the flow of foreign
technology into the country,'™®

Developing countries need investments in order to improve their infrastructure,
A good means to induce investors to invest is to provide incentives that will artract
investors and influence their investment decisions. The patent grant with the exclusive
rights that allow the patentee to build a monopoly and shield his product from other
competitors, provides these incentives, ‘

However, this incentive to invest argument is very ,d[ifficult to evaluate. Penrose
has compiled an interesting list of divergent assertions al;out whether a patent is an
incentive to invest for businessmen., It is clearly shown there that there can not be a
correct answer but it is purely a matter of opinion since "it is impdésib]e to test
adequately"™ or as Anderfelt put it "it cannot be either proved or disproved factually",'

However, there exists evidence that patents may not necessarily have such a
strong impact on the investment decision. A study conducted by Vaitsos concludes that

"patents are rarely a significant factor in promoting foreign investments. In most cases,

patents guarantee secure export markets for the patent holders and consequently are a major

-

¥ Tbid, Peter O'Brien; see also Mangalo, supra note 124 at p. 109.

30 H. Stumpf, "Interests and Conflicts in Technology Transfer - The Role of Patents” (1978), 9:4
LLC 309 atp. 311.

31 E. Penrose "International Patenting and the Less-Developed Countries" (1973), 83 Fcon J. 768
at p.775. (hereinafter Penrose (1973)); see also Penrose, supra note 18 at p, 35 and 39.

12 Anderfelt, supra note 19 at p. 190.
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obstacle in the conditions that stimulate foreign investment.*® Professor Vernon in his
study concluded that patent protection is rarely a determining factor in the ultimate decision
whether to invest.™ Similarly, Bang reported that patent considerations had not been a
significant factor in deciding whether or not to participate in Joint Ventures with
foreigners.™

An interesting study was conducted in Turkey within the specific context: of the
pharmaceutical industry. Kirim found that the amount of foreign capital investment even
without patent protection in the pharmaceutical industry, rose substantially.™ Interestingly,
foreign investment in the pharmaceutical industry has been the highest among all other
industries where patent protection was available,""’

Hence, it is seen that patents may not be a strong decisive factor in a business
firm debating whether to invest or not. Investment is a part of an overall strategic policy
of market defence in order to exclude competitors and protect against adverse foreign
patents. |

Patents may play a role since the monopoly that they confer attracts investors,
a point which may be of psychologicai value for ‘t.he foreién investor. Patents are

significant at least in inducing foreign firms to sell the required unpatented know-

"% Vaitsos - Patents Revisited, supra, note 112 at p. 80,

R, Vemon, The Intemational Patent System and Foreign Policy, Study of the Subcommittee
on Patents, Trademarks and copyrights of the Committee on the Judiciary, United States Senate, 85th
Congress, 2nd Sess., Study No § (Washington: Govemment Printing Office, 1957) at p. 17.

¥ R. B, Bangs, "Use of Industrial Property in Foreign Countries: A Further Report” (1970),
13:4 IDEA at p, 557.

™ A. Kirim, "Reconsidering Patents and Economic Development: A Case of the Turkish

Phannaceulu:lcal Industry” (1985), 13:2 World Development 219 at p. 224. See also Firestone, supra note
126 at p. 171.

7 19, Kirim,, at p. 225 and Table 6.
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hogg.“’ Furthermore, it is argued that the patent system, even if a patented invention is
nbt used in the country, benefits the country since the patent conveys very important
information which is contained in the patent document and is made available to the public
with the disclosure of the patent. However, given the reality of the conditions that prevail
in the patent system, information can be obtained cheaply through other sources, for
example, in other countries where the invention has already been patented and published.™
It should be mentioned within this context that usuallj the patent disclosufé does not
contain the necessary know-how and without it the patent is not quite as valuable.

A benefit that accrues to the country even when the patent is not used locally,
are the fees that the patentee must pay in order to get his patent (the so-called basic fees)
and, in some countries, the fees that he must pay in order to maintain his patent (the so-
called annual fees). However, although fees could benefit developing countries, this does
not always happen because of the low level of basic fees ranging from $2 in_Venezuela,
$8 in Spain and $165 in the USA. As far as the annual fees are concemed, \;hesc range
from $254 in Iraly to $1404 in West Germany.! The fact that some countries do not

ieven charge annual fees is quite inexplicable since they could use them as a policy of
écononﬁc development.

We tum now to the costs associated with the case when a patent is not being
worked in the country. As stated above, the majority of patents in developing countries

are rarely used in production. This might be understandable; a MINC cannot establish a

1 Penrose (1973), supra note 131 at p. 775.

¥ Katz, supra note 117 at p. 16.
. The Role of the Patent System, supra note 107 at p. 59, para 384,

141

Id., at para 386, ¢
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branch in every single developing country that has granted a patent. However, one may
ask, why apply, then, for patent protection?

The main motives for a company acquiring in patents abroad are to secure an .
export market and create a legal basis for licensing rights and to protect itself from adverse
foreign patents by excluding competitors, thus trying to maintain a monopoly position. In
this regard, Penrose reports that many foreign companies “"take out patents in countries
where the inventions could be advantageously worked and deliberately suppress them in
order to protect their own position, thus retarding the national industry of the country
which granted the patents."'? Thus, patents are used to secure imports and are not used
for production in developing countries. In this way, they prevent the import of cheaper
drugs from non-patented sources, and they prevent local firms from producing the patented
product or using the process.

In other words, generally the patentee applies for a patent in a developing
country and, all conditions being satisfied, the country grants him a patent for his invention
which has been produced and patented in another country. Then, the patentee does not use
it for production in the country, but instead uses it either to import the product into the
country from another country, or to prevent others from producing or importing it. In both
cases, the country has a lot to lose.

The patentee, since he has the patent, has a monopoly over the product and thu§
he can import it and charge whatever price he wishes. The price is high since then; :exist
no other competitors and, if the patentee does not import, nobody else can either without

his licence. This reality made Vaitsos conclude that patents are “in most cases nothing

-

"3 Penrose (1973), supra note 131 at p. 776; see also Vaitsos - Patents Revisited supra note 112
at p. 81.
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more than import permits"*, and he stated that "patenis are a means for limiting or
restricting the flow of technology from the industrialized to developing countries. !

The high prices and the monopoly on imports result in an adverse balance of
payments in developing countries. Furtherr.nore, the country cannot shop around to find
alteljgggfye cheaper sources, but instead is dependent on the patentee. When he does not
even import the product, the country has an additional cost since it is prevented from even
having the product available in its market.

In the case when the patent is not used and the product is imported, then besides
the high prices another considerable cost emerges which is the outflow of currency abroad.
Furthermore, tille failure to use the natural resources of the developing country, including
the local human resources, add to the whole burden of costs. Such failure to use local
resources contributes to limitation of the learning-by-doing benefit and the hindrance of the
| possibility of starting a local industry.!

Thus, within this context, technology cannot be transferred and advantage,qusly
developed in the developing country since patents are nof worked but instead are used to
import the product.

For these reasons the LAndean Pact countries have eliminated the exclusive right

of importation from among the rights conferred by a patent to the patentee.’® However

=% Vaitsos-Patents Revisited, supra nole 112 at p. 82; see also Kaz, supra note 17 & p. 67.

14 Vaitsos-Patents Revisited, supra note 112, at p. 83; see also Pedro Roffe, "Abuses of Patent
Monopoly: A Legal Appraisal" (1974), 2:9 World Development 15,

" The Role of the Patent System, supra note 107 at p. 57; para 367.

M6 Decision No 85 of the Commission of the Cartagena Agreement, 13 sess,, 27 May - 5 June
1974, Regulations for the Application of Rules Concerning Industrial Property, Art. 28,
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these countries are not members to the Paris Convention and thus they are free to legislate
without repercussions of violaring their International obligation.

The Paris Convention has formally established and legalized this monopoly for
the patentee with the overall protection of Art. 5(A)(1) and Art. § quater where it stipulates
that importation "shall not entail forfeiture of the patent".” Consequently, a developing
country cannot revoke or threaten to revoke the patent thai—‘__i;..\‘?sed as an import permit and
hence the patentee is free to continue to import with all the ‘é}orementioned adverse effects
that this situation creates.

Because of this burden, it is in the developing countries’ interest to have this
provision eliminated from the Paris Convention. As a matter of fact, this is one of the
"points of revision" that developing éountries have identified that should be re-examined.'®®

Thus, it is seen that the evaluation of costs and benefits in the case of non-use

of patents entails substantial costs to developing countries and questionable benefits.

7

" Ar. 5A (1) of the Paris Convention.

8 See infra note 463.
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2.3.2  Benefits and Costs in the Case of Use of the Patent

We will now turn to the examination of costs and benefits in the caséywherc the
patented invention is used m production in the developing country.

The discussi\pn on the benefits of ‘the fees, the alleged incentive to innovation
and a creation:of a i’avourab]e climate to invest, mentioned under the section of the
benefits derived in the case of non-use of a patent, apply equally when the patent is used
locally in production.

In addition to these beneﬁts.; it is considered that many benefits accrue to the
country which granted the patent. Thus, foreign capital flows into the country and fosters
the economy. Jobs are created for the nd'i:ioﬁals, and hence employment rates increass and
consequently the standard of living improves. Furthermore, the country gains in knowledge
and technical skills‘,‘?and labour skills are developed. Moreover, by working the patent in
the country, the product is locally manufactured. Therefore, since it is not necessary to
import the product, foreign exchange is saved and the balance of payments improves.. In
addition, the country gains from the tax revenue that it imposes on the foreign established
plants. Finally, in some countries, the possibility exists that a portion of the local
manufactured products be exported and an additional foreign exchange revenue be gained.
All these benefits foster the economy, improve the standard of living, and assist the
industrialization and developmental process of a country,

- However, it should be noted that these benefits may be credited to patents only

if patents were™a=decisive factor in the decision to start production in the country.
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Otherwise, they remain benefits that do not derive frox;_i\ the international patent system, but
rather from the foreign investment policy and indusui:;iization process.'?

~ Despite the above benefits, it is argued that many costs may derive from the
operaﬁén of the patent system. We wili now examine these costs in order to determine
whether the costs outweigh the above beneﬁls and burden the developing country or
whether the reverse is h;tppening.

The granting of a patent to the foreign patentee creates, as known,:va monopoly
to sell, produce, use _aui& import the invention. This monopolistic condition results in all
costs associated with any monopoly, such as high prices, restrictive output, and high
royalties.'™ Since the patentee has the monopoly over the product, he can charge a higher
price than he could if other competitors were in the market. Thus, the developing country
is given a burden to pay the patentee’s prices and at the same time it cannot shop around
to f'md“'f\pheaper sources of supply, but rather is dependent on the patentee for its drug
needs. 'fhus. the country has exchange costs which have a reverse effect on its_balance
of payments and its terms of trade.

Moreover, in addition to the standard monopoly costs, another cost that may be
attributed to the patent system is the wansfer of pricing.*! Vaitsos reports many such
instances in Latin America with regard to the pharmaceutical industry. However, this cost
cannot be exclusively attributed to patents. It should be mentioned, however, that this does

not exclude the possibility that in some instances this cost may depend on patents.

A
s

' Lall (1976), supra note 121 at pp. 9-10, )\
¥ Penrose, supra note 18 at p, 101. ' /i:y

{1
Bl See infra text at p. 63. (\(‘
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Another cost that may derive from patents are restrictive clauses in the licensing

_—===—cAgreements. Patents are very often the basis to conclude a licensing contract with a variety

=

£

of restrictive clauses, mainly export restrictions and various "te-in" clauses. Territorial
restrictions on exports can take the form of a total ban on expors, when the patentee, ie.
the licensor, prohibits the production of the patented invention for the purpose of exporting
it. They may lead to market sharing divisions and can take the form of a partial ban,
where the patentée bans exports to centain countries or allows exports only to certain
designated countries. These territorial restrictions, referring to the territory which is

affected by the patent law, may not be objectionable but restrictions on exports may be

against the competition law.'? i
In "tie-in" clauses .the licensor dictates the channels of supply of the raw or the
intermediate products used in the manufacture of the end produgt. This practice results
in the so-called “transfer pricing” which, as will be seen, IS very common in the
pharmaceutical industry. According to the tie-in clause, the licencee is forced to pay
higher prices since he is not free to shop around for the best available alternative price inﬁ
:he global market for a product that also meets the standard r;quirements of quality and
safety, Consequently, the licencee is obliged to follow the terms imposed by the licensor
and pay the price that the latter dctermines.- These "tie-in" clauses are not justifiable and
should only be accepted under conditions such as guarantee for the quality and safety of

the products used. Similar “tie-in" restrictions may be placed on the size of production

output /gr on sales.
{

* In practice, the territorial restrictions may be limited due to the so-called theory of "exhaustion

of patent right". This theory refers to the situation where the first sale under a full licence of a patented
article exhausts the patent monopoly with the result that the product is free to be resold in any part of
the country and outside, despite the licence provisions, This theory applies within the EEC by virtue
of Asticles 34 and 36 of the Treaty of Rome and if applied at the International level - International
Exhaustion of patent right - it would undoubtedly help trade considerably.
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Moreover, patents may create cartels, patent-pools or cross licence arrangements
with a multitude of various restrictions that the licensor (ie., the patentee) may impose on
the licencee, thus abusing his dominant position in the market. Cross licences or patent
pools arise when participants of an industry arrange to share their patents mutually, These
practices may be permitted under limited circumstances such as small specific fields or
dependent patents and when the public is served by the technica'l;“beneﬁts. When these

kinds of arrangements are complemented by other restrictive arrang‘i-iments such as quantity

restrictions, price fixing, market division and general territorial reﬁu'ictions. a case is made

}
o0

that calls for competition law application to counteract them.

. Furthermore, package licences and émt—bmk provisions are common to patent
licer:&mg%?rangements. In package licences, the licencee is bound to obtain a group of
patent licences that he originally did not want in order to acquire the one that he intended
to get. Package licences may be regarded as Restrictive Business Practices and require the
appfbpriate measures to counteract them when the licensor compels the licencee to ﬁccept
this group of patents, exp‘fl’piriﬁ“g"'!fne dom.iha;itl position that he has obtained from his
possession of many patehé Gmnt—i;ack restrictions refer to the limitations imposed by the
licensor in regard to the improvements that the licencee may make. The reasoning for
such provision.? is based on the patentee’s concem that by issuing a licence he.;_\might in

the future confront a potential competitor if the licencee improves the patent thus placing

him in a second place. Thus, the licensor imposes a "grant-back" restriction requiring that

he will be granted the right to all potential-future improvements.

Other types of restrictions may refer to clauses such as not contesting the

validity of the patent, and to the employees that will staff the branch and the management.

’I ;/’%\//Finally, an additional common pl:actice in patent Hceq{.es is the payment of royalties for

=
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‘the use of the patented invention that extends bey'bnd the life span of the patent. This

obliges the licencee to pay royalties bejft;nd the patent term.,

These restrictive clauses can have costly effects on the developing countries, if
mcorporg;ed in the patent licensing agreements. However, not all these practices constitute
ipso Lu_;_ét‘;unlawﬁﬂ,\,‘ business practiccs that are objectionable and thus susceptible to
countermeasures. Under particular circumstances, it may be deemed that a case is made
for counteraction. Therefore, generally domestic patent laws contain provisions that deal
with specific restrictive clauses that are deemed abuses of the patent right'® They are
considered objectionable and unacceptablg. in licence agreements and may be countered by
the issuance of compulscry licences anrd revocation, in order to put constraints on the

rights conferred by the patent monopoly and prevent these abuses. With such provisions,

the patent law seeks to ensure that foreign patentees work their patents in the country and

do not misuse or abuse their legal monopoly. Hence, they do not hinder the progress of
the industry, or do not intend to curtail the import of products equivalent to the patented

one, but produced in other countries by other manufacturers.

“ ¥ Countries have tried to regulate Restrictive Business Practices (RBPs) by using various
mechanisms such as patent law provisions, anti-trust laws {called also competition law), and special laws
on transfer of technology and registration of agrecments at both national and regional levels, Patent laws
were not originally designed to prevent RBPs, and their restraint on trade, thus it is essential to provide
for a specific system that directly counteracts their harmful effects. Thus, Antitrust or Competition laws
are directly used to regulate RBPs and may be applicable to patents that create restriction. Some
countries incorporate in their anti-trust law or competition law specific reference concerning the patent
right. Examples of such countries are: Belgium, Canada, France, W. Germany and U.S.A. Other
countries do not contain specific provisions alluding to patents (e.g. Spain). Theoretically, however, it
is possible that their competition law may be applied to patents that impose restrictions which restrain
competition. These laws are relatively new, and are setdom applied to cases involving restrictions that
result from the use of patent rights. In Europe, in few cases, the various national competition law
provisions have been applied to the restrictions contained in patents and licensing agreements. In recent
years, W, Germany i1as begun to apply its competition law to patent licenses. On the other hand, US.A.
by means of its anti-rust law has created a considerable case load with regard to its application to
restrictions created by patents. Canada, Combines Investigation Act R.S.C. 1970, c. C-23, 5.29 as am.
Competition Act, 8.C. 1986, c.1, ss. 29 and 51(5); USA, Clayton Act, 15 U.S.C.S. secs. 12-27 (1985),
35 Stat. 730 (1914), as am.; Robinson-Patman Act, 15 U.S.C.S. secs. 13-13b, 21a (1982), 49 Stat, 1526
(1936), as am.; Sherman Act, 15 U.S.C.S. secs. 1-7 (1985), 26 Stat. 209 (1980), as am.,

Y
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However, we should emphasizé that patents are not responsible for the existence
of restrictive business practices, but they facilitate the unlawful operation of such practices
which are common in patent licensing agreements. From this point of view, they are
mentioned in this paper, as they may have an impact on the working of patents in
developing countries. Further analysis is beyond the scope of this thesis.

Hence, working of the patent under licence with restrictions attached, does not

seem the best solution for,a developing couniry. The reason is that these restrictive

_r:l\auses may have harmful effects and result in a substantial burden of costs such as

‘6\}erpricing of products, import substitutions, and adverse balance of payments. Thus, these
costs would outweigh by far the benefits of working the patent and consequently would
perpetuate the dependency of developing countries on developed countries, creating the so-

called phenomenon’of economic colonialism or neocolonialism.

Tﬁe main logic that patents are usually issued to foreign patentees is the
assumption that the costs that may derive from their existence would be outweighed or
balanced by the benefits that nationals would have abroad from equivalent patent protection
through the National Tmmmeﬁf Principle of the Paris Convention. However, this does not
apply to developing countries because they do not grant many patents to their nationals,
nor do their nationals apply for foreign patenis. Thus, for the time being, developing
countries have little to gain from- this setting of mutual interests. If nationals of
developing countries acquire patents at a faster rate and especially if naﬁonilals buy
increasing numbers of patents in other countries then this present sitvation will change and
develbping countries would have a lot to gain since then there would exist a setting of

mutual interests and the National Treatment Principle would work to their benefit. For the

-
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developed countries, this balance may be diﬂ;érent in the future since the exporting
companies expect to gain frd"n patent protection abroad. The majority of developing
countries, however, do not ho‘é patents abroad they expect only the acquisition of foreign

technology and foreign investmen: and noc the granting of equivalent patent protection

abroad.

2.3. Concluding Remarks

In conclusion, it may be said that both arguments in favour or against the patent
system have their merits and démerits and it is a matter of opinion whether one position
is right or wrong. In my opinion, Whe.lhl patents are not used in the country for production,
it is difficult to speak of a transfer of technology. As was seen the costs are substantial
and outweigh the benefits. The patented invention is not worked locally but rather is used
to secure imports. Consequently, patents will not help industrialize the country and will
pre\;eht the import of cheaper products and restrict the flow of technology. Thus, if
patents remain unexploited the country will “gain little or nothing, or may even lose."®
Furthetmore, 2 counwry with a.limited local industry and export trade would not realize
substantial benefits from granting patents to foreigners for inventions patented “and worked

\,\

abroad since it does not expect to gain equivalent patent protccnon\abroad but only to

i

shleld itself from foreign retaliatory actions.

When patents are used in producnon, although it is not the rule as we saw, a

case can be made that they facilitate the flow of technology. However, this can only be

feasible if restrictive clauses do not restrict the freedom of the hcencee, if the royalties

i
Ik

T

' See Penrose {1573), supra note 131 at p. 704.
o .
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are not excessively high and if product prices are not excessively high in which case the
burden on the balance of payments might reverse the balance.

Notwithstanding these conditions that may render possible the transfer of
technology to devzloping countries, the fact of the matter is that even if patents are used
locally and they may make possible the flow of investment, they may prevent the import
N of cheaper products and the establishment of a local industry, It should be realized,
\ however, that foreign technology is in private hands and not in the govemment's hands.
Consequently, developing countries, in decidi;ligi ;;out the patent system, should take into
consideration that MNCs seek to operate where the conditions are most favourable, ie.,

within a familiar environment that offers incentives. Centainly, these incentives may not

necessarily be exclusively the patent system but may be other fiscal guarantees and - -

subsidies. Yet the MNCs should accept reduced patent privileges, both ‘as recognition of
grants received and as encouragement for social and economic progress.™ Such reduced
patent privilege may be the exclusion or limitation of pharmaceuticals from the pa:eun-t
system for overriding reasons of public health. We will deal with these issyes in the next

chapter,

85 S. Ladas, "Industrial Property as a Factor in Technical Development and Economic Progress”
(1973), 10:3 Ind, Prop. 81 at p. 83; see also K. Lachman, "The Role of Industrial Property in the
Dissemination of Technical Information in the World Context® (1965), 9 IDEA, 180 at p. 183.

ol
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CHAPTER I

CATEGORIES OF PATENTS RELEVANT TO THE PHARMACEUTICAL INDUSTRY

AND THEIR ROLE IN DEVELOPING COUNTRIES

This chapter deals with the categories of patents relevant to pharmaceuticals and
their role in developing countries. First, an overview of the main features of the
pharmaceutical industry is necessary in order to highlight the major constraints that
influence the developing countries’ process of obtaining essential drugs at reasonable prices
and hinder the growth of a nafill'ti.onal pharmaceutical industry.

Pharmaceuticals may be granted different kinds of patent protection which create
different results. This chapter discusses the kinds of patent rights that are available for
pharmaceuticals and their impact on developing countries. It deals with the limitation of
patentability for pharmaceuticals as well as the exclusion of pharmaceuticals from patent
protection and attempts to discuss which form of patent fits better within the infrastructure
of developing countries taking into consideration their national mwrti§m within the

interdependent world,

31 The Structure of the Pharmaceutical Industry
3.1.1 Geographical and Structural Concentration

The pharmaceutical industry consists of a small number of large multinational

S
corporations (hereinafter MNCs) and a large number of small national firniz—Thvs, world
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production of drugs is highly concentrated both in geographical and structural terms.'

In structural terms the 50-60 largest international corporations manufacture nearly
two thirds of total pharmaceutical sales,'” For example, in the case of bulk chemicals, of
the 650 different types manufactured in the U.S.A., 500 were produced from a single
domestic source.”™ In the case of different therapeutic groups, in 1975 three firms
controlled 60% of a particular submarket and five firms controlled more than 75% of
another submarket.’¥ In developing countries, four companies manufactured 67% of the
antibiotics, three other companies controlled all the oral hypoglycaemic market, two
companies manufactured over 60% of oral diuretics.”™® The examples are numerous. In
geographical terms, world production of drugs is heavily concentrated in Westem developed

countries, mainly in the USA, Wesf‘i‘Gennany. Switzerland, Great Britain, France and

¥ The power of the pharmaceutical industry as a whole is not enjoyed by only a select few
enterprises, but it is shared by many firms. Unlike other high technology industries, the pharmaceutical
industry is very helerogeneous. It develops a wide variety of products which form economically distinet
submarkets. In comparison to the industry as a whole, the power at the submarket level is highly
concentrated. At the various submarkets, pharmaceutical products which have different medical properties
and different purposes are manufactured such as analgesics, antibiotics, diuretics, etc. See, W. Duncan

Reekie, The Economics of the Pharmaceutical Industry (London: The MacMillan Press, 1975), at p- 21,
{hereinafter Reekie).

" The Pharmaceutical Industry: An Industry Like No Other, (Paris: O.E.C.D., 1975) Tabie 11.
In 1978 the 25 largest intemnational pharmaceutical corporations manufactured 44% of total
pharmaceuticals. .

*** Transnational Corporations and the Pharmaceutical Industry, UN Commission on Transnational
Corporations, UN Doc. ST/CTC/9 (1979), at p. 3, (hereinafier CTC Doc. 1979).

9 1d. at p. 12,
1 CTC Doc. 1979, supra note 158 at pp. 125-126, Table 14,

161 See The Report of the Commission of Inquiry on the Pharmaceutical Industry, H. C. Eastman,
(Ouawa, 1985), at p. 245 and 246, Table 5.14, (hereinafter The Eastman Report).
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Japan, where 80% of drugs are produced.!®

One hundred firms from developed market economy countries that invest in
developing countries control 70 to 90% of sales in those countries. For example, in
Argentina, MNCs controlled 70% of the drug market and in Colombia 90% of the market
in the 1970s."® Only 11 percent of drugs are produced in deveIoping countries where 3/4
of the world population lives.'* This 11% of production is mainly confined to very few
developing countries but even there is dominated by MNCs through FDI, Joint Ventures
and licences. These few countries have established production capabilities for the
manufacture of intermediates, for the production of bulk drugs from intermediates and for
the development of research activities.' The majority of developing countries, however,
rely either on imponts, have no pharmaceutical industry whatsoever, or their pharmaceutical
industry is limited to packaging and formulation in finished form of imported drugs.'*®

This dependency involves the so-called policy of transfer-pricing.

2 See Technology Policies and Planning for the Pharmaceutical Sector in Developing Counries,
UN. Doc. TD/B/C.6/56. (1980) at p. 20 (hereinafter Technology Planning); see also Guidelines on
Technology Issues in the Pharmaceutical Sector in the Developing Countries, UN.Doc. UNCTAD/TT/49

(1983) at p.9, (hereinafter Guidelines on the Pharmaceutical Sector); see also The Growth of the

Pharmaceutical Industry jn Developing Countries: Problems and Prospects, UN Doc, UNIDO ID/204
(1978) at p. 4.

18 See Daniel Chudnovsky, "The Challenge by Domestic Enterprises to the Transnational
Corporation's Domination: A Case Study of the Argentine Pharmaceutical Industry” (1979), 7:1 World
Development 45 at p. 47, (hereinafter Chudnovsky),

'# See Global Stdy of the Pharmaceutical Industry, First Consultation Meeting on the
Pharmaceutical Industry, Lisbon, Portugal, UN Doc, UNIDO ID/WG 331/6 (1980) where it is stated that

11% of drugs are produced in developing countries, 70% in developed countries and 19% in centrally
plansied economy countries.

5 Mainly Mexico, India, Egypt, Brazil and Argentina,

1% See Appropriate Industrial Technology for Drugs and Pharmacsuticals UN Doc, UNIDO
ID/232/10 (1980).
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3.1.2 Transfer Pricing

International price differences in the intermediate products among companies of
the same MNC are known as Transfer Prices and the technique as International Transfer
Pricing.'” The elements that constitute Transfer Pricing are price differentials which occur
on intermediate products’® between affiliated companies of the same- MNC located in
different countries.

Transfer Pricing involves an underpricing or overpricing process.”® Exports to
an affiliated company are underpriced and the additional funds are transferred from the
seller to the buyer within the same MNC. Imports from an affiliated company are
overpriced and the additional untaxed profits are transferred from the buyer to the seller.
The objective of this mechanism is to control a MNC’s glpbal tax burden by transferring
funds out of a country without paying taxes on them."™ Hence, the transnational parent

company uses the classic rule of business "buy low - sell high", when dealing with its

" The classic case of overpricing came o light in the early 1970s in Great Britain with the UK
Monopolies Commission Report and involved Hoffman-La-Roche, a MNC in Switzerland and its
subsidiary in Great Britain. See The Monopolies Commission Report on the Supply of Chlordiazepoxide
and Diazepam, presented to the UK Parliament on the 11th April, 1973, (hereinafter The Monopolies
Commission Report).

' In contrast to "price differences in the intermediate products® are the "price differences in a
finished product” which appear between different buyers, different countries and different brand names
and generics of equivalent products, The examples are innumerable and prices may range "up (o over
1000 percent higher than others"; see e.g. Sanjaya Lall, “The International Pharmaceutical Industry and
Less-Developed Countries, With Special Reference to India” (1974), 36 Oxf. Bulletin of Econ. and Stat.
143 at p. 152, (hereinafter Lall {1974)); See also the Eastman Report, supra note 161 at p. 324 and
325, Tables A7.1, A7.2 on Intemational Price Comparisons, -

' Sanjaya Lall, "Transfer Pricing and Developing Countries: Some Problems of Investigation”
(1979), 7:1 World Development pp. 59-71, (hereinafter (Lalf (1979)),

*®  Transnational Corporations in the Pharmaceutical Industry of Developing Countries, UN Doc.
ST/CTC/49 (1981), at p. 16, (hereinafter CTC Doc. 1981).
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fbreign subsidiary, especially in the less developed countries, "thus minimizing the host
country’s income and raising local drug prices to the consumers.""™

Examples of price .differences in drug intermediates are numerous. In Colombia,
in 1974, Véitsos found that Diazepam was imported at a price that was 6,400% more than
the lowest price available epewhere.m In Mexico, Gereffi found that the rate of
overpricing is more than 1000% in several cases, reaching a high of 5,650%... [thus] large
amounts of taxable income were lost to Mexico.'®

Some factors that induce MNCs to indulge in Transfer Priciﬁg are exchange
controls, pfoﬁt ceilings, unstable currencies, p__qlitical instability, hfgher tax rates than in tax

havens, and nationalization trends.

3.1.3 Product Competition

Pharmaceutical firms compete with each other by way of product innovation and
through product differentiation, the situation where a firm develops drugs which are similar,

but not identical to those of other firms,"™ These altenative drugs are different enough

_ 1 See Gereffi, supra note 9 at p. 99.
1 1d, at p. 196.

'® 1d., at p. 147; see also pp. 145 and 148, Table 5.2; see generally Pradham, supra note 13 at
p. 127; Anil Agarwal, Drugs and the Third World (London: Earthsquan, 1978) at p. 41, (hersinafter
Agarwal); Lall (1975), supra note 9 at pp. 29-30, see also S. Lall, "Transfer Pricing by Multnational
Maqﬁfmmﬁng Firms" (1973}, 35 Oxf, Bulletin of Econ. and Stat. 173, (hereinafter (Lall (1973)).

//'ﬁf/’/ 7™ The difference can be found in the drug’s molecular structere, its dosage form, or its
 therapeutic characleristics. See Reekie, supra note 156 at p. 58.
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to get a patent and be marketed under a different brand name.” Thus, product
competition is closely related to the patent system because it occurs in therapeutic
submarkets of the industry which develop patent-protected products. The patent confers
the necessary protection against imitation. This leads pharmaceutical firms to compete
through innovation. Thus, they set their prices at very high levels and enjoy a safe and
considerable share of the market.

The research involved in the process of product differentiation is a very
important and necessary element of product competition. It is an inherent part of the
industry, and a very costly, risky, lengthy and complex process.™ The research
expenditures of the industry have, however, been criticized. Lall has argued that R&D is
misallocated as it is primarily directed at product differentiation.'” At any rate, research
is very concentrated among large pharmaceutical companies'™ which spend 10 to 15% of
their umover in this area.' Interestingly, less than 5 percent of R&D goes to research

for tropical diseases, (malaria, filariasis, dysentery). Only 2 to 3% of the world’s R&D

™ It is estimated that more than 40% of the trademarks in the world are associated with
pharmaccuticals. Sez Guidelines on the Pharmaceutical Sector, supra note 162 at p. 8. Argentina is
one of the leaders in pharmaceutical brand name and trademark proliferation in the whole world. For
3,000 drugs there exist 17,000 trademarks, See Chudnovsky, Supra., note 163 at p. 49,

™ E Jucker, Patents and Pharmaceuticals (Basle: Buchdruckerei Gasser und Cie AG, 1980), at p.
43, (hereinafter Jucker); see also S. Pradhan, supra nole 13 at p. 52; see also David Tucker, The World
Health Market. The Future of the Pharmaceutical Industry (Euromonitor, 1984) at p, 61.

'™ See Lall (1975), supra note 9,

" USA, W. Germany, Switzerland, Japen, France, and the United Kingdom share 95% of the
global pharmaceutical R&D. See Guidelines on the Pharmaceutical Sector, supra note 162 at p. 52,

e ————— e S— e

™ See Agarwall, supra note 173 at p. 14, figure 5; see also The Monopolies Commission Report,
supra note 167 at p. 44, where it is reported that 7-12% of the annual turnover of large pharmaceutical
companies is spent in research.
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in any industry occurs in developing countries. In the pharmaceutical industry, the

developing countries’ panicipation in R&D is almost nil.'®
3.14 Promotional Competition

In addition to product differer;iation and product competitizn, another activity
that is very intense in the industry is promotional competition. Promotional competition
refers to the promotion oriented towards medical personnel regarding scientific information
on new products.™ The pharmaceutical industry spends a vast amount of money on
promoting its products since this type of competition strengthens its monopoly position.'*?
In 1961, d-'ue. Kefauver Commirnee revealed that 25% of total profits are spent on
advertisement and only 6% are spent on R&D."™

Promotional competition seeks to gain and increase a strong demand for a

product by creating preference among medical personnel regarding specific brafi_d names,

"™ See Guidelines on the Pharmaceutical Sector, supra note 162 at p. 9; see also L. Sarrett, "The
United States Pharmaceutical Indusiry”, in Pharmaceuticals for Developing Countries, Instimte of
Medicine, Conference Proceedings, (Washington, D.C.: National Academy of Sciences, 1979) at p. 130.
A great imbalance also exists in types of drug consumption between developing and developed countries.
In 1980 developing countries consumed 13.8% of world drug products whereas developed countries
consumed 86.2%; the per capita drug consumption in developing countries is $3-13 per year whereas
in developed countries it is $36-50. See CTC DOC. 1981, supra note 170 at pp. 2-3.

" Promotion takes the form of printed or sampled advertisements, direct mail to prescribing

medical personnel, medical joumnals, visits by medical representatives to practitioners and educational
confererces.

' See L. G. Schifrin, "The Ethical Drug Industry: The Case for Compulsory Patent Licensing"
(1967), 12 Antirust Bulletin 717 at p. 900; Expenditures for advertising and promotion account for
roughly 25% of the sales dollar and one third of total cost of production of large firms. The advertising
element alone is approximately twice that of R&D for the typical large firm. (hercinafter Schifrin); sce
also Pradhan, supra note 13 at p. 144, Table 7.1.

'® Report of the Commitice on the Judiciary, United States Senate, Subcommittee on Antitrust and
Monopoly, 87th Congress 1st sess., Report No, 448, Part IV Advertising and Promotion of Drugs
(Washington: Government Printing Office, 1961) at p. 156, (hereinafter The Kefauver Report).

[
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The standard original drug maintains a very strong market share if the doctor continues to /7~

prescribe by the original brand name, even though the patent has expired or the drug is v
produced by a licencee. Thus, through the promotional activities of a firm, the firm even
after its patent has expired, continues to profit from this monopolistic situation that has
been created.

Many economists have criticized the promotional activities of the industry on the
basis that they are excessive, create a powerful monopoly and are a means employzd by
the industry to avoid price competition.® Others regard the promotion techniques as
necessary method that provides information to doctors.'™ There is no doubt that promotion
conveys information. The quality of the promotion techniques, however, especially in
developing countries, is highly questionable.  Instances of questionable tactics have .-‘:.‘;
occiirred and have been seriously criticized on the grounds of the double standards policy_:-:
of the industry.'" Various discrepancies have been réponed such as variations in product
information- m different countries, substandard product information, exaggerated clainfs
about drugs, iﬁisleadihg claims of before and after therapy, a “tendency to keep negatii;e

information to a minimum",'"” abuse of marketing methods that leads to "excessive and

L~

" See Reekie, supra note 156, at pp. 71-75; see also S. Lall in Pharmaceuticals and Heslth Policy
(Editors R. Blum, A. Herhheimer, C. Stenzl, J. Woodcock, 1981) at p. 196 (hereinafter R. Blum ed.).

' See David Schwartzman, Innovation in the Pharmaceutical Industry (Baltimore: John Hopkins
University Press, 1976), at p. 188 and p. 341 (hereinafter Schwartzman).

" Sec Dianna Melrose, Bitter Pills, Medicines ard the Third World Poor (London: OXFAM, 1982)
at pp. 73-75 (hereinafier Biter Pills), Melrose refers to the case of the drug Orabolin, where doctors
in Great Britain wamed that Orabolin “is not recommended for children "and may cause tumours of the
liver". In Bangladesh, doctors were advised that "it is especially meant for young children and infants"”
and "is free from harmful effects on liver”, e.g. pp. 103-104 and pp. 99-116. See also Mike Muller, The
Health of Nations. A North-South Investigation (London: Faber and Faber, 1982), at p.30 where he refers
to a similar incident involving the drug chloramphenicol.

o See Bitter Pills, snpra\n_‘ote.' 186 at pp. 75.
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irrational prescribing"'® and to the creation of inappropriate needs and finally even
withholding possible side effects information.™
While developed countries have instituted laws to check on the safety of drugs,
to regulate prices, to control the promotion and advertising standards and especially to
disclose side effects, most developing countries have laws which are less strict or have no

adequate laws whatsoever and they face considerable political and economic problems

initiating such reforms.'®

3.1. Price Competition and the Industry

Price competition does not occur in the pharmaceutical industry due to three

reasons.'

First, the nature of the products of the industry is of such a vital importance to

life that the whole structure of demand operates under different rules. Demand is
Al

£

4" _f

~=

“'i-:’-_i_i. at p. 64,

™ See Milton Silverman, Philip Lee, Mia Lydecker, Prescriptions for Death. The Drugging of the
Third World (Berkeley: University of California Press, 1982) at p. 112; see also M. Silverman, M.
Lydecker "The Promotion of Prescription Drugs and Other Puzzles” in R. Blum, ed., supra note 184,
at p.78; see also Seneka Bibile, Pharmacentical Policies in Sri Lanka, UN Doc., TD/B/C.6/21 (1977),
(hereinafter Pharmaceutical Polxc:es). see also David McKie "Drug Dumping in lhe Third World", (1986)
Int'l P_gs:pecuves 17 a D. 18

%0 See Bitter. Plll‘, supra note 186 aL p. 65; see also LEP.M.A. Voluntary Code of Marketing
practices (1982) and W.H.QO. Code on Essential Drugs. Many developing countries have initiated joint
strategics within the framework of rcg:.onal onal co-operation such as Regional Cooperative Production and
Technology Centres (COPPTECS) in countries of the CEAO (West African Economic Community), in
countries of SPEC (South Pacific Common Market for Economic Co-operauon). in the five ASEAN
countries ( Indonesia, Malaysia, Philippines, Smgapore and Thailand), in the Commonwealth Regional

countries for the East Central and Southern Africa region, in the CARICOM (Central American Common
Market and Caribbean Market) etc. -

W See CTC Doc. 1981, supra note 170 at p. 15. Price competition may exist in a few situations
such as generic drugs, drugs whose patents have expired and mulnnle source drugs which have been
licensed.

,
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particularly inelastic in contrast to other mdustnes where prices are set by the demand
which, in i, is affected by changes in price. In the pharmaceutical industry, demand is
unresponsive to changes in price because drugs are a substantial necessity to life;
sometimes they mean the difference between Jife and death. Their sensitive nature causes
their consumption to be qualified by disease patterns and not by price. Any person in
need of a drug will oy to buy the necessary prescribed drug without considering the
possibility of there being lower priced-alternatives. The drug buyer rarely takes the time
to examine what competition exists as he normally would when purchasing other goods.™™

Second, the inelastic demand for drugs is influenced by the medical profession.™
It is not the individual patient who makes the choice, but the doctor who presciibes the

_flmg and who does not pay for it. This is necessary and has been created for the safety -

I”of the consumers given the potentially harmful nature of the products, but in the process
of presc\'r\iibing drugs the doctor's selection is not necessarily determined by financial
considerations. Hence, the choice is made by the prescribing physicians who base their
choice on the medical properties and qualities of the drug and less on the prices, and thus
may prescribe a drug that they are accustomed to. The doctors are obviously less price-

LA
sensitive than the person who eventually pays for the drug.'™

, ‘ ' E,EI;
oo N

' See Reckie, supra note 156 at p. 36.

™ See H. Steele, "Monopoly and Price Competition in the Ethical Drug Market" (1952), 5 1. L.
Econ, 131 at p, 146, -

'™ In the words of Senator Estes Kefauver: "he who orders does not pay; he who pays does not
order”. Many physicians are unaware of drug prices since their principal sources of drug information,
such as "The Physician’s Desk Reference”, does not include data on prices. Estes Kefauver, In & Few
Hands, Monopoly Power in America (New York: Pantheon Books, 1965).
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The third reason for which price competition dces not occur in the
pharmaceutical industry is the patents and the way they operate. We will discuss this
matter in the following section.
[®) } v

32 Patents in the Pharmaceutical Industry

Patents™ constitute a very significant component of the pharmaceutical industry
and they form a crum:'il determinant of this industry’s profitability.' The majority of the

pharmaceutical industry’s products are protected by patents and are sold only by one firm

~or a few firms.'” Patents are used as a barrier to entry. This portion of the industry's

products are the most profitable.

A patent confers the right to the inventor to produce, sell, imrort and use his

invention for a number of years and to-exclude unauthorized“pénies from such acts. The
right conferred by the patent hls absolute, exclusive and limited in time. It is absolute

because it confers the total power of exploitation and transfer of this power. It is
' N

‘exclusive because it does not allow another party to use, sell, import or produce the

patented . invention without the permission of the patentee. Finally, it is limited in time
because it is granted for a specified period of time. Thus, we could define the concept of

a patent as the ab‘;gliitc and exclusive right granted to the patentee, i.e., the inventor, for

" The werd patent derives from the Latin' "literae patentes” and means letters open to public .
scrutiny, i.e., open leticrs written on a sheet of paper with the seal of the sovereign at the bottom.

'™ See CTC Doc. 1981, supra note 170 at p. 46.

"' These patent drugs are known as ethical ‘or prescription drugs and because ihey are often sold

~ by only one firm, they are called one-source drugs. Drugs which are not protected by patents are called

proprietary or generic drugs. Those which are protected by patents and which have been licensed to a
wide number of licensees and hence produced by many suppliers are known as multiple-source drugs,
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2 limited period of time to sell, prdﬂucc, import and use his invention. In other words,

the patent confers a limited monopoly over sale, use, manufacture, and importation of the

S
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e

S S
/-/4/ e

patented invention,!®

The importance of patents to the pharmaceutical industry is substantial, given lthc
specific structure of the industry and the nature of its products.'” Pharmaceuticals can be
very easily imitated. Scientists wn.h éﬁbropriaxe skills and education can analyze the
chemical structure of the drug and then proceed .to duplicate it without difficulty, a
si;ﬁation that does not occur with the same degree of convenience in other industries (e.g.,
aircrafts, computers). After discovering a drug, a company seeks to protect it with a
patent. Patents provide the necessary protection against imitation and shield the firm from
the competition of other firms for the given period stated by law.®®

Patents create that shield from compe_t_itiun because they confer a monopoly over
the manufacturing, the sale and the importation of the drug in the face of potential
competitors. Once the patent expires, a number of small firms, they so-called generic

firms, are amracted to produce tha-sc-called /“generic drugs" of the same chemical

~>;composition but at a much lower price than the patented drug. While the drugs are

proter.ted by the patents, the firm profits from a temporary monopoly over the proa/ucg SO

it sets its prices freely on whatever it seems the market can bear.

.

i »

M See The Role of the Patent System, supra note 107 pam. 6,,aLt p. 11. Patent is a legally .
enforceable right granted by virtue of law to a person to exclude, for a limited time, others from certain
--acts in relation o a described new invention; the privilege is granted by a government authority as a
_raauer of right to the person who is entitled to apply for it and wiio fulfils the prescribed conditions.

" The top 50 transnational phama&ytécaquompmﬁes are extremely active in this sector, See CTC
Doc. 1979, supra note 158, Table 17, .

™ See, The Role of the Patent System, supra note 107, at p. 53, para. 351. ‘The term of & patent
grant varies from 1 to 20 years in various counnies.l‘t\;\Se‘e' also Table 54.
i

. ~ I

o i



S

N

72

Thus, the way patents operate, ie., creating a temporary monopoly over drugs,
in conjunction with the nature of the products and their ir=lastic demand and the role of
physicians prescribing drugs and making the choices, result in curtailing the normal price
competition which would otherwise occur.® 7

Even drugs on which patents have expifé&'do not always enhance competition,
contrary to what one would expect. Usually by the time a given product is no longer
protected by a patent, it can be produced by several firms. As a result, competition would
cause prices to fall. Even after the expiration of a patent, however, a doctor prefers to
prescribe a familiar drug,

Hence, trade names may take the place of patents and perpetuate their role as
an impediment to price competition, i.e., trade marks, combined with patents or without,
create monopoly and prevent price competition.

The strong barriers to the entry of new firms in the market (created by the
aforementioned prod,qct differentiation, the high promotional expenditures, the high
concentration in production and research and in particular by the way patents operate
creating monopolistic conditions) as an immediate consequence raise profit margins and
prices to above average levels® The pharmaceutical industry has a tremendous

profitability rate. It is considered one cf the most profitable industries. The industry "has

-

/?[/ -"7' l”‘

# A possible source of price competition may be'brand substimtion of generic drugs whcre
possible. This practice is followed in certain developed countries such as the United Kingdom, Canacia
and Sweden. A pharmacist may, within the parameters of the law, substitute prescriptions wiil1 a lcwer
priced generic drug. Thus, price competition may come alive. See Schwartzman , supra note 1854t
p. 272, R

= See CTC Doc. 1981, supra note 170 at p. 46-47. S L
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since the n‘lid-fifti:; consistently recorded profits substantially higher than the average for

all industries in both the US and the UY "*®

Lot

Every industry which involves a high rate of risk requires substantial profits in
order to atract investors. °Although the pharmaceutical industry is very capital and
research inwinsive, its profit margins and high prices are beyond all reasonable levels and
"derive mainly from a monopolistic situation which seems to be very secure,"® Thus, the
aforementioned features of thisﬁinaustry make it susceptible to monopolistic power, high
prices and lum_'ative profits t'Ei""tl;e detriment of the consumer and the economic health of

the counm_'f.
/
d

3.3 Pharmacentical Sector and Developing Countries

Developing countries are conceziad with the conswaints that affect the supﬁiy

and the demand of pharmaceutical products and processes, that limit access to much
needed drigs, that raise the cost of imported drugs, and that limit the possibilities of
gstabliilhing a national pharmaceutical industry. :

,.//,)»' Their concems werc:considered at the Conferences of non-alighed countries at
Colombo in 1976 and Havana in:""f979. As i_.t\r_will be-seen in the following paragraph,
among other things, these qonference‘;"‘ called-fofr’:f:the;eed to re-examine the existing patent

system within the scope of the spe_c_iél needs of developing countries.

ek

*  See Lall (1974), supra note 168 at p. 155. For example, the pharmaceutical industry had a
return of 20,3% as compared to 13% for all manufacturing in 1960 in the United States. In the United
Kingdom in 1970, 110 firms showed a return of 26% as compared o 12.6% for all manufacturing; see
also the Monopolies Commission Report, supra note 167 at-nera 218: Profits made by Roche products
were "quite uniustified” and "manifestly too high"; see generally Schwartzman, supra note 185 at p. 161.

™ See Lall (1974}, -zupra riote 168 at p.r 155,
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At the Colombo Conference™ resolution 25 was passed on co-pperation among
developing countries in the area of patents. Resolution 25, after considering the proposals
- - made in Georgetown, Guyana by a group of experts on pharmaceuticals, approved certain
recom:gendations. These suggested new pharmaceutical policies in developing countries.
Speciﬁcélly related to our topic, these recommendations advised the developing countries
tc; consider at the national level, in the context of the revision of the Industrial Property
system, the exclusion of pharmaceutical products from patentability or, alternatively, the
curtailment of the duration of patents for pharmaceuticals,

Three years later, the Sixth Conference of non-aligned states took place in
Havana, Cuba*® The Havana Conference considered a report entitled "Pharmaceuticals in
the Developing World: Policies ox; Drugs, Trad_e and Production”,which was prepared
jointly by various UN agencies. The Copferencé adopted resolution 8, accepting the 27
. recommendations of the report. Among the recommendations, mention should be made
: ! here of both the possibility of exclusion of pharmaceutical products and processes from
:"5 patent:rrotection, aid of shortening the duration of patents. This recommendation was
along the lines of the Colombo Conference recommendation, but encouraged the developing

countries not only 1o exclude pharmaceutical products® from patent protection but process

patents as well,

* Resclution No. 25 on Co-operation among Developing Countries in the Production, Procurement
and Distribution of Pharmaceuticals, adopted by the Fifth Conference of Heads of State or Governments
of non-aligned countries, Colombo, Sri Lanka, 1976, Reprinted in UN Doc. UNCTAD/TT/49 (1981)
supra, note-162 at Annex L

®  Resolution No. 8 on Economic Co-operation ar};ong Developing Countries in the Field of
Pharmaceuticals, adopted by the Sixth Conference of Heads of State or Governmenis of ncn-aligned
countries, Havana, Cuba, 1979. Reprinted in UN Doc. UNCTAD/TT/49, (1981) supra note 162 at Annex
VL. i B .

. .\\
h .-
|

¥ See Infra, text at p. 79 et seq. I
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Following these two conferences_: the major components of a pharmaceutical
policy have been idéﬁtiﬁed in various reports prepared by the United Nations and other
related bodies. Thus, the Guidelines on technology issues in the pharmaceutical sector
identified certain elements that; form such a pharmaceutical policy.® Among the most

important recommendations was the one relating to the re-examination of the Industrial

Property System. Furthermore, the guidelines identified the following‘éléments: selection;f"/’

M
of essential drugs; regulation of drug promotion; use of generic names; centralized drug

procurement of generics through metho}c};‘;such as international tendering and competitive

bidding; choice of the cheapest supp'iie{' subject to quality assurance, drug control and -

safety regulation; and regulations on pharmnpeutical prices. In addition to this policy, the
guidelines recomfﬁended a technological plan in order to start up a national pharmaceutical
industry and reduce dependencjr on imports. Such a plan starts with packaging and
formulation, continues with production in stages of pharmaceuticals and ultimately
undertakes R&D.*”®

Furthermore, the Workshop on Trade and Technology Policies *° in the
pharmaceutical sector has recommended certain policies that are rele\.rant to the
pharmaceutical industry in developing countries: the health policy, the policy on trade

(levies, customs duties), the policy on imports, a financial policy and the policy on credits

*™ See Guidelines on the Pharmaceutical 'Sectof. supra note 162. These guidelines were prepared

by the UNCTAD secremr;atTf co-operation with many consultants. For a list of the consultants, see p.
2 of the Guidelines,

* Id., at p. 11, chapter III,

" This workshop was organized by UNCTAD in co-operation with ARCT (Afncan Regional
Centre for Technology) in Abidjan, Ivory Coast, on October 12-23, 1981,

1
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and exchange rates, the policy on education, R&D, the policy on transfer of technology
and Fdi'eign Direct Iﬁvestmeni, and the policy on Industrial Property.?t
Thus, for example, a Foreign Direct Investment policy is necessary since most
of the transfer takes place within the framework of a MNC and its subsidiaries which are
wholly or partially owned.*® Foreign investment policy could encompass various elements

such as requirements of equity participation, for example, specific requirements of national

-capital participation, and prohibitions imposed on MNCs, for example, foreign firms could

be prohibited from producing cough syrups and vitamins in developing countries and
concentrate instead on priority essential drugs which are needed to fight local tropical
diseases such as malaria and dysentery.

Moreover, a transfer of technology policy is necessary since very few countries

‘t‘a;e capable of developing pharmaceutical products forw their drug needs and most
déﬁeloping countries are tmally dependent on MNCs. Developing countries need a policy
which regulates and controls the transfer of technology and takes into account their needs
and circumstances. In additit;n to this policy, since most transfer of technology takes place
via licence agreements, a restrictive business policy is needed to regulate restrictive clauses
in licensing agreements by imposing a framework which is necessary in order to supervise
and control the agreements and screen all restrictive clauses that impede the transfer and
the development of the national pharmaceutical industry. As a matter of fact, some
countries have re-examined their policies and ha;\‘ve taken action towards these goals.

Hence, special laws on Transfer of Technology and Registration of Agreements have

! See Report and Recommendations of the Workshop on Trade gnd Technology Policies in the
Pharmaceutical Sector, UN Doc. UNCTAD/TT/48, (1981) at p. 11, (hereinafter Report and
Recommendations), . : o .

2 See Technology Planning, supra, n;le 162 at p. 16, para 53.
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emerged in some developing countries with the purpose of couniéracting the harmful
effects of restrictive clauses in t:he agreements.*® For example, Mexico,** Brazil,**® and
Argentina®*® have established rules on the regulation of transfer of technology. Similarly,
Decision 24 of 1970 of the Andean Group of countries®” requires that all contracts on
the transfer of technology of patents must be examined and stipulates that the law shall not
authorize the inclusion in the contracts of patents of certain restrictive clauses.’®

Hence, these special laws on Registration of Agreements which contain
restricting clauses are used by the Ministry or various national agencies and institutes to
examine these agreements.”® These bodies strike out reswrictive clauses that are prohibited
?:"y national law and then register them, giving them freedom to operate.

All these special laws that have emerged on transfer of technology and

registration of agreements are remarkable attempts to counteract restrictive clauses and

3 See Restructuring the Legal Environment: Intemational Transfer of Technology, Common
Approaches to Laws and Regulauon on the Transfer and Acgmsmo ot' Technology, UN Dec.
TD/B/C.6/91 (1982). (heremafr.er Laws and Regulahons)

i Mexican Law on the Control and Registration of the Transfer of Technology and the Use and

— . —— ——— s

Exploitation of Patents and Trademarks, effective February 11, 1982,

1+ 9

" Brazilian Code of Industrial Property Law No. 5772 of December 21, 1971, effective December
31, 1971; Normative Act No. 76, effective October 1, 1985.

¢ Argentinean Law Law on Transfer of Technology No. 22, 426, of April 1, 1981 and Decree No. 580
(Regulations Under Law No, 22, 426) 426),

¥ The Andean Group of countries comprises Bolivia, Columbia, Ecuador. Peru and Venezuela,
#  Decision No. 24 of the Commission of the Cartagena Aggmen December 31, 1970, as
amended by Decision 109, November 30, 1976, See wat at (1977), 16 Int'l Legal Materials 138; ses
also Compilation of Legal Material Dealing with Transfer and Development of Technology, UN Doc.
TD/B/C.6/81 (August 4, 1982) at p. 227 (hereinafter Compilation); see also Policies Relating o
Technology of the Countnes of the Andean Group: Their Foundations, UN Doc. TD/107 (1971).

¥ E.g. The National Institute of Industrial Property (INPI) in Brazil and the Mxmstry of Patrimony
and Indostrial Development in Mexico.
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control the transfer of technology. Because of their relatively recent origin, however, it is
100 500N to measure their effectiveness.

In any case, it would be advisable for all developing countries to re-examine all
laws and policies that pertain to their pharmaceutical industry. Although, as has been
mentioned above, this paper focuses on the industrial property element of the overall
policy, and in particular on some aspects of the patent law, it should be mentioned that the
above policies are interrelated; a combination of z_:ll these policies is, in fact, necessary in
order to achieve rapid development in the phannacgutical sector, to ensure supply of
essential drugs at reasonable prices and to build up a strong national industry. In this way,

dependence on supplies from MNCs is reduced and industrialization in developing countries

is boosted,

s

[
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34 The Exclusion or Limitation of Pharmaceuticals from the Patent System and

their Role in Developing Countries

3.4.1 Patentability

A substantial element of every patent law is the patentability, i.c., the
requirements that an invention must meet in csder to be granted a patent. Although patent
laws in many countries have a plethora of provisions that differ, the existence of a set of
conditions for patentability is a common feature of every national patent law.

Thus, the typical patent requirements of an invention to be granted a patent are:
1) Novelty, i.e., the invention must not be included "in the state of the art"*% 2) Industrial
applicability, i.e., the invention can "be made or used in any kind of industry"®;

3) Inventive step® or the analogous “inventive activity” of the French law or the

"inventive height" of the Greek and German law or the equivalent "non-obviousness” of
the American law™, i.e., the invention must have an "essential difference as compared with

the known art."® Furthermore, the Model law on Patents for inventions for the

Strasburg Convention),
2 1d., Art. 3.

2 There exist subtle differences in the notions used by various national patent laws, See Ladas
at p. 296, See also European Patent Convention (EPC), Art. 56.

= Section 103, Title 35 U.S.C. 1952,

2 Nordic Patent of 1966. See also Strasbourg Convention, supra note 220, Art. 1: "Patents shall
be granied for inventions which are susceptible of industrial application which are new and which
involve an inventive step.” Also the EPC Art. 52(1) recognizes the same requirements,
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Developing Countries recognizes that "any invention which is new, results from inventive
activity and is capable of industrial application is patentable."™

Although an invention can meet all the above requirements of patentability, it
may not be patentable under the patent iaw in a given country. The reascns for this are
that some inventions are not patentable for overriding reasons of nublic interest, such as
inventions relating to national defence, atomic and nuclear energy, agriculture and public
health?* The INPADOC database has recognized 19 technological fields, including
pharmaceutical products and pharmaceutical processes for which patent protection is not
available in cerain countries.”’

Based on the content of the pharmaceutical invention a distinction can be made

among different kinds of patents for pharmaceuticals: 1) Product patents; 2) Process

patents; and 3) Product by Process patents.

342 Product Patents

Product patent protection is the kind of patent that confers protection on a new

compound, substance or end product.*?

®  Model Law on Patents for Inventions for the Developing Countries, Art. 3. {(Geneva: BIRPI
Doc. 801(E), 1965).

2 See S. C. Oppenheim "The Public Interest in Legal Protection of Industrial and Intellectual
Property” (1950), 32:12 J. Pat. Off. Soc. 904; See also M. Fishbein, "Are Patents on Medicinal
Discoveries and on Foods in the Public Interest?" (1937), 19:12 J. Pat. Off. Soc. 891,

¢ o E:g:lusions from Patent Producticn, see WIPO Doc. HL/CE/IV/INF/I (November 2-6, 1987} at
p. 6, para 8.

¥ The fonn in which the product is used or sold are not important. In the description of the
patent, the potential patentce need only provide one way of producing the pharmaceutical and only one
industrial application of the product. To be patentable a product must satisfy all needed requirements,
i.e., it must be new, useful and must have an industrial application,
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The product patent is a strong form of protection and provides the patentee with
a wide spectrum of rights in the areas of production, use, sale and importation of the
product.

The essence of this kind of patent is that it confers a complete monopoly over
the pharmaceutical: the patentee has the exclusive right of use, manufacture, sale and
importation of the drug.

The direct consequence of the product patent is that, as a result of the protection
conferred by the patent, the patentee has a legal claim against any third party that uses,
produces or sells his products. This applies even if the third party does so "bona fide"
or even if he produces it by a different or better method. Hence the patentee is the only

person entitled to the use of his right with the exception of an assignee or licencee.

342.1 Product Patents_and Developing Countries

This form of patent taken within the context of a developing country creates the
following repercussions:

The majority of developing countries have no production capabilities for
pharmaceuticals and consequently impozts’ constitute the only channel to acquire the
necessary drugs. These countries are almost or totally dependent on imponts for their
pharmaceutical needs.

As was previously mentioned, the patent protection on products confers to the
patentee, among other rights the right to import and exclude others from doing so. Since
the patentee is the only eligible person who has the exclusive right to manufacture, sell

and import the pharmaceutical, then, as a result, the developing country cannot and will
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not be allowed to import the pharmaceutical from other sources. It will be obliged to rely
exclusively on the patentee who will have the exclusive distributorship of the
pharmaceutical in the country and who would enjoy an air-tight monopoly having excluded
any other competitor.

Thus, when developing countries issue a patent, they provide the patentee with
the exclusive right to import into their country the product in question and hence they
deprive themselves of existing alternative international sources which accommodate more
competitive prices. However, when they do not allow product protection they are in a
better position since they are able to widen the selection of sources for drug supplies and
hence lower the prices of drugs.

Some developing countries have reached a certain degree of development in
relevant terms with regard to their pharmaceutical industry, such as formulation of dosage
forms from imported raw materials and envisage the production of pharmaceuticals as a
channe! to industrialization.

When these countries provide for a product patent they consequently give the
patentee the exclusive right to import unless they stay outside the Paris Convention, as for
example, India. Thus, they have limited sources to procure the raw materials needed in
order to manufacture the drug.

When they do not provide for a product patent the local firms are in a better
position, as the synthesis of raw materials is more economical through the altemative ways
of importation, since they can import the raw materials from a source of their cheice. In
this manner, they are not subject to terms of the profit motivated patentee and his licencees

which impose onerous restrictive terms,
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Furthermore, since the patentee is the only one who has the right to produce,
these developing countries that have built up a certain infrastructure and have established
a2 pharmaceutical industry, even if only in the first stages, would be deprived of
manufacturing the pharmaceutical. Conseqn;ently. this would deter them from developing
further a local industry. Even in the case when the patentee grants licences and permits
others to produce, he could impose such onerous and restrictive conditions that the picture
does not change.

For these reasons, this kind of patent does not seem appropriate for developing
countries, which strive to import good quality but cheaper drugs and develop a local
pharmaceutical industry. This is the reason why many developing countries today do not
provide for product patents in their patent law.®

Product patents are mainly granted in those developed countries that ace the
primary producers of pharmaceuticals and which want to safeguard their interests and
secure their monopoly in the market. Thus, for example, West Germany, Switzerland, the
USA, France and Japan grant patents for pharmaceutical products. These are the countries
that are the main producers of pharmaceuticals.™

However, it should be highlighted at this point that these countries instituted
such provisions only very recently, i.e., during the last two decades, when they had already

reached a considerable stage of development. Before they did not grant product patents

® Many developing countries do not grant patents for pharmaceutical products: Bolivia, Brazil,
Colombia, India, Mexico, Egypt, Peru, Chad, Thailand, Turkey, Venezuela, Zimbabwe eic. See Anne-

Marie Greene, Patents Throughout the World, 2nd ed, (New York: Clark Boardman, 1984), (hercinafter
Anne-Marie Greene).

2 Furthermore, the Nethcrlands, the Nordic countries and Ireland grant also patents for
pharmaceutical products.
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for drugs, but only process patents. For example, Germany introduced patents for products
in 1968, Switzerland in 1978, Japan in 1976.2!

At this point it is interesting to note that Canada provided only for process
patents and excluded product protection from the patent law. With the recent amendments,
however, Canada no longer provides only for process patents but for product ones as
well. 22

Italy, in particular, did not provide for either kind of patents and excluded-
pharmaceuticals altogether from the patent law. However, in 1978, the Supreme Court
of Italy held that the exclusion of drugs from the patent law was unconstitutional, and
thus since then Italy grants product patents for pharmaceuticals.™

Although some developed market economy countries do not grant product patents
fcr pharmaceuticals,™ generally it can be stated that in developed countries there is a trend

towards complete protection.

B! W, Germany introduced patents for pharmaceutical products in 1968, Japan in 1976, Italy in
197%8France in 1960, England in 1949, Switzerland in 1978, the Nordic countries in 1968 and Canada
in 1987,

B2 See infra at p. 139.

3 In 1978 the Cornte Constitutionale of Italy held that Decree 1127 of 1939 was unconstitutional.
See Samperi, "Patentability of Pharmaceutical Producis in Italy - Background and Recent Developments”
(1979), 18 Ind. Prop. 128.

B4 E.g. Austria, New Zealand, Spain, Greece, Portugal, do not grant patents for pharmaceutical
products,
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343 Process Patents

Process patent is the kind of patent that confers protection on a new method of
manufacturing a product. A process may be a "technical solution consisting of a series
of steps, and the result of a process may be a product."

The justification for the existence of process patents stems from the desirability
to encourage the inventor to develop better and more efficient methods to produce drugs.
Thus, if the public is to receive the benefit of new pharmacettical products at a reasonable
price and in amounts sufficient to meet the demand, this "could only be accomplished by
[limiting] the inventor to his process so that others will be encouraged to invent a new and

improved process which will make the product cheaper and available in greater

quantities,"*

What is protected by this kind of patent is the method to produce the product
and not the product itself, i.e., the protection does not extend to the product itself. The
direct consequence of the process patent is that the product is free to be produced by other
processes or imported by other competitors.

The process patent is a weaker type of protection from the point of view of the
pharmaceutical industry, since it only provides the patentee with the right to prevent the
use of the patented method that produces a drug. For this reason, this kind of patent

protection is not very popular in the industry which prefers, instead, the stronger product

protection,

3 Extension of Patent Protection of g Process o the Products Obtained by that Process, see

— i — S ——

WIPO Doc. HL/CE/I/5 (1986} at p. 3, (hereinafter WIPO Doc. 1986).

2 Sec The Kefauver Report, supra note 183 at p. 106,
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Under the process patent protection, the inventor has a legal claim only against
the producer of the drug and his method and not against the persons that sell the
pharmaceutical. The producer uses and expleits the process protected by a patent.
Conscquently, the patentee can ask for the prohibition of the production of the drug and
sue the producer. In contrast, the persons that market the pharmaceutical sell it free from
any right whatsoever and consequently the patentee cannot ask for the confiscation or

destruction of the already produced drugs and he cannot sue them.

3.4.3.1 (b) Process Patents and Developing Countries

If we apply this kind of patent protection within the context of developing
countries, then different considerations appear than those under the product patent, Process
patents fit better within the infrastructure of a developing country since under this type of
protection, only the use of the method to produce the product is shielded from the
competition and not the product itseif,

Consequently, developing countries are allowed to import the pharmaceutical and
have the freedom to produce it without infringing the patentee’s patent and his rights,

Thus, in the absence of the restrictions imposed by the patentee, the developing
country can shop around and find altemative scurces of supply and better prices, as the
patentee does not have a legal claim against the persons that sell the pharmaceutical but
only against the producer of the drug and his methods. The patentee cannot prohibit the
production of the drug by other methods or the importation of the product.
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Process patent protection is generally provided in those developed countries that
are not economically as strong as the producers of pharmaceuticals, but are rather
dominated by multinational pharmaceutical firms.®’

Furthermore, in addition to developed countries, many developing countries such
as Venezuela, Colombia, Argentina, Egypt and India, do not allow patents for
pharmaceutical products but grant only process patents.® In particular, Colombia provides
such patents under the condition that the invention is exploited in Colombia.®®

In contrast to developed countries, developing countries seem to be in favour of
patent protection only for process. For example, in 1970, Argentina, in American
Cyanamid v. Unifa upheld the constitutional validity of the exclusion of pharmaceutical
products from patentability."“’ This remarkably opposite trend appears to reflect the
existent economical and technological differences that prevail in the two groups of
countries. Some countries even exclude both pharmaceutical products and processes from
patent protection.” It is important, within this context, to repeat that when the develcped
countries provided for the product protection they had already achieved significant progress

in their pharmaceutical industry. Thus, for example, Great Britain until 1949 did not grant

B! E.g. Spain, Greece, Portugal, Austria and New Zealand.

© Only process patents are granted in the Andean countries (i.c. Bolivia, Columbia, Peru, Ecuador
and Venezuela, pursuant 1o Decision 85 of the Cartagena Agreement Art. 5(1)), Lebanon, Libys,
Pakistan, Syria, Tynsia, China, Morocco, Chad, Zambia, Thailand, Irag, Cuba, Egypt and Peru,

™ An. 538 of the Colombian Commercial Code of 1972. See also Cavalier Abogados,
"Patentability of Pharmaceutical Inventions in Colombia™ (1972), Pat. Trademark Rev. at pp. 414-418,

0 American Cyanamid v. Unifa (1971), 2:3 LLC. 219

#! E.g. Brazil climinated process patents in 1969. Furthermore, Australia, Mexico, Colombia,
Turkey, Zambia, Malawi, Zimbabwe excluded both products and processes from the patent law.
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patents for pharmaceutical products and similarly, Frence introduced product patents for
drugs in 1960.%

The apparent present trend in developing coumgies to exclude product protection
has not been enthusiastically greeted by the pharmaceutical industry, especially the MNCs.
The strong form of patent protection is of an extreme importance for the interests of the
industry. The irdustry’s interests do not coincide with the irterests of developing countries
which favour opposite schemes, more adequate to their special needs, circumstances and
interests.

However, notwithstanding the above considerations on the impact of product
patents and process patents on developing countries, not all developing countries have
excluded product patents from their patent laws; some developing countries provide for
product patents.*® Their decision to provide product patents may appear beyond any
logical justification since it contradicts developmental aspirations and interests. The
reasons, however, may be based either on ignorance of the technicalities of the law,
pressures from industry and fears of retaliatory economic sanctions or, most probably, the
desire to attract investors in the country.

However, as was seen before, this is not an absolute consideration since there
exist other incentives to attract investors. For example, Brazil’s experience clearly shows

that investments could flow to the country even in the absence of a product patent.* The

#1 See supra p. 83.
) E.g. Tanzania, Zaire and Sudan,

% In Brazil between 1971-1979, foreign investment rose from $ 11.4 million to $ 646.45 million.
Sce Examination of the Economic, Commercial and Developmental Aspects of Industrial Property in the
Transfer of Technology 1o Developing Countries. Review of Recent Trends in Patents in Developing
Countries, UN Doc. TD/B/C.6/AC.5/3 (1981) para. 108.
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absence of product patents is not necessarily a discouraging factor in the decision of

investors to invest.

3.4.3 Product-by-Process Patents

Related 1o process patent protection, another kind of patent protection which
exists in some countries is "the product-by-prescess prot:ction.”™  This type of patent
protects the process and the product that is produced by this particular process, What is
protected under this patent is not only the process but also the product which is produced
directly by this particular process.*® Countries such as Austria, France, Germany, Japan,
the Netherlands, Switzerland, Sweden, the United Kingdom and the Community Patent
Convention (CPC) and the European Patent Convention (EPC) provide for product-by-
process protection, i.e., protection of the product obtained by the patented process.*’

The product by process provision is not provided in many patent laws and the

Paris Convention leaves the freedom to member countries to decide on the iscue.

W See WIPO Doc. (1986), supra note 235 at p. 4.
WU M‘

# This product-by-process protection usually involves a reverse burden of proof. The patentee
would be in a difficult position if he was obligated to find evidence that third parties used his method
for producing a product.For this particular reason, the legislator provides for the reverse burden of proof.
Accordingly, when a patent relates to a process for obtaining a new product, the same product, when
produced by any other party, is deemed to have been cbtained by the patented process, unless that other
party, can prove the contrary, In other words, any new product of the same chemical constitution and
composition is deemed to have been produced from the process protected by the patent. Consequently,
when the product is the same, the plaintiff (the patentee) is relieved from proving the use of the patented
process by the defendant; instead the defendant must prove that the product was obtained by a process
other than the patented process and consequenily, not by the patented process. In other words, third
parues are obligated to prove that their product has been produced by a different process than the
patentee’s one. Countries such as Austria, Germany, Japan, the Netherlsnds, Switzerland, the United
Kingdom and also the Community Patent Convention provide for a reverse burden of proof provision,

whereas France, the European Patent Convention, Brazil, Australia, Spain and Sweden do not provide
for such provision.
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However, the Paris Convention contains a provision, Article 5 quater, which obliges those
countries that have adopted such provision (extension of patent protection of a process to
the product obtained by that particular process) to "recognize the effects of the extension
of patent protection of a process with respect to imported products in the same way as
with respect to products manufactured in tne country."** In other words, "all rights
granted by national law on the basis of the process patent, to products manufactured
according to the patented process in the country itself, must also apply in the case of
importation of such products if they ars manufactured according to the said process in
another country, even if that process is not patented in the said other country,"#®

Thus it can clearly be seen that this kind of patent protection for pharmaceuticals
is not in develeping countries’ interests mainly because of the consequences that it creates

with regard to the application of Article 5 quater of the Paris Convention.

344 Concluding Remarks

Given the aforementioned role, effects and implications derived from the product
patent protection and the process patent protection, it is understandable why the majority
of developing countries prefer to allow only protection for processes and do not provide
for product protection. Developing countries perceive protection for processes as more
appropriate to their circumstances which are not the same as those which prevail in
developed countries. What is appropriate for developed countries is not necessarily

appropriate for developing countries where completely different circumstances exist.

# See WIPO Doc. 1986, supra note 235 at p. S.

# See Bodenhausen, supra note 61 at p. 85,

8
V4
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Developing countries could follow the practice of excluding pharmaceutical
products from patent protection while allowing for pharmaceutical processes. As has besn
seen in the first chapter, the Paris Convention leaves member countries free to legislate in
certain areas. The choice to grant or exclude patents for products or processes for certain
sectors is one of these areas that member countries are free to legislate, However,

developing countries should also consider the possibility of foreign investors being driven

away by this approach.
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CHAPTER IV

COMPULSORY WORKING OF PATENTS AND THE SANCTIONS IN THE

CASE OF NON-WORKING

Compulsory working is an important obligation imposed on the patentee, since
only when an invention is béing worked, as was seen, may benefits flow into the country
and under these circumstances may technology be transferred. Otherwise, it is of no use
to the developing country and, worse, it may be detrimental since it would be used as a
means to secure an import network by impeding others from imperting. Therefore, the
working of a patent is a very significant provision for a developing country, otherwise the
patent becomes meaningless and gradually detrimental to the country.

This chapter discusses the working of the patent and the sanctions against non-
working and demonstrates the importancé that these provisions have in developing
countries. It discusses the evoludon of these institutions within the Paris Convention, in
order to provide the background of Article 5A and highlight the strong opposition towards
these provisions, expressed by many countries during the revision conferences as well as
the strong support of various countries in favour of these provisions, beliefs that today
pertain equally to developing and developed countries. The issues that concemn developing
countries are the same as those which concemed, in the past, countries that today are
considered developed. This chapter also analyses the question of interpretation and
problems that arise with the compulsory licence and revocation provisions as are embodied
in Article 5A of the Paris Convention and examines the national interpretation and

measures that have been taken with Article SA. The purpose is to evaluate these
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provisions and decide whether these provisions can sdequately protect the public interest

in developing countries or whether there are constraints that limit their effectiveness and

the freedom of developing countries to legislate.

4.1 Compulsory Working

The primary purpose of the patent grant is to encourage industrial exploitation
of the invention and foster technological development. In order to achieve this purpose,
most countries in exchange for the parent grant require patentees to work the patented
invention within the country. The obligation 10 work is the most important obligation
imposed on the patentee by the majority of countries in order to safeguard the assigned
purpose of the patent grant and prevent non-use or insufficient use of patents. With this
device, the patentee is bound to work his invention, i.e., he either has to produce, use, sell
or licence others to produce or use his patented invention.

The Canadian Patent Act, for example, specifies that patents are granted “to
secure that new inventions shall so far as possible be worked on a commercial scale in
Canada without undue delay."™ Similarly, Colombia provides for “"the permanent and
steady use of the patented methods or the manufacture of the product covered by the
patent for the purpose of supplying the market with the final result in reasonable conditions

of quantity, quality and price, whenever such acts would take place in Colombia."*' And

™ 567(3) of the Canadian Patent Act 1970, R.S.C. 1985, c.P<4; sce also F, Neumayer,
Compulsory Licensing of Patents Under Some Non-American Systems, Study of the Sub-Commitiee on
Patents, Trademarks and Copyrights of the Committee on the Judiciary, United States Senate, 85th
Congress, 2nd Sess., Study No. 19 (Washington: Government Printing Office, 1959) at p. 15 where he
states that Canada emphasized “distinctly and unmistakably the working of inventions”, (hersinafter
Neumayer)

Bl Art, 558(2) of the Colombian Commercial Code of 1972.
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in Brazil the patent law provides for patent grants if ‘such grants contribute to permanent
industrial development.*? The obligation to exploit the patented invention has always
been considered important and was contained in the early patent laws of many countries.”®
These countries considered working as an element of the industrialization process of their
country,™ That stage of development of these countries is comparable to the contemporary
developing countries’ stage of development and their concerns about industrialization.

As it has been stated before, the majority of patents in developing countries are.
foreign-owned and most are never uscd in production in these countries, but are rather kept
in order to protect imports in developing countries.®* Hence, compulsory working is a
provision of primary importance to developed countries and in particular to developing
countries because only the working of the invention in the country c¢an bring about the
benefits that justify the existence of the patent system in these countries. These benefits
are mainly the transfer of patented technology and its industrial application and local
exploitation of the invention. These are only feasible when the patented invention is
exploited in the country and does not remain unexploited. ™

The task of analyzing and defining the concept of working is left with each

country. The Paris Convention does not provide any interpretation of what constitutes

3 An. 39(a) of the Brazilian Code of Industrial Property Law No. 5752 of 1971,

¥ Compulsory working was part of the Venetian patent of 1474, the French Patent law of 1844,
the first Patent law of Germany of 1877, the Belgian law of 1954, the Canadian Patent Act of 1869
(s.28) and the Argentinean Law of 1864,

B4 See Penrose, supra note 18 at p. 137.
B35 See supra, pp. 39-40.

¥ Eg. E. Jiménes Batalla, "A Glance at the Law and Practice in the Matter of Working of
§ 46

Patents in all ITberoamerican Countries”, (Part I) (1974), 56:11 1. Pat. Off. Soc. 746, Part 1I (1974),
56:12 ], Pat. Off. Soc. 805,
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"working"*” Hence, each country gives its own interpretation to what it considers as the
most appropriate and important policy to follow. The majority of countries require actual
local use of the patented invention™* These countries interpret "working” to encompass
the element of actual manufacture of the product or actual application of the process and
the element of undentaking these activities within the territory of the country that ‘ssued
the patent.

Thus, for example, Decision 85 of the Andean Group defines working as "the
permanent and regular use of the patented process or the manufacture of the product
covered by the patent, in order to put the end result on the market under reasonable
marketing conditions, provided that such acts have occurred on the territory of the member
country which granted the patent."® Furthermore, "working the invention must be done
in a reasonable and adequate way so as to satisfy the demand of the product in the country
and make the product available at a reasonable price.”® The production, in other words,

must be undertaken "to an adequate extent and supply on reasonable terms the patented

article."*!

®7 At the Rome conference a proposal was tabled pursuant to which each country on its own may

determine the concept of working the patent. With the influence of France, the essence of this proposal
was adopted at the Madrid revision conference.

% Very few countries in the world do not require working: Chile, Panama, El Salvador, Ghana,
Kenya, Uganda, Tanzania and USA. These countries perceive working of the patent to be very onerous
on the patentee and thus do not require him to exploit his patented invention. USA, however, from 1832

10 1870 limited the issuance of patents to aliens on the condition that they would work the invention
in the country.

** Art. 31 of Decision No 85 of the Commission of the Cartagena Agreement: Regulations for
the Application of Rules Concerning Industrial Property, see Compilation, supra note 218,

20

$.67(2)(c) of the Canndian Patent Act, R.S.C. 1985, c.P4,

*570(11) of the Indian Patents Act of. 1970; Similarly Art. 43 of the Mexican Law

on
Inventions and ‘Trademarks of 1976 as am. in 1982 siates that "exploitation shall be the permanent use
of the patented process or the manufacture of the product covered by the patent, in quantities that
amount to effective industrial exploitation and on satisfactory .conditions as to quality and price.”
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The product must "satisfy the needs of the national economy" except if the
patentee is a national of a country with which there exists a reciprocity agreement.** In
cases where the demand is not being satisfied and prices are too high, the working
requirement is not being met. Thus, the patentee is obliged to supply the market with
products "in reasonable condition of a good quality, quantity and price.”®

All countries that provide for actpal working of the patented invention in their
patent law specify the term within which the working must start’® and require that working
must not be interrupted for a specified term.* |

Importation and sale of the invention is not considered to be included within the
concept of compulsory working® Hence, it does not qualify as exploitation of the

invention when working "on a commercial scale is being prevented or hindered by the

¥ some countries have lesseaed the strength of compulsory working obligstion with regard to
certain other countries on a reciprocal basis. Thus, the nationals of these countries are relieved from
the obligation to work the invention in those countries with which there exists an agreement. Such
agreements exist in Germany, Switzerland, USA and Greece. Similarly, Costa Rica has a reciprocity
agreement with all central American countries, and Honduras and Libya allow for reciprocity with all
countries, See Ladas, supra note 49 at p. 425.

¥ An, $58(2), of the Colombian Commercial Code of 1972. Similarly, the African Union

requires working o be pursued "by an effective and serious establishment, on a scale which is adequate
and reasonable in the circumstances.”

%4 For example, Honduras, Nicaragua and Guatemala require 1 year, Peru, Venezuela, Argentina
and Mexico require 2 years, France, Sweden, Norway, Austria, Denmark, Italy, Japan, Switzerland, Brazil
require 3 years and the Dominican Republic requires 5 years. See J. W. Baxter, World Patent Law and
Practice (London: Sweet and Maxwell, 1973) at p. 147, (hereinafter Baxter)

%5 For example, Greece, Belgium, Bolivia, Brazil and Columbia provide 1 year, Argentina, Egypt,
Venezuela 2 years, and a 3 year term is provided in the African Union, Dominican Republic, Portugal
and France.

% In early patent laws importation instead of working was also deemed not to constitute working
and was prohibiled. The provided sanction for it was revocation of the patent, Such provision was
contained in the aforementioned French law of 1844, Todsy with the influence of Art. SA of the Paris
Union the sanction against importation is not revocation any more but compulsory licence.
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importation from abroad of the patented article.*” The Patent Act of India, for example,
does not qualify as working when the working of the patented article "on a commercial
scale is being prevented or hindered by the imponation from abroad of the patented

product."**

Although the majority of countries require actual working of the patented
invention, scme countries are satisfied with the so-called nominal working which only
involves advertising in local, official or wade journals to sell the product or to grant a
licence

If the patentee does not work his invention he is deemed to be abusing his right,
unless he can provide "legitimate excuses”. Thus the patentee is relieved of the obligation
to work if he can come fortl; with a "legitimate excuse” as the Paris Convention states in
Art. 5™ or with a "satisfactory reason” as the equivalent provision of the Canadian Patent
Act stipulates.”™ Each country determines what amounts to "legitimate excuses”. In the
patent law of a number of countries such legitimate excuses are deemed to exist in cases

of local economic or technical events that hinder local exploitation. The Brazilian Code

1 Sec, 67(2)(b) of the Canadian Patent Act, R.S.C. 1985, ¢, P-4, Similar provisions exist in
Mexico and Greece.

** 590 of the Indian Patents Act of 1970, Few countries including, Cuba, Nicaragua and

Venezuela, perceive importation as working and value it just as if exploitation occurred within the
country,

% Nominal working satisfies the law in Argentina, Bolivia, Ireland, Nicaragua and Turkey.
M Am. 5A(4) of the Paris Convention.

1 An, 67(2)(a) of the Canadian Patent Act, R.S.C.1985, c¢.P-4, See also Harold G. Fox, Canadian
Laws and Practice Relating to Letters “Patent for Inventions (Toronto: University of Toronto Press,
1969) at PP p. 545-546 where it is stated that cach individual case should be judged on its own,
considering its unique situation and the nature of the particular patent. (hereinafter Fox)
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on Industrial Property and the Argentine Patent Law only admit "force majeure” as
legitimate excuses.”™

When “legitimate excuses" do not seem to exist and the patentee does not
propetly work his invention, the purpose of the patent grant is not met and then the
patentee is considered in most countries to be abusing the patent in disregarding of the
public interest. Thus, abuse of the patent monopoly occurs "when the social objectives
which it is supposed to serve are not promoted but rather jeopardized by the way it is
used."™

There exist different criteria that determine the cases of abuse in different
countries. Non-working or insufficient working of the patent is clearly one of the cases
that the majority of countries consider as abuses of the patent grant.

A typical provision which refers to cases where the exclusionary interest
conferred by the patent “shall be deemed to have been abused” is 5.67(2) of the Canadian
Patent Act. The Canadian Patent Act recognizes 6 cases where abuse of the patent
monopoly has occurred:* 1) where there is failure tolwork the patented invention and no
satisfactory reason can be given for such non-working,”™ 2) where working is prevented
or hindered by impontation of the patented article to the detriment of domestic

manufacturers,” 3) when the demand for the patented product is not being satisfied to an

M Argentina and Venezuela consider as legitimate excuses only the existence of a "forfeiture case
or force majeure”. See also Art. 23 of the Brazilian Code of Industrial Property Law, No. 5752 of 1971,

™ See Machlyp, supra nots 25 at p. 10.

¥ The Canadian cases of abuse are similar to the British Patents Act of 1949,

™ 567(2)(a) of the Canadian Patent Act, R.S.C. 1985, c.P4.
T oid,, s.67().
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adequate extent and on reasonable terms,”” 4) when the already existing trade or industry
or the establishment of new trade or indusiry in Canada is prejudiced and a licence is
being refused,”™ 5) when a patent is used with restrictive tying arrangements in licences,™
and 6) when a patent for a process is being used to prejudice the production or use of
materials used in that process.?

Similar provisions exist in other countries,®' an example is the Patents Act of
India which provides analogous cases where the patent right is considered to have been
abused."*?

The Paris Convention does not enumerate cases of abuse of the patent right,
however, it gives failure to work as an example of such abuse.® It should be mentioned
at this point that the words "for example, failure to work" were incorporated in the text of
Art, 5 of the Paris Convention on the initiative of the Canadian delegation so as to clarify

chat failure to work constitutes an abuse of the patent right.®

T Ibid., 5.67(c).
™ Ibid., s.67(d).
™ Ibid., s.67(e).

* Ibid., s.67(f) For a good analysis on the Canadian cases of abuse see Fox, supm note 271
at pp. 541-557.

' E.g. 5.37(2)(a)-(¢) of the British Patents Act of 1949 (12, 13 and 14 Geo.61.1.87) as am. s.48
(2)Xa)-(e) of the British Patents Act of 1977, ¢.37.

*2 5.90(a) of the Indian Patents Act of 1970,

™ Art. SA(2) of the Paris Convention,

% Acies de la Conférence de la Hague (1926) at p. 519.
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42 The Sanctions for not Working the Patent: Compulsory Licence and Revocation

The patent right can only be justified if the patentee works his patented
invention. When the patentee does not conform with the law and abuses his right, he
harms the economy and consequently the society. Developing countries, in particular, lose
the benefits from the operation of the patent system, i.e., the transfer of the patented
technology and the related know-how,

Thus, when the patent remains unexploited, there "is potentially always a burden
to local economy,"™ therefore effective sanctions are called for which are simply remedies
to limit such costs. The sanctions that most countries impose in the case of abuse of the
patent and in particular for non-working the patented invention are compulsory licence
and/or revocation of the patent.™

Compulsory licenge is a sanction ordered with the purpose to anthorize acts
which would not otherwise be permitted by the patentee, upon the payment of a reasonable

royalty, “set on general principles in the commercial field."®” The compulsory licence may

#3 See Anderfelt, supra note 19 at p. 147.

™ This compulsory licence is ordered in the case of faiture to work or insufficient working.
Some countries have instituted two other kinds of compulsory licences: 1) Compulsory licence for
dependent patents which is ordered when a patented invention cannot be used on its own but must be
used in conjunction with an earlier, patented invention that belongs to another patentee. See, for
example, UK. 5.37(a)(b), Switzerland .20, the Netherlands s.34, The oldest example of this licence is
the 1769 patent in Great Britain of James Want's steam engine. 2) Compulsory licence in antitrust cases,
An cxample of this kind of compulsory licence is in the USA where compulsory licence is not included
as a direct provision in any American patent law or antitrust law, but has been developed as a judicial
doctrine since the Harford Empire case in 1945 when it was held that the comptroller may have the
jurisdiction to impose compulsory licences upon the payment of a reasonable royalty, Such a compulsory
licence is imposed when it is deemed appropriats "to achieve the antitrust objective of restoring the
balance of competition” of the Sherman Act. Afier this landmark case compulsory licences have been

imposed as sanctions along with the payment of royalties in cases where an antitrust violation has been
established.

n7

See Fox, supm note 271 at p. 559.
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be defined as the licence granted by a competent authority without the consent of the
patentee to any applicant who can successfully establish a case of abuse of the patent by
the patentee ™

The Paris Convention gives the right to member countries “"to take legislative
measures... to prevent the abuses which might result from the exercise of the exclusive
rights conferred by the patent, for example, failurc to work."®

Thus, when the patented invention is not being worked, or the working “does not
meet on reasonable terms the demand of the product™ or the working "is being prevented
or hindered by importation,"®" or the patentee refuses to grant licences on reasonable terms
and as a result "the establishment or develoi:mem of industrial or commercial activities is
unfairly and substantially prejudiced"*?, then a compulsory licence may be applied.

The application for a compulsory licence, however, may not be made before the
lapse of three years from the date of the grant of the patent or four years from the date
of filing the patented application.™

¥ gee: Ladrs, supra note 49 at p. 427; See also Gordon Johnson et al v. Callwood (1960), 20

Fox Pat C. 94 at p. 99 and The Role of the Patent System, supra note 107 at p. 10, para 83,

#  Art. SA(2) of the Paris Convention.

™ An. 44(1)(i) Agreement Relating to the Creation of an African Intellectual Property
Organization (the Libreville Agreement of 1982) constituting a revision of the Agreement Relating to the
creation of an African and Malagasy office of Industrial Property (Libreville Agreement of 1963), The

African Union provides for a supranational patent covering all 12 member countries.
#® Ant, 44(1)(iii) of the Libreville Agrecment.

%2 Am. 44(1)(iv) of the Libreville Agreement; See also 3.37(2) of the British Patent Act and
5.67(1) of the Canadinn Patent Act. A similar provision is contained in Art. 16(1) of the Greek Law
on Unfair Competition and Innovation No. 1023 of 1980.

Art. 5A(4) of the Paris Convention,
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Hence the patentee is given an exclusive period for the use of his patent.
Within this period he has the opportunity to appeal any imposition of compulsory licences.
After the expiration of this period, however, a compulsory licence is imposed "on the
ground of failure to work or insufficient working."™

In countries whose law is based on commeon law the competent authority to
impose a compulsory licence and to determine the appropriate royalty is the Commissioner
of Patents.™ For example, in Canada, the Commissioner imposes compulsory licence and
sets the royalties.

In countries that follow the civil law system, the authority is the court that has
jurisdiction on the matter and which orders the issuance of the licence and determines the
royalty that must be paid. For example, in France the Tribunal Civil de Premiére instance
of the domicile of the patentee or the Tribunal Civil de la Seine™ has competence to
decide on the issue of the compulsory licence.

The compulsory licence is a non-exclusive licence, i.e., many compulsory
licences can be imposed. It is also non-transferable, i.e., the licencee cannot sublicence or
assign it to a third party. The non-exclusivity and non-transferability of the licence has
been established on an international level at the revision conference in the Hague.®

The second legislative measure available in case of abuse of the patent right is

revocation of the patent. Revocation is a measure terminating the patent when valid

™ Ihid.

¥ The Commissioner of Patents is a quasi-judicial authority responsible for the administration and
enforcement of the Patent Act. In Canada, the Commissioner is part of the Department of Consumer

and Corporate Affairs, Section 87(1) of the Canadian Patent Act entitles him to order a compulseny
licence and fix a royalty.

® In the case of a foreign patentee that has established his business in that country.

¥ An. 5A(4) of the Hague text of the Paris Convention.
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grounds exist, ie., non-working of the patented invention. It is the first sanction that has
been established in the case of non-working ‘the patent.”™ Revocation, however, as will be
seen, has been supplemented and gradually replaced by the compulsory licensing
provisions. This was due to the influence of the revision conferences of the Paris
Convention.™

Compulsory licence and revocation are necessary elements of the pater:t law
since they constitute a legal remedy intending to maintain competition against the
patentee’s monopoly. This reinedy provides for an optimal exploitation of the patent right.
The object of both sanctions is to avoid the patent being used to the detriment of the local
industry or trade. It is to assure that production of the patented invention will be carried
out on a commercial scale. Thus, the state safeguards its power on the monopoly that it
has conferred on the patentee, by limiting his right.

However, when only compulsory licence is provided and revocation is not
contained in the law as a supplementary measure to compulsory licence, then the country
does not properly safeguard its power since the patentee will not be threatened by losing

his patent because revocation after all acts as a threat to induce the patentee to work his

patent.

In conclusion, compulsory licence and revocation are the only methods by which
the legislator can safeguard the two conflicting interests - those of the patentee and those

of society, and at the same time ensure optimal exploitation of the patent. When the

¥ Yevocation was deemed the appmpnme measure to take in order o ensure that forcigners
would explov® their patent and manufacture the patented invention within the country so that the economy
would benefit. Sce for example the old French Patent law of July S, 1844, Art. 32.

®  See infra, text at p. 104 et seq.
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monopoly given to the patentee acts as an impediment to the technical progress, it is
waived by ordering the granting of compulsory licence and by revoking the patent. It
is only in this respect that a country and, in particular, a developing country, may benefit
from the patent system. Thus the compulsory working provision and the sanctions to
ensure it are the most crucial provisions of the patent law for the developing countries.
Therefore, the analysis of their evolution within the framework of the Paris Convention is

essential in order to examine how we got here and where we go from here.

43 Conipulsory Working and Licensing: Their Evolution Within the Framework of

the Paris Convention and their Impact on Developing Countries

43.1 History of Text of Art. 5.

— ——

The obligation to work and the sanctions in the case of non-working, ie.,
compulsory licensing and revocation had, in the words of Prof. Penrose, a "turbulent
history because they touch directly on the conflict between the interest of the national
economy as 2 whole and the interest of the individual patentee in obtaining the maximum
return from his patent."*®

Belgium started the first attack in the first revision conference of the Paris Union
in Brussels™ in 1900, when it introduced a proposal for abolition of revocation in the

case of non-working. This proposal was rejected because the majority of delegates

X0 See Penrose, supra note 18 at p. 80.

%! For the revisisons of the Paris Convention see supra, note 74. For the Brussels text of the
Paris Convention, sze Appendix A.
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believed that the abolition of the compulsory working provision would harm their national
interests of their countries since foreign patentees instead of working would have been
importing the patented article.*® Developing countries today are encountering the same
problems that developed countries previously encountered.

In the next revision Conference in Washington®®, in 1911, the United Statec
joined Germany in her efforts to abolish compulsory working but they were met with
strong opposition by the British, who in 1907 had introduced compulsory working
provisions in their Patent Act, and by the French, Dutch and the Spanish. The French
based their opposition on the fact that the working obligation had its rationale in the
"economic necessity, thatr of feeding the national industry of each country with the
discoveries and inventions™** there patented,

In Washington, however, the first erosion of the sanction of revocation took
place. A proposal® was incorporated in the text pursuant to which revocation would be
allowed but with the restriction that the patent "may not be forfeited for non-working in
one of the countries of the Union until after a period of 3 years from the date of filing the

application in that country, and only in case the patentee cannoi justify his inaction."*

See Penrose, supra note 18 at p. 80.
For the Washington text of the Paris Convention, sce Appendix A.

Actes de 1a Conférence de Washington (1911), at p. 282.

This proposal is the 1900 Brussels proposal that was incorporated in the Washington text in
1911,

Art. 5(2) of the Washington text of the Paris Convention.
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It was decided that each country was free to choose the concept of justification of inaction
and to determine the acts that constituted it.*’

In the next revision conference in The Hague*®, in 1925, the Bureau took iato
consideration the wishes expressed by IAPIP and ICC* and suggested the elimination of
compulsory working provisions and again proposed to replace them by compulsory
licensing. This suggestion was, however, opposed by many countries, mainly Japan, Spain,
Poland and Yugoslavia. Spain, opposing the abolition of compulsory working and
revocation, stated that the aboficion of these provisions may be favourable to the large
countries since they can secure their export markets, however "such a measure would
prejudice the interests of less industrialized countries by transforming the patent monopoly
into a wading monopoly inimical to the development of local industry."s®

Furthermore, Polish delegates held that in Poland "industry is far from being as
developed as that of the great western powers [thus, this situation] does not permit them
to agree to the suppression of the obligation to export. Poland has the duty of protecting
its national production and of assuring the development of its industry, She cannot
therefore consent to that which would stifle her industry by the importation of merchandise

produced under the protection of patents.™

" "Justify his inaction” meaning failure 1o work (exploit, use) the patented invention, See Actes
de la Conférence de Washington at p. 282.

*® For The Hague text of the Paris Convention, see Abpendix A,

** International Association for the Protection of Industrial Property and Intemational Chamber
of Commerce.

1 Actes de la Conférence de la Hague (1924), at p. 432.

— — a———_ T M A

14, at pp. 431432,
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Due to the strong opposition the Bureau's proposal to abolish compulsory
working and to replace it by compulsory licensing was not accepted. To compromise and
satisfy all the interests involved a text was then introduced by Great Britain and the United
States and was adopted by The Hague Revision Conference of the Paris Convention:

"Nevertheless, each contracting country shall have the right to take the necessary

measures to prevent the abuses which might result from the exclusive rights

conferred by the patent, for example, failure to work."?

"These measures shall not provide for forfeiture of the patent unless the grant

of compulsory licences is insufficient to prevent such abuses."

“In any case, the patent may not be subjected to such measures before the

expiration of at least three years from the date of grant or if the patentee proves

the existence of legitimate excuses."™*

As can be seen, a significant addition was introduced in this text; revocation of
the patent was maintained but it was to be used only when compulsory licence “is
insufficient to prevent such abuses." With this addition, a grear deal of controversy
arose. We will examine the problem of interpretation in the next section.

It is interesting to note the changes made in the Hague Conference with respect
to Ar. 5: Sanctions against non-working would be prohibited before the lapse of 3 years
from the "date of grant” (Hague text), rather than from the "date of filing" (Washington

32 Ant. 5(2) of the Hague text of the Paris Convention.

W Ibid, Art. 5(3),
B Ibid,, Art, 5(4).

5 Supra, note 313.
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text), and if the patentee provides "legitimate excuses” (Hague text) rather than “if he
justifies his inaction" (Washington text).

In the following revision conference, in London,* revocation was again tried as
the Bureau made an unsuccessful effort to abolish it’ Revocation was maintained with
an additional restriction: that it would be implemented after 2 years from the issuance of
the first compulsory licence.*® With this addition, the controversy that arose in The Hague
was solved and it was clear that the primary sanction was the compulsory licence and not
revocation which could be imposed only after 2 years from the grant of the compulsory
licence.

The Bureau again tried to eliminate the sanction of revocation in Lisbon.*”
Once more several countries opposed the Bureau's efforts, mainly Yugoslavia, Austria,
Italy, Spain, Mexico, Iraq and Brazil The grounds were that compulsory licences
especially for small countries, were insufficient in view of the scarcity of local
entrepreneurs to work the patented invention. They opposed the proposal for the abolition
of revocation because such a measure would risk delaying the working of patents in small
countries and it would hold back the advancement of the country.*”

A remarkable change took place in Lisbon: "a patent cannot be revoked unless

the grant of a compulsory licence is insufficient” (Hague text), was changed to "would not

36 Actes de la Conférence de Londres (1934), For the London text of the Paris Convention, see
Appendix A, '

M 1d., at p. 262. Abolition of the sanction of revocation was not accepted because many countries
wanted to prevent abuses detrimental to their local industries.

38 Art. 5A(4) of the London text of the Paris Convention.

Appendix A.

¥ 1d., at p. 412, These concerns were expressed by the delegate from Austria.



109
have been sufficient” (Lisbon text)  Another important change took place in Lisbon.
Pursuant to this addition no compulsory licence could be issued before the lapse of three
years from the date of the g'rant of the patent (already in the London text) or four years
from the filing of the patent application (added in the Lisbon text).?

Thus, in summary in the Lisbon text, the status of the sanctions in the case of
non-working the invention became more apparent. Revocation does not constitute a
primary sanction any more as it used to da but it becomes a supplementary sanction to the
compulsory licence. Revocation has been curtailed in cases where a compulsory licence
would not have been sufficient to prevent nc;n-working and it may be granted afier 2 years
from the grant of the compulsory licence. Moreover compulsory licence in the case of
non-working cannot be granted before 3 years from the date of grant or 4 years from the
date of filing the patent application. Hence a patent cannot be revoked unless the

compulsory licence has not sufficed to prevent non-working,

3 A, 5(1) of the Lisbon text of the Paris Convention,

*# Ibid., Art 5A(4). For a good discussion on the Lisbon Conference see supra note 319,
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43.2 Question of Interpretation_of Article SA(3)

Divergent opinions have been expressed concerning the issue of interpretation of
An. 5A(3) of The Hague and Lisbon texts. The problem of interpretation that arose was
whether a patent could be revoked before or after a compulsory licence had been issued
in cases where the latter was considered insufficient. In other words, the test of
insufficiency had to be an acmal one, done after a compulsory licence had been granted,
or alternatively it had to be a schematic one, done before a compulsory licence had been
issued, based on the consideration that it would have been insufficient to prevent non-
working. An example given in the conference was that there could be a scarcity of local
entrepreneurs in some small countries.

Ladas interpreted this paragraph of Art. 5 as meaning that a compulsory licence
had to be issued before it could be proven to be sufficient and only then could revocation
be applied. According to him "the meaning is that it is not possible to determine that a
compulsory licence is insufficient to prevent abuse (;f the monopoly right unless it has
been tried out.”™  Casalonga agreed with Ladas when he stated that a compulsory
licence would have to be found to be insufficient before revocation was allowed’ ™
Casalogna was of the opinion that revocation should be imposed after a compulsory licence

was shown to be insufficient. Ackerman™ believed that each country is free to decide

™ See Ladas, supra note 49 at p. 530.

See A. Casalonga, "Forfeiture of Patents for Non-Working", (1951), 33 1. of the Pat, Off,
Soc. 714 at p.720.

% See G. Ackerman, L'Obligation d'Exploiter et Ia License Obligatoire en Matitre de Bevet
d'Invention, (Paris: Sirey, 1936) at. p. 141, cited by Anderfelt, supra note 19 at p, 72.
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about the compulsory kicence if it is going to be insufficient and if only revocation will
effectively sanction the abuses.

In order to give the correct interpretation of an ambiguous intemational text, the
Vienna Convention on the Law of Treaties stipulates that where text is ambiguous, as it
is here, the "T:avaux Preparatoires” aid in interpreting a Convention.’® According to the
drafting subcommittee of Ar. 5, the meaning is that revocation is possible in case a
compulsory licence is shown insufficient “in fact." This “in fact" implies that an actual

test of insufficiency is necessary before the sanction of revocation can be applied.

This interpretation leads to a problematic issue: if a compulsory licence is “in
fact” needed to have already been granted and proven insufficient before revocation could
be applied, what would happen to the Paris Convention member countries that do not
provide for a compulsory licence in their national patent law? (For the non-member
countries of the Paris Convention, the problem does not arise since they are free to
implement a policy of their choice without repercussions.) Would that mean that these
member countries, because they lack the sanction of compulsory licence as an immediate
consequence, they also lose the recourse to revocation? Then, that leaves them deprived
of any sanctions whatsoever, a situation that is outside the spirit of the patent law. And
if these countries provide for revocation and do not provide for compulsory licence, does
that mean they violate their international obligation?

The remarkable change that took place in Lisbon opened the way to a
completely different sst of interpretation, than those given in The Hague (Lisbon).

Whereas the former wording (Hague text) gives the interpretation that an actual test of

3 Art. 32(a) of the Vienna Convention of the Law of Treaties.

— e E— —
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insufficiency is needed, i.e., that a compulsory licence is, in fact, necessary to be granted
and prove iself insufficient, the latter wording (Lisbon text) implies a schematic test of
insufficiency, i.e. that it is permitted to only consider the effects of the compulsory licence.
It is not necessary to actually grant a compulsory licence and prove its insufficiency. It
is derived from the letter of the law, and it is within the spirit of the law to only consider
that the licence "would have been sufficient™® in the case that it would have been tried
even though this has not actually occurred.

The sentence that follows, however, "no.. revocation may be instituted before the
expiration of 2 years from the grant of the first compulsory licence™® seems to negate this
approach. If we join the two phrases then the interpretation would seem to be one that
we accepted within the framework of the Hague text. The sentence quoted above seems
to imply that a compulsery licence should first be tried in fact, in spite of the expression
“would have been insufficient” that seems to contradict this. It is apparent that the
wording of the Lisbon text is not clear at all and has led to interpretations with quite

different consequences as will be seen in the next section.

43.3. National Measures and Interpretation of Convention

“The Paris Convention while providing that each member country shall have the
freedom to take legislative measures to prevent abuses, nevertheless, restricts this freedom

by imposing two mandatory requirements on the order in which these measures may be

2 aAn. 5A(3) of the Lisbon text of the Paris Convention.

# Ibid.,
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applied. Thus, revocation may be ordered only if the compulsory licence is not sufficient
to prevent the abuses. Moreover, revocation cannot be ordered before the expiration of
two years from the grant of the first compulsory licence.”™®

These mandatory restrictions on the order in which revocation may be applied
and conditioned upon the compulsory licence has influenced the patent legislation of many
countries.”™ Today, the majority of countries provide for compulsory licences, either as the
only sanction or as the primary sanction in the case of non-working the patented invention.

Many countries provide for both measures, ie., compulsory licence and
revacation as a supplementary measure to compulsory licence.™ There are, however, some
countries that provide only for compulsory licence and do not provide for revocation of the
patent.”” Since the Paris Convention sets out that each country shall have the right to take
the necessary legislative measures to prevent abuses and only restricts the time and the
order in which revocation may be applied, it follows that a country has the right not to
provide for revocation and only provide for a compulsory licence without being at variance
with the intemational convention. Thus, this situation does not create any problem as far

as international obligations are concerned. Whether this is the appropriate policy to follow

3 Ant. 5A(3) of the Paris Convention,

% Several countries enacted a compulsory licensing provision: Austria (1928), Spain (1929),
Switzerland (1928).

' ¥or evample, both sanctions are provided for in Australia, Austria, Canads, Germany, Greece,
laly, Switzerland, United Kingdom, Brazil, Egypt, India, Israel, Peru, Pakistan, Zambia. Very few
countries do not provide for any sanction: Chile, Ghana, Keaya, Salvador, Tanzania, Uganda, USA and
Vietnam, See Anne-Marie Greene, supra note 229; see also Baxter, supra nole 264 at pp. 148-149,

2 For example, compulsory licence is the only measure provided for in France (after 1958),
Japan, The Netherlands, Nordic countries, Zambia, Niger, Philippines, Sudan, African Union, Portugal,
Spain.
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in order for a country to protect its national interests is a separate issue which is dealt with
in the next section.

There are, however, some countries that do not contain any compulsory licences
provision in their national patent law and provide for revocation as soon as the exclusivity
period given to the patentee for the exclusive use of his patent expires and the patent
remains unused.”® It is with these countries that the problem of interpretation of the
Convention arises.

Given that revocation "shall not be provided for except in cases where the grant
of compulsory licence would not have been sufficient”™ and given that revocation of a
patent may not be ordered "before the expiration of two years from the grant of the first
compulsory licence”,™ does it follow that in countries whose national patent law provides
for revocation and does not provide for compulsory licence™ and who are parties to the
Paris Convention® revocation of the patent will not be possible? Consequently, if they
provide for revocation, do these countries violate their international obligation?*

‘Thus, a great deal of controversy was created in many countries as a result of

paragraph 3 of Art. 5 and many have regulated the issue in different ways. The revision

M For example, revocation is the only measure provided for in Argentina, Venezuela, Tunisia,
Lebanon, Morocco, Turkey, Bolivia and Peru.

B4 Art. SA(3) of the Lisbon text of the Paris Convention.
ns ._“_J.iﬂ‘.
3% See sury note 333,

B For the non-members of the Union, the problem does not arise since they are free to legislate
without any international restriction (¢.g. Venezuela),

M See infra p. 117.
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that took place in The Hague resulted in controversy since many countries had not enacted
any provision for compulsory licence, and only provided for revocation of the patent.

This controversy ﬁowever arises only in those countries that recognize self-
executing provisions of a treaty. As will be seen, it does not apply to those countries that
do not recognize such provisions. Hence, the first issue in order to solve the problem of
interpretation was whether this paragraph was self-executing and then directly effective as
law, or was not self-executing and then not effective as law. If it was the latter a
compulsory licence provision would first have to be inserted into the national laws.

Thus, the issue that must be addressed here in the context of these provisions
is whether they have the force of law and cz;n be immediately applicable in a country after
ratification or accession, or whether a separate further legislative enactment is necessary in
order to implement them in the national legal order of a country. In other words, the
question is whether the common legislation which is established by Art. 5(3) constitutes
what in international law is known as "seif-executing provisions" or "self sufficient
application legal rules."

The answer to this issue depends on the general principles affecting the
relationship between intenational and national law andfor the Constitution that prevails in
a particular country, whether it provides for self-executing provisions directly applicable to
private parties or whether further legislation is necessary to render those provisions
applicable,

Although every country follows its own particular practice, in most countries
which follow the common law system®™ pravisions of an interational convention cannot

directly affect private rights of nationals and consequently the Paris Convention's

¥ Such as Canada, Great Britain, Australia, New Zealand, India.
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provisions, which apply common legislarion, cannot be self-executing. These provisions
are indirectly applicable to private parties by virtie of further parliamentary approval, ie.
through an act of Parliament.

Hence, in common law countries, the question of interpretation by the courts
does not arise since these countries do not recognize the possibility of self-executing
treaties in their national legal system. For example, Canada does not recognize self-
execution of treaties. Implementation, through national legislation, is always required if the
treaty intends to change domestic law.*

A practice fundamentally different from the above exists in countries that follow
the civil law system.* In these countries the Constitution grants the right to the judicial
and administrative bodies to apply provisions that are of a self-executing nature to private
parties, without any further legislative steps being taken or notwithstanding any contrary
national legislation.

Thus, in countries that follow the civil law system, a controversy regarding the
interpretation of Article SA arose. To recall, the problem was whether in these countries
a patent cannot be revoked because compulsory licence was not provided. As will be seen
the question has been answered both negatively and affirmatively. According to
Bodenhausen, in countries which do not provide for compulsory licences in their patent
laws, Tevocation of a patent on the basis of an abuse situation will not be possible.’

Thus in The Netherlands it was held that revocation was not possible except upon proof

. A. Gotlicb, Canadian Treaty-Making (Toronto: Butterworths, 1968); A. Gotlieb "Canadian Treaty-
Making, Informal Agreements and Interdepsrimental Agreements” in R. MacDonald et al,, Canadian
Perspectives on Intemational Law and Orgenization (1974), p. 229; R MacDonald, "International Law
and the Domestic Law of Canada” (1975), 2 Dal. Law, I. p. 307

3 Such as Sweden, France, W. Germany, The Nethalarids. Greece, Italy, Latin America countries
and French-speaking African countries,

M1 See Bodenhausen, supra note 61 at p. 72.
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that the compulsory licence had been insufficient.*® Similarly in Belgium the Council of
State beld that revocation could not be invoked notwithstanding the fact that since there
did not exist a compulsory licence provision recourse to the sanction of revocation would
be lost.>?

In France, where a compulsory licence provision was not provided until 1953,
after the amendments in The Hague and London, a critical problem arose because France
contravened the interational obligations that were set forth at these two conventions. The
issue that arose was which law prevailed: the text of the Paris Convention providing for
a system of compulsory licence or the national French law providing only for revocation.
Most French courts resolvea the conflicting issue by giving preference to the Paris
Convention. Their decision was justified by the fact that the French Constitution, based
on the civil law principles, regarded intemational treaties and agreements as superseding
national law without calling for legislative action® The French Cour de Cassation held
the opposite view and gave preference to the national law thus it held that revocation was
still the only valid sanction in France. The Cour de Cassation interpreted the Paris
Convention as providing only a guideline to national legislators. If France did not take

positive action to implement a law on compulsory licence then compulsory licence would

not exist.

2 Ladas, supra note 49 at p, 530.
™ Decision of May 8, 1958.

¥ Ar. 26 of the French Constitution (October 27, 1946): "Diplomatic treaties, duly ratified and
published, shall be regarded as acts of Parliament, even in the case where they are in contradiction with

intenal French acts, without necessitating the application thereof legal dispositions other than those
required by the ratification thereof.”

¥ Manielet v. Simon, Cour de Cassation, March 26, 1946, et Cour de Cassation, June 26, 1957,
Sirey 46.1.125, Gazette du Palais 46.1.218 For a list of cases adjudicated in France see
Andrl Armenaug, "Lapse of Patents for Non-Waorking in France" (1949), 31:7 J, Pat. Off, Soc. 544,
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In order to resolve this dispute, France, under pressure from the intermational
community because it was not complying with her obligations set up a2 committee to
examine the relation between the two conflicting provisions. This comminee, after
analyzing the matter, recommended the enactment of a decree to regulate the issue. Thus
decree 53-970°¢ was set forth that created a systemn of compulsory licence which was
drafted in conformity with the Paris Convention in order to "enable France to observe its
international obligation." Under this system of non-exclusive compulsory licence, non-
working of the patent was a ground for issuing the compulsory Licence.™

However, Italy did not follow the interpretation given by France, Belgium and
the Netherlands, but as will be seen, it was decided that since Italy had no compulsory
licence provision in the patent law, revocation was possible.

Italy distinguishes between two kinds of provisions contained in a treaty:
complete and incomplete provisions. Complete provisions render a provision immediately
enforceable without need of implementing legislation*® and contain elements that render
them seif-executing and as thus they are "diretto, automatico, permanente, continuo e

nig

completo. Incomplete provisions do not contain the above elements and their

M Decree 53970, Scptember 30, 1953 Jougnal Officiel, 1 Octobre 1953 and (1949), 31;7 L. Pat.
Off. Soc, 544.

3 Decree 53-970 has been repealed by Patent law 68-1 (Law to Promote Inventive Activity and
Revise the Patent System, No. 68-1 of January 2, 1968) pursuant to which a compulsory licence may
be issued if the patentee has not begun exploiting the patented invention in France or made "effective
preparations” to do so, or if working has been abandoned for more than three years without providing
"acceptable excuse". Furthermore a licence is ordered by the Minister of Industrial Property if the
working does not satisfy the needs of national economy.

3 An. 10 of the Italian Constitution,

M9

A. Sereni, Diritto Internazionale, I, 226, Milano 1956.
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applicability is subject to the issuance of an act which ratifies them and transfers them into
the national legal order (the so-called ordine di esecuzione),*®

Thus it was decided that Ar. 5(3) of the Paris Convertion constitutes an
incomplete self-executing provision™ and therefore was not to be applied in Italy as law
until a system of compulsory licence was instituted.

Argentina has taken a stand similar to Italy’s position and held that revocation
was the primary sanction against non-working of the patent. The Supreme Court of

Argenting, in 1972, in Franco Duranti v. Supramar established that according to Art. 47 of

the Argentinean Patent law, revocation was possible if the patent had not been worked in
the country after 2 years from the grant of the patent’® The interpretation given by
Argentina to Art. SA(3) of the Convention was that "the Convention authorizes the
countries of the Union to prevent abuses, and adds that forfeiture can only be provided for
after two years have elapsed from the grant of the first compulsory licence. That is, the
existence of compulsory licensing is assumed so that where the state does not establish and
legislate for compulsory licensing, the revocation provided by the law prevails,"*

It is interesting that in the United States, which is a common law country,

practice is conditioned by the Constitution, which stipulates that Treaties are "the Supreme

W Art. 87 of the Italian Constitution.
Bl Court of Appeals of Milan, Decision of November 7, 1938.

%! Taly allowed for a compulsory licence in 1968 with Presidential Decree No. 849 of
February 26, 1968,

¥} Franco Duranti v. Supramar S.A., (November 15, 1972) Fallos. T. 284, p. 197,

3 See Pascual di Gugliemo, "La Invencion Patentable, Commetario de Ia Ley 111 y el
Subdesarollo Industrial de la Republica". (Victor P, De Zavalia, Buenos Aire_s. 1968) p, 122, cigzd in
English in The Intemational Patent System: The Revision of the Paris Convention_ for the Protection of

e — e ————— ——r} My ———— —

Industrial Property, UN. Doc. TD/B/C.6/AC3/2 (1977) at p. 13.
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law of the land"** and by the distinction between self-executing and non self-executing
provisions. This distinction was first drawn in Foster v. Neilson by Mr. Chief Justice
Marshall, in 1829, who defined the self-executing weaty “whenever it operates in itself
without the aid of any legislative provision."”** With regard to the provisions of the Paris
Convention, Artorney General Miller ir: 1889 was of the opinion that the Patent Convention
was not seif-executing but "required legislaiion to render it effective for the modification
of existing laws.” However, in 1909, Judge Archibald had a different opinion and in
Hennebigue Co v. Mevers he held that the provisions of the Paris Convention were self-
executing.” Similarly Mr. Chief Justice Hughes in Bacardi Corp. v. Domenech in 1940
confirmed the fact that the Paris Convention contains self-executing provisions.’® Heace,
in the United States the practice in respect to the issue under consideration resembles the
one prevailing in civil law countries and not the one prevailing in all other common law

countries.

In summary, a controversy was created because of Article SA of the Paris
Convention, because many countries did not provide for compulsory licences in their
national patent laws, and only provided for revocation of the patent. Article SA of the

Paris Convention provided that revocation of the patent could be addressed if the

¥ An, VI sec. 2 of the United States Constitution of 1789.
3% Foster v. Neilson (U.S. 1829), 2 Peters 253, at p.314,

31 Hennebigue Co. v. Geyers (1909), 172 F. £69. Judge Archibald held that "A treaty is a law
of the land, as an act of Congress is" and "nothing further, by our laws was necessary to put them into
operation”. :

¥ Bacardi Corp. v. Domenech (1940), 311 US 150, For a detailed discussion see Ladas, supra
note 49 at p, 224, see also S. Ladas "The Self-Executing Character of International Conveations on
Industrial Property and their Effects on Substantive Rights™ {1941), 36 Trademark Bulletin 5.
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compulsory licence had been insufficient and after the lapse of two years from the date of
grant of the first compulsory licence. Thus, the problem was whether thess countries,
because they lacked the sanction of compulsory licence, would also lose the sanction of
revocation. Before answering this problem, the issue was whether or not such a provision
was self-executing. In common law countries, with the above exception of the USA, the
question of interpretation of Ant. SA(3) does not arise since these countries do not
recognize self-executing provisions of treaties but rather require an Act of Parliament in
order to transfer them into their national legal order. In civil law countries however where
the Conventional law applies, i.e. the International rules of treaties constitute the supreme
law of the country and have precedence over national law, the question of interpretation
of Art. 5(3) arises and as a matter of fact it created a substantial judicial dispute which,
as has been seen, has been answered in different ways by the various countries. Thus,
other countries abolished revocation because they did not provide for a compulsory licence
and lost recourse to this sanction and other countries retain revocation but in this way they

violated their international obligation.

44 Concluding_Remarks

It can be concluded that due to the strong influence exerted in the revision
conferences of the Paris Convention by certain countries, the obligation to work the
patenicd invention and the sanctions in the case of non-working it, i.e. compulsory licence
and revocation, were not completely eliminated from the text of the convention but were

maintained. However, the amendments to these provisions resulted in strengthening the
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position of the patentee while not adequately safeguarding the public interest of member
countries of the Union that grant paients to the patentees.

Thus, as far as the sanction of compulsory licence for non-working the patent
and other abuses is concerned, its use is subject to conditions and delays which render its
effectiveness doubtful. Compulsory licence will not be granted if the patentee justifies
his inaction by legitimate reasons and in any case can not be granted before the expiration
of 3 years from the date of grant or 4 years from filing the application for a patent.

Another factor that renders the impact of such sanction even more doubtful is
the provision that refers to the non-exclusive nature of the compulsory licence.
Consequently, the patentee will be able either to grant other licences and/or continue to
import thus securing for himself an import market for a long-period of time. Therefore,
the local licencee will be in competition with the foreign patentee who, being able to
continue to import, may even prokibit the I.icencee from exporting to countries where the
patentee has secured patents.

As far as revocation of a patent is concemed it has been complemented and
gradually curtailed by the compulsory licence provision. Revocation, which could have
been the optimum sanction, became a supplementary sanction conditional upon the issuance
of compulsory licence only to be addressed if the compulsory licence were insufficient and
in any case after 2 years from the grant of the first licence. Consequently, given that a
compulsory licence may not be applied for until 3 years from the date of grant or 4 years
from the date of filing the patent application, a patent cannot be revoked before the lapse
of 5(i.e., 3+2) or 6(i.e., 4+2) years from the date of grant or filing of the patent.
Therefore, developing countries lose the benefit that they could have obtained from this

sanction, since its power has diminished and does not represent any real threat to the
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pétentcc nor any inducement to work his patent and benefit the country as it does not
apply any pressure on him. As a result the patentee may enjoy an import monopoly for
a long time since "importation shall not entail forfeiture of the patent."

In addition, the unclear wording of the text of the Paris Convention had, as was
seen above, led to controversial interpretations and led other countries even to abolish
revocation where a compulsory licence was not provided, and thus lost recourse to this
important remedy, or to confirm revocation as the primary sanction for non-working with
the repercussion to violate their international obligations. If this is the case, then the
solution to this problem would be for these countries to conform with the Paris Convention
and adopt their national laws following the example of France, ie., enact a compulsory
licence provision, or to try to modify the relevant provision within the general framework
of the revision process that the Convention currently undergoes.

Therefore it is seen that compulsory licence and revocation, as they stand today
within the text of the Paris Convention, are inadequate and ineffective in protecting
interests of developing countries which grant patents to foreigners, not because these
sanctions are not good but because the legislation that supports them is ineffective. In the
light of these conditions, limitations and delays, the value of these provisions ¢f the Paris
Convention is substantially reduced to a point where developing countries seriously
question whether the Convention and in particular the provisions of Art. 5A really promote

their interests and needs.
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CHAPTER V

COMPULSORY LICENCES FOR PHARMACEUTICALS

At this point a key question arises whether compulsory licensing which is limited
to abuse situations as it now stands in the Paris Convention is an effective protection of
the public interest. Could a developing country impose compulsory licences in the areas .
of national economic development and pu.blic health under different rules? Could a
developing country impose compulsory licences at any time after the patent grant, even
where there is no abuse with regard to a specific area of products in the public interest,
in order to facilitate the flow of technology in this sector and consequently its economic
development? What would be the impact of such licences? Would they be more effective
than the licences ordered in the case of abuse? What is the existing practice today?
Would such provisions on compulsory licences be in accordance with the Paris Convention
or would they be a violation of the International Convention? Finally, what steps have
developing countries been taking with the Paris Convention? The next chapter deals with

these questions and attempts to draw some conclusions.

5.1 Compulsory Licences for Pharmaceuticals: International Developments

Public interest is an element inherent in patent law since it is alleged that a
patent is granted not only to the inventor's benefit but to society's as well. For this
reason the law imposes certain limitations on the patentee, such as the exclusion or

limitation of pharmaceuticals from the patent system, the obligation to work the patented
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invention so as to benefit society, and imposes sanctions in the case when the patentee
does not conform with the requirements of ihe law, such as the compulsory licence in the
case of abuse of the right conferred by the patent, discussed above.

In particular areas, however, such as public health, national economy and
national defence, these limitations are not deemed to be enough to safeguard the public
interest. In these sectors many countries provide for a sperial compulsory licence,
justifying it by the fact that the public interest takes precedence over private interests and
calls for additional safeguards.

Thus, some countries provide for compulsory licences "in the public interest"
without mentioning a specific sector,’™ whereas other countries specify in their patent law
the national defence’® or the national economy*' and the public health aspect®® of the
public interest. The determining factor in these special compulsory licences is the impact
that the invention would have on the national economy, defence, or public health of the
country.

Accordingly, the new patent legislation of the Andean States provides for a
compulsory licence of patents which are of particular interest to national deve'opment.*®

Similarly the Colombian law provides for a special system of compulsory licences when

¥ E.g, Switzerland (s. 38, Patent Act 1954), The Netherlands (s. 32, Patent Act 1910-1963),
Austrig (3. 9, Patent Act 1950), France (Art. 37, Patent Law 1968), Nondic countries (Arts. 47, 75, New
Scandinavian Law, 1967), BIRPI Model Law on Inventions for Developing Countries (s. 36), Se¢ Anne-
Marie Greene, supra note 229; see also Neumayer, supra note 250,

0 E.g. USA, France, Austria, Egypt, Mexico, Istacl, Kuwait, Nigeria, Sudan and Tunisia,
*! E.g. France, Colombia, Nigeria, Sudan, Peru and Costa Rica.
%! E.g. France, Greece, Ireland, Brazil, Colombia, Mexico, Eyypt and Nigeria.

! An. 39, Resolution of the Commission of the Cartagena Agresment. See Compilation, supra
note 218.
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the Minister of Public Health establishes that the patent is of a particular interest to public
health, to the economic development of a country or when the patented drug is priced
excessively.*®

A similar provision exists in Brazil*® and in Egypt where patents conceming
health are declared of national interest and are subject to exclusive exploitation by an
agency in which the national administration participates.’®

The area of public health is an indisputable area of public interest because it is
in the public interest that good guality and safe pharmaceuticals are available to the public
at the lowest possible price.”™ Therefore many countries provide for such compulsory
licences either in the form of a provision for a compulsory licence in the public health or
in the form of a specific reference to pharmaceuticals so as "to ensure the public with a
reasonable quality of medical supplies.’®

In any case, the primary justification for such compulsory licences is based on
the objective to minimize drug prices. Thus, the consideration involved is that drugs are
of vital interest to the country and for this reason their production should be immune from
monopoly constraints by making them available at reasonable prices.*® The means to

achieve this goal is through a compulsory licence for pharmaceuticals.

34 Art. 565 of the Colombian Commercial Code of 1971.

¥ An. 39(b) of the Brazilian, Code of Industrial Property Law. No. 5772 of 1971

% Art. 33 of the Egyptian Patents and Design Law No. 132 of 1949 as am. in 1955.

%1 An. 16(b) of the Greek Law on Unfair Competition and Innovation No. 1023 of 1980.

3 Art. 120 of the Israeli Patents Law No. 5727 of 1967.

¥ Sec Schifrin, supra note 182 at p. 912; ses also, Hoffman-La-Roche Craig

¥ Bell
Pharmaceuticals (1970) 61 C.P.R, 243 where it was held that the public interest is more important than
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Thus a consideration of public health confers the right to any interested person
to apply for a compulsory licence if the patent is a substance capable of being used as

medicine or a process of producing such a substance.

A remarkable comerstone in the evolution of patents relating to pharmaceuticals
was set with Decree 971 in France in 1953.® This law provided that any person could
apply for a compulsory licence for pharmaceutizals when the prescribed reasons existed.”™
The grounds for this special case of compulsory licence were: when the drug wes not
available in the market in "sufficient quantities” or when it was available but at too high
prices, or when the quality was not satisfactory. When any one of these grounds was
established by the Ministry of Industrial Property, any person could be granted a
compulsory licence for drugs.

This remarkable law set the foundation of compuisory licences for
pharmaceuticals in France. This law has been repealed by the new patent law of 1968°™
which provides that the Minister of Health may order a compulsory licence in respect of
a pharmaceutical or a "licence of right" when the public health requires it. Such grounds
exist when the patented drug is not sufficiently available on the market or it is available
at very high prices,

Compulsory licences for pharmaceuticals open the way to competitors to produce

the drug. Hence, generic firms, the licencees, enter the market and compete for similar

W Decree 53.971, September 30, 1953. Joumal Officiel, 1 Octobre 1953. The Brevel de
Medicaments Specials (BSM) created a special and separate licensing system relating to patents covering
process apparatus and means for oblaining pharmaceutical products.

M hid, Art. 37.

M See supra, note 347,
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products at lower prices, thus impede the monopolization of high prices and lucrative
profits by the patent-holder firms. As a result the price of the drug falls substantially. It
is for this reason that this provision is unpopular with the pharmaceutical industry, which
tries through a powerful lobbying to safeguard its interests.

The patent-holding firms object to the compulsory licence system because it runs
counter to their interest as it undermines their competitive advantage and destroys their
monopolistic pricing practices. On the other hand the generic manufacturers, the licencees,
support the compulsory licence system because it is the ticket to their entry into the market
of new drugs, which incidentally results in price decreases.

It is clear that the answer to the issue on the merits of the compulsory licence
system is based on one's interests, one's perception of interests and on one’s political
philosophy. Politicians have to make choices, within the parameters of economic reality.
Accordingly the law of each country seeks to create a happy medium in order to satisfy
the conflicting interests involved.

Thus, in many countries a compromise solation is sought to accommodate the
public interest and not to disregard private interests which in any case are, and should be,
respected in market economy political systems, Accordingly, the compromise is realized
by providing for royalties to be paid to the patentee as a perceniage of the sales in
exchange for a compulsory licence for drugs to the licencee in order to permit him to enter
the market. India, for example, which is not a party to the Paris Convention, provides that
patents that refer to the production of pharmaceuticals are endorsed "licences of right" so

that any person may obtain a compulsory licence if he provides the patentee with a royalty
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of 4% of all sales during the first 3 years after the grant of the patent’” In Greece, the
court in settling the terms of the compulsory licence for pharmaceuticals must endeavour
to ensure that drugs are available to the public at the lowest possible price.’™

In other countries and other patent Acts, however, the line is drawn in a
different way, Thus, for example, the special compulsory licensing system for drugs does
not exist in the United States™ and in the United Kingdom. However, in the past, in
Great Britain a special system of compulsory licences for pharmaceuticals was introduced
in the Patents and Designs Act of 1919, This was at a time when it was feared that the
pharmaceutical industry would fall into foreign control unless some precautions were
taken” The British compulsory licence system for drugs of section 41 was maintained
in the Patents Act for 58 years’” Section 41 was eliminated from the Patents Act of
1977, after much lobbying by various strong industrial groups of the pharmaceutical

industry who did not enjoy losing their monopoly on the production and prices of drugs,

M 587 of the Indian Patents Act of 1970, see also S. Vedaraman, "Patent law in India as a

means towards accelerating industrial development,” in WIPQ Colombo Symposium, supra note 4.

¥ See supra, note 367 Art. 16(c).

¥ In the USA, not even a general compulsory licence exists. See supra note 331; see also G.

Frost, “The Case Against Drug Patent Compulsory Licensing" (1965), Pal. Trademark Copyright J.
Research Education, pp. 84-101,

¥ The British Patents Act of 1919 was very innovative for its time. A special compulsory

licence for drugs was introduced and patents for pharmaceutical products were excluded and only patents
for pharmaceutical processes were allowed. It is believed that the fear from the uprising German
pharmaceutical industry played a role in introducing these provisions,

" The 1919 compulsory licence provision was incorporated into section 41 of the 1949 Paents
Act on recommendation of the Swan Committee Report of 1947 (Departmental Committee on the Patents
and Designs Act, chairman Sir K. Swan), but was eliminated from the 1977 Act on the recommendation
of the Banks Committee Report (Report of the ¢ [1+] the
London, 1970 at p. 118.)
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As is seen, many developed and many more developing countries provide for a
separate type of compulsory licence in respect to pharmaceuticals when "overriding grounds
of public interest” require it.

This special type of compulsory licence for drugs and the compulsory licence,
discussed in the fourth chapter, issued in the case when the patentee does not exploit his
patented invention, differ in the purposes that they seek to accomplish.

On one hand, the compuisory licence for drugs seeks to minimize the price of
the patented invention (the drug) taking into consideration a reasonable reward for the
patentee in order not to defeat the goal of the Patent System.

On the other hand, the compulsory licence in the case of abuse seeks to
maximize the output of the patented invention, taking into consideration a reasonable
monopoly profit. To order a compulsory licence of this latter type, a case of abuse of the
monopoly right must be established.

The compulsory licence for a drug, however, does not require such a case to be
established. The mere fact that the patent is for a pharmaceutical automatically makes

the patent eligible for a licence.
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52 The System of Compulsory_Eicences for Pharmaceuticals in Canada

5.2.1 Before the New Regime

Since 1923 Canada provided for compulsory licences to manufacture
pharmaceuticals.’™® The legislative intent of the relevant section®™ was in essence to lower
drug prices by providing for compulsory licences to produce drugs in Canada, thus

enhancing competition between the patentee and the applicant of the licence.®

This objective is well illustrated in Hoffman-La-Roche v. Bell Craig™ where it
was stated that "in the public interest, there should be competition in the production and
marketing [of food and medicine] in order that they may be available to the public at the
lowest possible price."®

Accordingly, the Commissioner, unless he could see "good reason to the

contrary™® had "no altemative but to grant the licence.”™ Most of the time the

™ Patent Act, S.C. 1923, ¢.23, ¢. 17Q2).

™ This section was taken from the British Patents Act of 1907 amended in 1919, Section 17

of the Patent Act of 1923 changed to s. 40 with the 1935 revision of the Canadian Patent Act and was
further renumbered to s, 41(3) with the 1952 revision of the patent Act.

3 See Fox supra note 271 at p. 304; also see I Goldsmith, "Drugs in Canadian Patent Law"
(1967), 13:2 McGill L. J. 232 at p. 239,

' Hoffman-La-Roche v, Bell Craig Pharmaceutical (1967) 48 CP.R. 137

% 1d, atp. 144, See also Parke Davis and Co, v. Fine Chemicals of Canada (1959) 30 CP.R.

59 per Rand J., who stated "new medicines prepared from patented processes are in the public interest
to be free from legalized monopoly.”

¥ 541(3) Canadian Patent Act, R.S.C. 1985, ¢. P-4, 8. 3%(1).

e el — i —— —
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Commissioner,”® notwithstanding the patentee’s allegations to the contrary, has been
convinced that the applicant was qualified professionally™ and could manufacture the
product in commercial quantities® and that the market was not saturated by the products.™
Hence the Commissioner awarded compulsory licences giving to the inventor due reward
for the research leading to the invention.®

In the 1960s when almost everything was being questioned s. 41 did not escape
investigation. It became the subject of scrutiny by many parliamentary committees and
royal commissions. Thus ir 1960, the Ilsely Commission issued a Report on Patents
stating that compulsory licences on pharmaceuticals should be retained.”™ In 1963, the
Restrictive Trade Practices Commission in its report concerning the manufacture and sale
of drugs proposed that patents with respect to pharmaceuticals be abolished.™

In 1965, the Hall Commission recommended in its Report on Health Services,

that patents on pharmaceuticals should be retained. It proposed, however, that a further

35 Exception Lo this is Gilbert Surgical Supply Co. Ltd v. Parke, Davis and Co. (1958) 30 CP.R.
21 at p. 23, where the Commissioner saw a good reason to the contrary and refused the compulsory
licence.

%  Frank W. Homer Ltd. v. Sharp and Dohme (Can) Ltd. (1952) 15 C.P.R. 68; see also Micro
Chemicals Ltd. v. Société des Usines Chimiques Rhone-Poulenac (1962) 37 C.P.R. 93.

¥ Delmar Chemicals Lid v. American Cyanamid Co., (1960} 32 C.P.R. 40.

39  See Frank W. Homer v. Hoffman-La-Rcche (1970) 61 C.P.R. 234 at p. 262 where the

Commissioner fixed the royalty at 4% of the net selling price of the drug and thus a rule of thumb was
established.

3 Canada, Royal Commission on Patents, Copyright and Industrial Design, Report on Patents of
Invention (Ouawa: Queen's Printer, 1960), at pp. 92-97.

¥ Canada, Department of Justice, Restrictive Trade Practices Commission, Report Concerning the
Manufacture, Distribution and Sale of Drugs (Qttawa: Queen’s Printer, 1963), at pp. 516-524.
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séfeguard for the public interest be created by a provision for an efficient compulsory
licence system to manufacture and import pharmaceuticals. ™

In 1966, the Harley Committee in its Report on Drug Costs and Prices proposed
amendments to the Patent Act in order to provide for "compulscry licences to import
pharmaceuticals in all forms.”

A common concem and denominator of all these Canadian studies was that the
pharmaceutical industry in Canada profited from a remarkable market power which
expressed itself by high prices in relation to the production costs and in comparison with
other developed countries’ prices. Furthermore there were common coneems over the ways
to decrease high drug prices.

As a result of these studies, in 1969, following the recommendations made by
the Hall Report and the Harley Committee, the Patent Act was amended to permit
compulsory licences to import pharmaceuticals X

Hence, with the new amended s. 41(4), the Commissioner was empowered not
only to issue a compulsory licence to manufacture a drug (which existed since 1923) but

also to import pharmaceuticals into Canada. In Frank Homer v. Hoffman -La-Roche Ltd.

it was held thar: “the basic change to s. 41 was to enable the Commissioner of patents
to issue compulsory licences for the importation of medicines produced by patented

processes used in the preparation of production of medicines whereas prior to the new

¥ Canada, Royal Commission on Health Services, Report of the Royal Commission on Health
Services (Ottawa: Queen’s Printer, 1964), at pp. 701-709.

*? Canada, House of Commons, Special Committee on Drug Costs and Prices, Report of the
Standing Committee on Drug Costs and Prices (Ottawa: Queen’s Printer, 1966).

' In 1968, Bill C-102 set forth an amendment to s.41(3) of the 1953 Patent Act. This Bill was
passed on March 26, 1969. Act to Amend the Patent Act, the Trade Marks Act and the Food and Drugs

e — —— —— S ——— . ———— e S—— ——

Act, R.S.C. 1985, c. P4 s.l,



134
enactment the Commissioner had authority only to issue to applicants compulsory licences
to manufacture under the patent.’

With respect to the principles that would apply to compulsory licences to import
drugs, it was held that the principles which had been established by the Courts in regard
to the interpretation of s.41(3) "still remain applicable" to the interpretation of s.41(4).%

Different views have been expressed concerning the impact of compulsory
Yicences for pharmaceuticals. As is mentioned above the concem over the high prices of .
pharmaceuticals led to the enactment of the compulsory licence system to import drugs.
There have been studies that concluded that the objective of the licence system has been
met, whereas other smudies do not seem to attribute the same results to the system.*”’

It is worth mentioning at this point the two characteristically opposing

associadons of pharmaceutical firms in Canada: The Pharmaceutical Manufacturers’

Smith, Kline and French s, 41(4) was unseccesfully challenged on grounds that it was ultra vires the
Parliament and null and void as contrary to the Canadian Charter of Rights and Freedoms. Smith, Kline
and French Laboratories Limited et al. v. Anomey General of Canada, F.C.T.D. Strayer J.; 18 November,
1985,

3 Frank W, Homer Lid. v. Hoffman-La-Roche Lid., (1970) 61 C.P.R. 243 at pp. 248-249; In

% Prank Horner v. Hoffman-La-Roche is the first case concerned with the amended section; see
also Novopharm Ltd. v, Pfizer and Co, Inc. (1970), 62 CP.R. 92; Jules R. Gilbert Ltd v, Société des
Usines Chimiques Rhone Poulenac and Sandoz Patents Ltd (1971), 64 CP.R. 158.

e ——— — ————— rr——— Ae—

¥ See T, K. Fulda and P. F. Dickens. "Controlling the Cost of Drugs: The Canadian
Experience” (1979), Health Care Financing Rev. 59 at p. 63. This study found that on the period of
1970 to 1974 decreases of 10.4 per cent occurred on the price of drugs that were included in generic
competition (i.e. with compulsory licences). See also Compulsory Licensing of Pharmaceuticals. A
Review of s. 41 of the Patent Act, (Ottawa: Minister of Consumer and Corporate Affairs, 1983) at p.
41, This review, made by the Government of Canada on the impact of the 1969 amendments to the
pharmaceutical industry concluded that "generic competition puts downward pressure on drug prices or
reduces rates of return to patentees” (hexreinafter Minister's Review). See also P. K. Gorecki, H.
Henderson,” Compulsory Patent Licensing of Drugs in Canada: A Comment on the Debate” (1981), 8
Canadian Public Policy 559 at p. 562.
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Association of Canada (PMAC)™ and the Canadian Drug Manufacturers’ Association
(CDMA)» |

The CDMA, through Frank Horner, one of itz 4 most important members,
alleged that savings due to compulsory licences were in the range of 124 million dollars
for one drug (diazepan). For obvious reasons the PMAC held a different view and tried
to understate the effects of compulsory licences. PMAC held that over the same period
(ie. from 1970 to 1982) there were savings in the range of 35 million for all drugs.“®
Even though these figures do not coincide, PMAC does not deny that there has been a
greater amount of competition and a lowering of prices, though it tries to minimize the
effect.

In 1985, the Royal Commission of Inquiry on the Pharmaceutical Industry,
headed by Professor Eastman, an expert in the field, reported that in 1983 for 42
compulsorily licenced drugs, the sale prices of generic drugs were 51 per cent lower than
the sale prices of the patent-holding firms of these 42 drugs; the Eastman Commission

reported that in 1983, 211 million dollars worth of savings were realized due to the

¥ The PM.A.C. represents the innovating firms, the patentees, usually the Multinational
Corporations (MNCs),

¥ The C.D.M.A. represents the generic firms, the licensees. Membership 1o CDMA is restricted
to companics 51 per cent Canadian owned.

0 See G. A. S22l;. "Drug Licensing: Should s. 41(4) be retained?” (1984), 1 Pat. and
Trademark Inst. Can. Rev. 37 at p. 44, (hereinafier Seaby).
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compulsory licence for pharmaceuticals.”

The Eastman report stated that the Canadian experience "indicates that generic
drugs can be and are sold for prices that in the majority of cases are substantially below
50 per cent of the patent holder’s price."® The Eastman Commission reported that "the
whole of the pharmaceutical industry including patent holding and generic firms has been
doing well since that time [1969] in terms of growth and profits compared to the rest of
Canadian industry. On the whole compulsory licensing has caused no decline in the
economic health of the patent-holding firms."®  The Eastman report concluded that
"compulsory licence has not had a discernible negative irapact on the profitability and rate
of growth of the pharmaceutical industry in Canada as a whole"** and recommended that

compulsory licensing to import and to manufacture should be retained, “together with

40}

See The Eastman Report, supra note 161 at p. 318; see also the study by Gorecki who
evaluated the price effects of compulsory licences on drugs and comparing many data concluded that
mprices have declined in Canada for compulsorily licensed drugs wihiere the licensee has marketed a
compsiitive product (o a much greater extent than licensed drugs for which a competitive product is not
soid. In other words for those compulsorily licensed drugs which are worked the object of s.41(4) has
been achieved: prices have fallen in some instances dramatically,” P. K. Gorecki Regulating the Price
of Prescription Drugs in Canada: Compulsory Licensing, Product Selection and Government
Reimbursement Programs, Technical Report No. 8, Economic Council of Canada, Ottawa (1981) at
p- 126, .

42 See 1d., The Eastman Report at p. 319, The CDMA investigated the differences between
prices of generic drugs and brand name drugs and presented a brief to the Eastman Commission which
reported that "of the 62 price comparisons, 14 or some 22.6% had the generic price in the range of 50
to 749% of the patentee's price. Twenty seven observations or approximately 43.6% indicated the
generic price was in the range of 25 to 49.9% of the patentee’s price. The remaining 21 observations,
or approximately 33.9% of the total, describe the generic price as in the range of zero to 24.9% of the
patentee’s price. In no case was the generic price equivalent to 75% or more of the patentes’s price.”
Id., at p. 318.

4> 1d.at p. 349, The report stated that there were no "adverse effects from the introduction of
compulsory licensing to import in 1969. Compulsory licensing has had no visible effect on the
profitability of the pharmaceutical industry in Canada. It has adversely affected the profits of particular
firms, but this effect has been compensated by the high profits of others. Neither does the growth of
the industry reflect adverse effect from compulsory licensing.

4 1d,, at p. XIX.
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appropriate royalty rates and a short period of exclusivity should be given to patentees
following the issuance of their Notice of Compliance,"
Notwithstanding the above evidence that compulsory licence contributes to the
decrease of prices, the patent-holding companies disapproved the compulsory licence

provision because it undermines their competitive advantage and is against their interest,*®

522 The New Canadian Regime

All the patent-holding companies’ reaction and also pressure from US and
European Governments cumulated to exert pressure on the government of Canada and, the
time being fruitful, succeeded in contributing towards the creation of a brand-new system
affecting pharmaceutical patents and licences for drugs in Canada.

In June 27, 1986 the Minister of Consumer and Corporate Affairs of Canada
announced major changes in the Canadian Patent Act with the objective of transforming
Canada’s pharmaceutical sector into a world-class, innovative industry while ensuring that
Canadian consumers will enjoy fair priced drugs.” "The new policy," the Ministsr said,

"wili bring an unprecedented private sector investment in Research and Development in

“ 1d., at p. 352.

“* The patent-holding companies intensified the debate with argun.cats sbout the reduction of
employment through the relocation of specific companies. According to the Minister's Review, howe rer,
employment increased by 6% during 1960 to 1981, Furthermore the Eastman Commission reported that
employment grew from 74% to 91% from 1967 to 1982, Morcover they made allegations on the
generic's quality standards used in the production of drugs. In this respect the Minister's review is
relative where it is stated that "the safety of generic drugs has not been successfully challenged despite
extensive testing by both patent-holding companies and compeling, generic firms, Sa= the Minister's
Review, supra, note 397 at p, 30. For an analysis on the arguments set forth by the patent holding firms
and their refutation see Seaby, supra note 400,

7 See Notes for Remarks by the Hon. M. Coté, Minister of Consumer and Corporate Affairs,

Canada, June 27, 1986, Doc. §-86-38.
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Canada."®® The unprecedented aspect of this Bill,"” however, is in the long tme and
rigorous scrutiny that it has undergone.

The legislative process of Bill C-22 has been turbulent since diametrically
opposed economic interests and different political beliefs have been involved and opinions
have been divided on the issue. Bill C-22 was stalled in the Senate for a considerable
amount of time. It took more than a year and three Committees to thoroughly scrutinize
it. Numerous witnesses appeared before these committees and provided their opinions.*°

The Bill went back and forth to the House of Commons and the Senate several times*! as

Thereto, (2nd sess., 33rd Parliament), (House of Commons, May 5, 1987),

410 A large number of organizations and individuals appeared before the Committee such as the
Canadian Drug Manufacturers’ Association (CDMA), the Pharmaceutical Manufacturers’ Association of
Canada (PMAC), the Patent and Trademark Institute of Canada, the Canadian Labcur Congress, the
Canadian Chamber of Commerce, the Canadian Health Coalition, the Canadian Economic Council, the
federal government of Canada, provincial governments, expert professors and lawyers, isbour unions and
concermed consumers.

41 Bjll C-22 was announced initially on June 26, 1986. After some modifications it was

introduced in the House of Commons on November 7, 1986, In Canada, in order for a Bill to be passed
and become law it has to be read three times in the elected House of Commons and then three times
in the appointed Senate. Bill C-22 received its first reading on November 7, 1986. It was read a second
time on December 8, 1986 when it was referred 10 a Legislative Commitiee headed by S.A. Malone,
Bill C-22 was reported with amendments to the House of Commons on March 16, 1987, It received
a third reading on May 5 and 6 when it was passed by the House of Commons., Bill C-22 was then
sent to the Senate where it was read for the first ime on May 7, 1987. On April 2, 1987 a special
committee of the Senate had been appointed in order to examine the Bill and report to the Senate before
the second reading. This Senate Committee headed by Senator M. Lome Bonnell on June 23 issued its
third report after it had heard evidence by a wide variety of more than 200 witnesses. Bill C-22
received a second reading on June 25, 1987. The Senate Commitiee proposed various amendments to
Bill C-22 wking into account recommendations of the Eastman Commission of 1985, (See 6th, 7th
Report of the Special Committee of the Senate, Issue No. 24, August 10-12, 1987). Bill C-22 was then
returned to ths House of Commons on August 13, 1987 for consideration on the proposed amendmeris.
It was debated from August 21 to August 28. On August 31 Bill C-22 returned to the Senate for
approval, The Senu: referred Bill C-22 to the Standing Committee on Banking, Trade and Commerce
on September 3, 1987. On October 21 the Committee presented its report to the Senate. Bill C-22 was
then sent to the House of Commons for further consideration on October 29. On November 3 and 4
it was debaled in relation to the Senate amendments, On November 5 it was passed. Bill C-22 was
then returned to the Senate on November 17 and finally on November 19, 1987 received the Royal
Assent and came party in force on December 7, 1987.
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opposing views were t00 strong to accommodate any one policy. Finally, after 15 months,

on November 19, 1987 Bill C-22 received the Royal Assent and thus it came partly in
force on December 7, 1987.42

5.22.1 The Amendments

The fundamental modifications to the Patent Act that were introduced with Bill
C-22 can be categorized in general amendments"*? to the Patent Act and in specialized
amendments related to the pharmaceutical industry.

The specialized set of amendments is directed to the pharmaceutical industry and
relates to patents for pharmaceuticals. Major changes have been introduced:

A. Product patent protection is_established; thus a stronger form of patent

protection is created. Product patents for pharmaceuticals can now be
granted and not only process patemts for pharmacemicals as previously

existed."*"

B. A new compulsory licence system is created. Compulsory licences are
retained but in modified form:

% Cenain sections were to come into force on a day to be fixed by proclamation,

‘D The general amendments comprise fundamental changes such as the introduction of the first-
-to-file system insteed of the first-to-invent system, opening the possibility of Canadian ratification of
the Patent Cooperation Treaty, the term of the patent of 20 years instead of 17 years, the dating of
patents from the dawe of filing instead of from the date of the grant, the recording of licences, the
imposing of renewzl fees on patents on a periodical basis, the absolute rovelty requirement instead of
relative novelty with 1 year period of grace instead of two and the deferred examination system instead
of the simple examination system. It should be mentioned that the Senate had not opposed the general
amendments. Sec General Amendments to the Patent Act, Consumer and Corporate Affairs, Canada,
Doc, NR-86-21; Noies for Remarks by the Hon. Harvie André, Minister of Consumer and Corporate

Affairs for a Press Stalement on the Amendments to the Patent Act, Ottawa, November 6, 1986, Doc.
5-86-52.

4 Ppatent Act, R.S.C, 1985, c. P4, s, 39(1) as am. R.S.C. 1985, ¢. 33, (3rd supp.), 5. 14,
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B(1). New Scheme : New Pharmaceuticals

(a) A compulsory licence to manufacture a new pharmaceutical will be
granted to an applicant after 7 years from the introduction of the drug
in the market by the patentee, if the applicant manufactures the fine
chemicals in Canada.*

{b) A compulsory licence to import & new pharmaceutical (i.e. a drug not
yet marketed) will be granted to an applicant after 10 years from the
date the drug receives its first Notice of Compliance."®

B(2). Transitory Scheme : Existing Pharmaceuticals

In respect to existing pharmaceuticals, transitory provisions have been created;
for these existing drugs that have been granted a compulsory licence but have not received
a NOC to market in Canada and for those existing drugs that have neither been granted
nor receive a compulsory licence or a NOC, periods of exclusivity of 7 and 8 years
respectively have been implemented. (Those drugs that have been granted both a
compulsory licence and a NOC have remained untouched by the new provisions.)

Thus, & compulsory licence to import a pharmaceutical currently on the market
will be granted to an applicant after 7 years from the date the drug receives its first Notice
of Compliance, where a s.41 compulsory licence has been granted in respect of the
pharmaceutical to a generic company but no NOC has been issued to the licencee to
market in Canada, or where a NOC in respect of the pharmaceutical has been issued to a

person other than the patentee (the generic company), but no s.41 compulsory licence has

“S Thid,, sec. 39.14(1)(b).

4% 1bid, sec 39.11(2)(c). The applicant of a compulsory licence must obtain a Notice of
d

must
Complmnce from the federal authorities before marketing the pharmaceutical. Food and Drug _gul_mn_g
C.08.004 Can. Cons. Regs. ch. 870 (1978).
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been granted to the person as of June 27, 1986, In other words, a compulsory licence to
import will be granted after 7 years from the first NOC when a person other than the
patentee has either a compulsory licence or a NOC but not both until June 27, 1986."
However, a compulsory licence to import an existing pharmaceutical will be granted to an
applicant after 8 years from the date the drug receives its first NOC where neither 8 NOC
nor a s.41 compulsory licence had been granted to a person other than the patentee on or
before June 27, 1986.4%

C. Furthermore the new compulsory licence system provides for a longer period of
protection for pharmaceuticals invented and developed in Canada.”’ These may be entitled
to the benefit of preferential treatment of sec. 39.16 pursuant to which they may be
shielded from compulsory licence to import and manufacture the drug.  These
pharmaceuticals will receive full patent protection and would thus be exempted from
compulsory licences to import. They will also be exempted from compulsory licences to
manufacture provided they are manufactured in Canada within the 7 years of manufacturing
exclusivity.*®

D. The Patented Medicine Prices Review Board (PMPRB) has been created which

will monitor prices for all drugs in order to examine whether the prices for a drug are

excessive or not.) To meet its commitment the Board will take into account: the prices

47 Ibid,, sec. 39.11(2)(a).
4% 1hid,, sec. 39.11Q2)(b).

4 Thid, sec. 39.16.

‘0 This full patent protection may however be forfeited and compulsory licences may be granted
when the patentee is not making the drug in Canada after 7 years or when he fails to satisfy the
Commission with documentation and information comcerning the activity of making the drug,
sec. 39.16(4) and sec. 39.16(10).

4 Thid., sec. 39.18(1) and sec. 39.15(2)(b); See also Doc. S-86-52, supra note 6 at p. 4.
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for identical products in other countries, the prices of other comparable drugs in Canada,
the Canadian Price Index, and the production and promotion cost of the drugs.? Using
thase criteria the Board is entitled to determine whether prices are excessive, in which case
it has the power to direct the company to lower the price to a level that is not considered
excessive in the opinion of the Board, thus setting a ceiling price.® If the company does
not abide by the ruling, the Board is empowered to remove patent exclusivity for the
excessively priced drug and for one other drug for which the company has a patent.*

E. Finally, the new Patent Act provides for a parliamentary review after 9 years and

possible revocation by Order in Council of compulsory licensing provisions aftex 4 years.**

5222 Concems About the New Regime

The new legislation has been attacked on a number of grounds. Many concems
have been expressed during the process of the Bill becoming law. The Board has been
scrutinized on many fronts. It has been challenged on the constitutional basis by

Professor Magnet,® on the lack of clear and precise guidelines of what constitutes

2 hid, sec. 39.15(5)(2) to (d) and sec. 41.15 (6)Xa) and sec. 41,15 (G)(b).

B Thid., sec. 39.15(2)(e); Sce also Notes for Opening Remarks to Legislative Committee on Bill
C-22 by the Hon. Harvie André, Minister of Consumer and Corpomtc Affaires, Canads, House of
Commons, December 16, 1986, Doc. 5-86-59 at p. 9.

4 Thid., sec. 39.152)d)(1) and sec. 39.15(2)(d)(ii). See also Milan Chromecek, "The Amended
Canadisn Patent Act General Amendments and Pharmaceutical Patents. Compulsory Licensing
Provisions” (1988), 11 Fordham Int'l LJ. pp. 504-548.

8 Thid., sec. 39.26(3) and 39.26(1)

Chairman: TIIS Hon. Senator M. Lome Bonnell, (hereumfwt Senate Conumuee). Tssue No. 23 (Ju (Ju.ne 29
1987), at p.
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"excessive prices”, on the cost invulved and on the waste of time tied with the possible
liigation suits that might arise among the conflicting parties.*”

Moreover, another attack was directed to the powers of the Board and its
effectiveness. The degree of the impact and effectiveness of the Board has been seriously
questioned since most fine chemicals are produced outside Canada. They are imported to
Canada within the framework of the well established and commonly accepted practice of
transfer pricing, resulting in high prices when drugs are marketed in Canada. The
effectiveness of the Board has been seriously put in question on the grounds that the Board
has limited power to subpoena information and conduct investigations outside Canada. As
a matter of fact the Board has no statutory power to collect any information outsids
Canada; thus its effectiveness and its role are seriously undermined.* In addition to that
its power to remove patent exclusivity has been limited to one drug plus another drug; the
original version of the Bill applied this power to all drugs. It empowered the Board to
remove patent exclusivity from all drugs marketed by the company that was guilty of
excessive prices and this was supported by Professor Eastman, However, this power was
unfortunately limited in the new drafi.*®

Moreover Bill C-22 has been scrutinized and questioned not only on the grounds
of the Board's effectiveness in gathering informacion and its impact in reducing prices, but

also on the exclusivity periods that would have to elapse in order to introduce a generic

7 See Minutes of Proceedings and Evidence of the Lepislative Committee on the Subiect Matter
of Bill C-22, Chaiman: Amold Malone M.C., (hercinafter Legislative Committee), Issue No. 3 (January
20, 1981), at p. 15.

@' See Senate Committee, supra note 426 Issus No. 2 (May 5, 1987) at p. 33; see also Id,,
Legislative Committee, Issue No. 1 (December 11-16, 1986) at p. 38,

‘¥ See Senate Committee, supra note 426 Issue No. 4 at p. 14; see also Legistative Commiftee,
supra note 427, Issue 5 (January 22, 1987) at p. 13.
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equivalent product. Serious concemns were expressed regarding the new law’s ability to
actually reduce drug prices. The proponents asserted that prices would fall. The
opponents stated that the Bill would not achieve many of the objectives and alleged that
prices not only would not be reduced but would be increased since there would be no
competition for lengthy perinds of time.

As we saw above, compulsory licences are not abolished but their granting is
substantially delayed in order to provide the patentee with a period of exclusivity to market
his product and strengthen his position in the market. Hence the patentee recoups his
expenses and increases his profits. These new exclusivity periods are crzated with the
objective of delaying the commencement of manufacture and importaton of
pharmaceuticals in the market in order to immunize the patentee for a period of 7 and
10 years respectively. Thus the reduction of prices is postponed. Furthermore, the delays
may result in the obsolescence of the product since over that length of time a new product
may have emerged and may have replaced it

The exclusivity period that is created with the new Canadian compulsory licence
system is based along the lines of the Eastman Commission's Recommendations. The
Bastman Commission had recommended however a 4 year period of exclusivity instead of
10" Giving evidence before the Legislafive Committee Professor Eastman, stated: "a
period of exclusivity is a useful device, ... how long the periods ought to be is of course

a matter of judgement”,*? since "going beyond 4 years would promote abuses and waste

% See Legislative Committee, supra note 427, Issue No. 3 (January 20 1987) at pp. 5 and 7.
©' Ses The Eastmgn Report, supra note 161 at p. 329.

©3 gee Legislative Committee, supra note 427, Issue No. S (January 22,1987) at p. 12; See also
Jeffrey Simpson, "The Price of Patents”,Globe and Mait, November 18, 1986 at p. A6,
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of resources and funds."* According to Professor Eastman "the effect of this change to
legislation would then be to delay the introduction of generic products compared to what
would happened under the present act, and that will then delay the erosion of the markst
position of the patentee, that erosion normally bringing a decline in prices from the
introductory level and also eroding the market share of the patentee. So that wiil delay
this process and hence the profitability of the patent-holding firms in Canada should be
increased."® Thus "prices would not be reduced by competition for a longer period” but
"would be higher than they would have been otherwise".**

The big pharmaceutical companies have promised to invest in Canada and
conduct research and development.®® Complaints however, have been expiessed that there
is no specific commitment written in the legislation on the part of the Industry that will
carry out the announced research and development in Canada.*”’ Furthermore it has been
alleged that the enactment of this law is tied to the Free-Trade Agreement™ between

Canada and the United States. Although there may have been political connections there

8 See Legislative Committee, supra note 427, Issue No. 1 (December 11, 1986) at p. 19.

4 See Legislative Committee, supra note 432.

o5 1d,atp 17

96 Total committed announced investment $770.5M. See Industry R&D Announcements,

Consumer and Corporate Affairs, Canada, Information.

47 gee John Orr, "Drug Bill No Cure for Research Ailments”, Globe and Mail, September 24,
1987 at p. A7; see also October 15 at p. A6 and October 10 at p. AS.

' Canada-United S:ates Free-Trade Agreement, Jan. 2, 1988, reprinted in (1988) 27 Int'l Legal
Materinls 281, (hereinafter FTA)..
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is no reference whatsoever in the final text of the Free Trade Agreement to pharmaceutical

and patent issues.

In conclusion, I believe the concems of those who argued against Bill C-22 are
justified and their arguments sound. It may tum out that the previous compulsory licence
system should not have bcen replaced by the new restricted compulsory licence system
because the previous system was more efficient in reducing prices and boosting research.
However, it is also felt that it is too early to pass judgement on the law.“®

It is well known that the pharmaceutical industry’s lobby is one of the most
powerful and influential. However it is the right and obligation of each country to decide
what represents better its priorities and national interests.

It should be noted at this point that the new Canadian law on patents and
licences for pharmaceuticals might work well for Canada but it is not be a model that
would benefit developing countries if they blindly imitate it. Rather, developing countries
could take the Canadian model and adapt it to their particular circumstances and needs.
Consequently, the most advanced countries amoung the developing countries could accord
preferential treatment to pharmaceuticals invented and developed within their country.
Thus, they could provide fm: a longer period of protection for inventions that are carmried

out in their country.

“? See editorial in Globe and Mail, by J. Lewington and C. Wacdell, "Ottawa Made Drug Bill
Pledge in Trade Pact,” October 9, 1987 at p. Al, See also October 10, 1987 p. Al and AS where an
earlier version of the FTA was published which contained a statement saying "Canada has agreed to pass
the pending amendments contained in Bill C-22 in respect of compulsory licensing of pharmaceuticals”.
However this was alleged to be a typographical error and was deleted from the final text.

“ See editorial in The Financial Post by Gayle MacDonald, "Firms leam to live with new drug
law", June 19, 1989, section 4 at p, 35.
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53 Compulsory Licences for Pharmaceuticals and the Paris Convention

The question that arises at this point is whether the various national patent laws
that provide for cdmpulsory licences for pharmaceuticals at any time after the grant of the
patent, even where there is no case of abuse, are in accordance with the Paris Convention.
Article 5A of the Paris Convention stipulates that the application for a grant of a
compulsory licence is not permitted before 3 years from the date of grant or 4 years from
the date of filing of the patent application.*"

A problematic issue emerged with regard to the relation of the compulsory
licence for pharmaceuticals with Article SA of the Paris Convention since it was not clear
if the time limits applied to compulsory licences for pharmaceuticals as well.

In my opinion the correct interpretation of this issue was given in the landmark
case of Parke Davis in Great Britain*? In 1953, an independent producer, British Drug
House applied to the Comptroller General of Patents for a compulsory licence on three
patents owned by Parke Davis and Corporation, a wholly owned subsidiary of the
American giant firm. The patent for which a compulsory licence was applied involved
production steps in the synthesis of the antibiotic chloremycetin.

The applicant for the compulsory licence, the British Drug House, relied on s.41

which provided for a compulsory licence if the substance was capable of being used as

M1 Art. SA(4) of the Paris Convention as revised in Lisbon.

42 parke Davis and Co. v. Comptroller General of Patents (1953), 70 R.P.C. 161.
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medicine or in the production of medicine, without imposing a time limit for the patent
application.*’

Parke-Davis tried to obtain a court order against the issuance of a compulsory
licence in order to prohibit the Comptroller General of Patents from imposing this
compulsory licence. The argument that Parke Davis presented to establish its case was that
the grant of such a compulsory licence would contravene the British Patents Act which
reads "No order shall be made in pursuanc: f any application under sections 37 to 42 of
this Act which would be in variance with any treaty, convention or arraigement or
engagement applying it to the Unitsd Kingdom and any Convention country.*“

Thus, Parke Davis cited in its defence Art. SA of the Paris Convention which
required a 3 year period to have elapsed before a compulsory licence could be issued. No
such period had expired since Parke Davis was granted the three patents and hence the
compulsory licence should not be given. Parke Davis concluded that if such a licence
were granted it would violate s.45 of the Patents Act and Article SA of the Paris
Convention.

Thus the issue of the dispute was centred on the meaning of Art. 5A and the
Court dealt with its interpretation. The Court of Appeal held that Art. 5A(2) and (3) of
the Convention dealt with the case where a patentee abuses his patent monopoly.
Ant. 5A(4) stipulates that an application for a compulsory licence may be made after the
expiration of 3 years from the date of the issue of the patent and is limited to the case of

abuses. The Court interpreted the wording "in any case” of paragraph 4 with the meaning

43 Sec. 41(2) of the British Patemis Act of 1949 (12, 13 and 14 Geo. 6, 1.87) as am. by the
British Patents Act of 1977,

“ Ibid, sec. 453).
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"in any such case”, i.e., the case of abuse, stated in paragraphs 2 and 3. Furthermore the
Court held that 5.41 of the British Patents Act gives the Comptroller General the right to
impose a compulsory licence in order to make a drug availatle ar the lowest price while
reasonably compensating the patentee. It held that this section is different from 5.37 which
refers to non-working and other cases of abuse of the patent and provides for compulsory
licence.

The Court held that patents relating to pharmaceuticals are eligible for a
compulsory licence regardless of the manner in which the patent is explnited. The Court
stated that s.41 "is not subject to the restriction of Art. SA(4) of the Paris Convention but
it creates a right to issue a compu'sory licence solely on account of the character of the
invention and therefore an application can be permitted at any time without the three year
ban or waiting period as there is in 5.37"** and the Count dismissed the action of Parke
Davis.

The famous Parke-Davis case was referred to at the subsequent revision
Conference in Lisbon, in 1958, where Article SA was further elaborated. At this revision
conference, the International Bureau interpreted Art. 5 as "not being an obstacle to the
provision by member countries of other measures dealing with patents relating to health,
military security or affecting national or international development planning.*

As a matter of fact a similar case*’ was decided in Canada where the
Commissioner of Patents held that Art. SA of the Paris Convention refers only to

compulsory licences whenever there has been an abuse of the patent right, whereas

“* Parke Davis and Co. v, Comptroller General of Patents (1954), 71 R.P.C. 169,

“ Actes de ln Conférence de Lisbonne (1963) at p. 393.

— ——— it
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sec. 41(3) of the Canadian Patent Act refers only to compulsory licensing of patents

relating to food and drugs.**

Furthermore, Professor Bodenhausen, a former Director General of the World
Intellectual Property Organization, whose opinion can be regarded as authoritative, wrote
in his standard work on the Paris Convention that member countries are "free to provide
analogous or different measures, for example compulsory licences on conditions other than
those indicated in paragraph (4) in other cases where the public interest is deemed to
require such measures. This may be the case when patents concem vital interests of the
country in the fields of military security or public health ... In such cases the rules of
paragraphs (3) and (4) .. do not apply so that the member States have freedom to
legislate."**

In conclusion, the landmark case of Parke-Davis better defined Article 5A of the
Paris Convention and distinguished clearly the separate features of compulsory licences for
pharmaceuticals.

The Paris Convention does not hinder member countrics’ legislating and
providing for a compulsory licence for drugs on terms that they choose, without restrictions
on the time when compulsory licence may commence and without a case of abuse needed
to be established. Consequently in a compulsory licence for drugs there are no constraints
with regard to the time that the application and the granting of the licence may be made.
Therefore a compulsory licence for drugs can be granted at any time after a patent is

“3 Sec. 41(3) Patent Act, R.S.C. 1985, c.P4.

% See Bodenhausen, supra note 61 at p. 70.
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granted in the interest of public health {even where there is no abuse) and this does not
constitute a violation of the international convention,

This is a very crucial point that developing couniries should be aware of and
should not permit delaying in legislating. Not all problems of developing countries with
regard to wansfer of technology to the pharmaceutical industry will be solved since, as was
seen, there still exist the rectrictions for other compulsory licences, i.e., compulsory
licences within the context of non-working the patent which have a direct effect on the
developing irdustry and economy‘*® With compulsory licences for pharmaceuticals,
however, developing countries are able to acquire the patented technology immediately
without waiting three years.

At any rate, developing countries should undertake to create a provision for
compulsory licences on pharmaceuricals and find ways to make it effective, since as is
seen, there exists evidence that the system of compulsory licences does not work
effectively. It is not a correct approach to abandon and abolish altogether the compulsory
licence system because then developing countries would be left with no protection. The

correct approach would be to find a way to improve the licensing system.

% See supm, p. 122.



152

54 The Attempts of Developing Countries to Revise Compulsory Licence Provisions

of the Paris Convention

The Paris Convention as it was seen, has been established with the primary
objectives of providing rights for patentees and securing their rights by unifying domestic
patent laws. The creation of the Paris Convention was a remarkable step for its time. The
Paris Convention has been revised six times with the successful purpose of strengthening
the patentee’s position, as for example in Article SA.

However, in the 106 years since the establishment of the Convention many
fundamental changes have taken place. When the Convertion was set up, in 1883,
developing countries were colonies and did not have the independent status of sovereign
countries. Thus, when the rules of the Convention were being established developing
countries did not have any input in this process whatsoever. For reference, only three
developing countries were original parties to the Convention and of them two renounced
it, thus leaving only one developing country, Brazil, to be an original party of the Union.*"
The reality today is different: the majority of member countries to the Convention are
developing countries which have not however actively participated in shaping its rules.

A primary concem of developing countries is the absence of any reference to the
importance of the public health and in gerezal public interest or any written commitment

or declaration on the developmental objectives of their countries. Developing countrics

41 See supm, note 57. Many developing countries have never becume parties to the convention
as for example India, China and most countries in Latin America.
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bélicve that the Paris Convention is so structured that there is an imbalance between the
public interest and the private interest of the patentee.*™

Hence, developing countries having realized the limitations of the sanctions
allowed by the Paris Convention and the costs that the patent system may impose on their
economies have taken steps towards revising the Paris Convention and in particular
Article 5A.

The first time that the developing countries’ concemns were heard in the
international community was in 1961 when Brazil brought a draft resolution before the
General Assembly of the United Nations.*® This resolution called for a recognition of the
special interests of developing countries in economic development within the international
patent system.

As a consequence of the Brazilian resolution, and after a strong opposition which
resulted in many amendments on the original draft resolution, the General Assembly
adopted resolution 1713(XVI).** Resolution 1713 requested that a report be prepared by
the Secretary General on selected countries’ patent laws and their effects, analyzing the
possibility of a revision of the patent system. In the final paragraph, the resolution
recommended particularly the "advisability of holding = Intemational Conference in order

to examine the problems regarding the granting, protection and use of patents taking into

‘2 The Role of the Patent Svstem, supra note 107 at para, 237; See also The International Patent
System s an Instrument of Policy for National Development, UN Doc. TD/B/C.6/AC.2/3 (1975) at p. 6;
see also The Intemational Patent Sysiem: The Revision of the Paris Convention for the Protection of

— T — e —————r— G, S ——————— —

Industrial Propenty, UN Doc. TD/B/C.6/AC.3/2 (1977), para. 11 and 15.

453

The Role of Patents in the Transfer of Technology to Undeveloped Countries, UN
Doc, AJC.2/L.565 (1961).

* The Role of Patents in the Transfer of Technology 1o Underdeveloped Countries. G.A. Res.
1713, 16 GAOR UN Doc., A/5056 (December 19, 1961).
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consideration the provisions of existing international conventions and the special needs of
the developing countries."**

In 1964, the Secretary General published an important report entitled "The Role
of Patents in the Transfer of Technology to Developing Countries."* The report did not
provide for the recommendation given by resolution 1713 on the advisability to call an
International Conference. Instead, the report encouraged the developing countries to
concentrate on legislative measures at the national level rather than calling an International
Conference, thus shifting the focus from the international level to the national level.

In 1965, resolution 2091(XX) on Transfer of Technology, which was introduced
by Brazil in the General Assembly, was adopted.*” Resolution 2091(XX) questioned the
appropriateness of existing international agreements. It also requested the Secretary
General to pursue his inquiry on the adequacy of existing national and international
practices for the transfer of patented and unpatented technology to devcloping countries.

The next landmark in the process of initiatives taken by developing countries for
the revision of the international patent system was established with resolution 39(III) on

Transfer of Technology which called for a report to update the 1964 report. It also

requested the Secretary General "to devote special consideration to the role of International

s Ibid., para. 1(d).

4  The Role of Patents in the Transfer of Technology to Developing Countries, UN Doc.

—— e——— h e e

E/3861/Rev. 1 (March 1, 1964).

47 Transfer of Technology, G.A. Res. 2091, 20 GAOR UN DOC. A/C.2/L.824 (December 20,
1961),

“%  See also International Development Strategy for the Second United Nations Development
Decade, G.A. Res. 2626, 25 GAOR Supp.No 28 UN Doc. A/8124 and Add. 1 (October 24, 1970), para
€4. This resolution called for International Convetions on patents; se¢ also The Charter of Algiers, UN
Do, AJC.2/237 (1967) which demonstrates the growing concern of developing countries about the
inadequacy of the International Patent Sysiem; Sce generally International Symposium on Industrial
Development, Athens, December 1967 in UNIDO Doc. ID/11 (1969) para. 122,
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Paent System in such transfer (the transfer of technology), with a view to providing a
berter understanding of this role in the context of a future revision of the system."®
Following the resolution a study was undertaken jointly by WIPO, UNCTAD and the
Department of Economic and Social Affairs and published in 1975 under the title “The role
of the Patent System in the Transfer of Technology to Developing Countries."*®

This study was the main point of reference of the discussion at the third session
of UNCTAD’s intergovernmental group on Transfer of Technology held in Geneva® At
this session the group, after circulating the 1975 study on the role of the patent system in
the transfer of technology to developing countries and acquiring their written comments,
requested the Secretary General to "convene a group of expens to study all relevant aspects
of the intenational patent system which have a pearing on the development process of
developing countries with a view to providing a better understanding of the role of that
system in the context of a possible future revision of the system aimed at reflecting the
special needs of developing countries."*

Accordingly, in February 1975 a group of 150 governmental experts on the role
of the patent system in the transfer of technology was convened in Geneva in order to
examine the main points for the revision of the International Patent System. The group

of govemmental experts prepared 14 questions and requested the Director General of WIPO

9 United Nations Conference on Tiade and Development (UNCTAD), Santiago, Chile, Res.
39(II1) of May 1972, para. 10,

41 Report of the Intergovernmental Group on Transfer of Technology, 3rd sess., Geneva, July 15
o 26, 1974, UN Doc. TD/B/520.

¢ Ibid,, par. 1.
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to study them and prepare a memorandum with his comments.*® Accordingly, in
December 1975 a declaration was adopted by the WIPO Ad Hoc group of govemmental
experts on the revision of the Paris Convention, which constitutes a landmark in the
evolution of the International Patent System and specifically in the relation of patents with
the developing countries. The declaration considered that the revision of the system should
fulfil certain objectives in order to contribute to the “establishment of a new economic
order in the world in which social justice prevails and economic inequalities between
countries are reduced."® The experts from developing countries considered that the
revision of the International Patent System should be based on the following objective: In
order to facilitate the transfer of technology the international standards must adapt to the
conditions that exist in developing countries and must not impede countries from adapting
their laws to their own interests.

Following this declaration the Assembly of the Paris Convention created a
Preparatory Intergovernmental Committee on the Revision of the Paris Convention.*” This
Committee created four Working Groups to better deal with the issues.® The Working

Group on Anicle SA of the Paris Convention was entrusted with questions of special

“> Repon of the Ad Hoc Group of Govemmental Experts on the Revisions of the Paris

Conventign, WIPO Doc. PR/GE/1/10, February 21, 1975; see also The Report of the Director General
WIPO Doc. PR/GE/11/2 (Scptember S, 1975).

of Governmental Experts on the Revision of the Paris Convention, WIPO Doc. PR/GE/11/3 (December
15-22, 1975).

445

T —— ———— — — —— e — —— —

Protection of Industrial Propesty, 2nd Sess., June 29 - July 8, 1977, WIPO Doc. AB/VII/I1 and
AB/VI23; sec also {(1977), 16 Ind. Prop. 167.

“4 The Working Group on Article 5A of the Paris Convention, the Working Group on Inventor's
Certificates, the Working Group on Questions of Special Interest to Developing Countries and the
Working Group on Conflict Between an Appellation of Origin and a Trade mark,
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interest to developing countries, prepared a draft text of Article 5A and submitted it to the
Commitee, which unanimously approved it and forwarded it to the Session of the
Executive Committee of the Paris Union, where a decision was reached that the Diplomaric
Conference would convene in 1980 in Geneva in order to consider it

Consequently, in 1980, in Geneva, the Diplomatic Conference was convened
from February 4 to March 4 under the auspices of WIPO with the objective to introduce
new provisions and to change certain existing provisions in order to meet better the needs
of developing countries.*® Hence, for the first time in the history of the revisions of the
Paris Convention the developing countries’ interests are being discussed and taken under
serious consideration.

The Conference for the revision of the Paris Convention thus far has taken place

over four sessions: The fitst session was held in Geneva in 1980,*? the second session in

“7 Diplomatic Conference on the Revision of the Paris Convention. Basic Proposals, WIPO Doc.

PR/DC/3 (June 25, 1980); see text of draft Articie 5A at pp. 38-62.

“* Diplomatic Conference on the Revision of the Paris Convention, Geneva, February 4 1o March

— —— et — —————

4, 1980, WIPQ Doc. PR/DC/1S (March 1, 1980).

“® ‘The First session was devoled to debates on procedural rules regarding voting. See WIPO
Doc, PR/DC/15 for adopted rules of procedure; see also WIPO Doc. PR/DC/INF/13; U. Wasserman,
"WIPO: Diplomatic Patent Conference (1980), 14 J. World Trade L. 254; M,, Kirk" Diplomatic
Conference on revision of the Paris Convention: Substantive Discussions” (1980), 12 Intel. Prop. L. Rev,
pp. 13-27; A. Diamond, "The Geneva Diplomatic Conference on the Revision of the Paris Convention”
(1980), 12 Imel. Prop. L. Rev. pp. 3-11; R. Benson, "The Geneva Diplomatic Conference for the

Revision of the Paris Convention: Remarks from the Private Sector” (1980), 12 Intel. Prop. L. Rev.
pp. 29-35.
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Nairobi in 1981,*" the third session in Geneva in 1982*" and the fourth in Geneva in
1984.4%

In Nairobi the task was to devel&p a new text for Art. 5A. The issues under
scrutiny referred in particuiar to whether concessions to developing countries would be
applied only to developing countries or would apply universally to all countries. A text
was finally drafted after much deliberation and long debate.*”

Thus, the present draft of Article SA as tentatively agreed in Nairobi specifically
states the right of national law to require that an invention be worked in the country that
granted the patent,”™ Furthermore it is specifically stated that importation of products does
not qualify as working the patented invention.” Both these provisions appear for the first
time in a draft text of :he Paris Convention. Until then, no respective specific mention
was made.

The status of sanctions, i.e., compulsory licence and revocation, remains

unchanged® as compared with the Stockholm text. However, important changes follow

‘™ Diplomatic Confenrence on the Revision of the Paris Convention, Nairobi, September 28 to

October 24, 1981, see WIPO Documents PR/DC/21, PR/DC/24, PR/DCP2S, PR/DC/26, PR/DC/21,
PR/DC/28, PR/DC/29, PR/DC/30, PR/DC/31, PR/DC/32, PR/DC/33 and WIPO Doc. PR/SM/5 (1981);
see also M. Kirk, "Second Session of the Diplomatic Conference to Revise the Paris Convention”.

{1982), 14 Intel. Prop. L. Rev. pp. 139-151;

—— —— B i

see WIPO Doc. PR/DC/INF/34 (1982),

‘% Diplomatic Conference on the Revision of the Paris Convention, Geneva, Febiuary 27 - March
24, 1984, WIPO Doc, PR/SM/12 (May 31, 1985). See also Conference Diplomatique de Revision de
la Convention de Paris, Tableaux Synoptiques des Articles Premier, SA et SQuater de la Convention

de Faris pour la Propriete Industrielle, WIPO Doc. PR/DC/INF/S1 (Septembre 1984).

Lrr]

See text of draft Arnicle 5A, the Nairobi text, in Appendix B.
4 Ihid., Art. SA(1)(8) of draft Art. SA of Nairobi text.
™ Ibid,, Art. SA()(D).

% 1bid., Anticles SA(3), (4) and (6).
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with respect to developing éounuies, which would be, according to the text tentatively
agreed at Nairobi, given preferential treatrnent.

These changes were tentatively introduced with Art. SA(R) of the Nairobi text
and would give developing countries the right to grant compulsory licences 7 for failure
to work within 30 months from the grant of the patent unless justifications for non-working
are set forward.*™ Such compulsory licence would be exclusive for a term of 4 1/2 years
subject to the condition that the patent may not be revoked for non-working for an
additional 18 months after the expiration of .the exclusive licence. Moreover, revocation
for failure to work could occur before the expiration of five years from the grant of the
patent provided that there exists a system of compulsory licence in the country and "“in the
opinion of the national authorities competent for forfeiture or revocation” the grant of a
compulsory licence "would not ensure sufficient working of the patented invention,"“*

Hence, developing countries, and only they, are allowed to revoke the patent
when the invention is not being worked by the patentee or his representative. Such
revocation is allowed before the compulsory licence and it is not conditional upon the
compulsory licence’s effectiveness. In other words if it is seen by the competent authority
that a compulsory licence would not ensure sufficient working, then revocation can be

ordered. Hence, an actual test is not required, only a schematic one.*™

47 Compulsory licence of the present Act is renamed to "non-voluntary licence” in the Nairobi
text; see Art. SA(2)(a).

B Ibid,, Art. SA(8)(a).
® hid,, Art. SA(8)(a bis).
“0 Ibid, Art. SA(8)().

41 See supra, text at p. 110,
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A very important provision that is contained in the draft text is para. 5, which
gives the right to any country to provide in its domestic law for exploitation of the
patented invention at any time by the government or by third persons authorized by it
Such exploitation would be justified in the public interest and in particular specific mention
is made on the national security, food, health and the development of other vital sectors
of the national economy.

These are in general lines, the main changes contained in the Nairobi text that,

if adopted, would dramatically change the substance of the Paris Convention.

5.5. Concluding Comments

As was seen compulsory licences for pharmaceuticals confer the right on any
interested person to apply for a licence at any time after the pateni has been granted
without a case of abuse of the patent right needed to be established, ie., even if the
patentee does not abuse his patent right, the mere fact that the patent covers a
pharmaceutical means that a compulsory licence can be granted. As the Parke Davis case
indicated, these licences for pharmaceuticals do not violate the Paris Convention. Thus a
country can provide for such licences without violating its intemational obligations. As far
as the Paris Convention is concemed, at the end of the revision conference in Nairobi, a
decision could not be reached and the Chairman presented a compromise proposal, the so-
called "Jimenez Davila text"; however it was not accepted and thus the Nairobi text

remains the latest tentatively agreed text. Further elaboration on the ongoing process on

4 Ihid, Art. 5A(S).

9 See WIPO Doc. PR/DC/37 (October 23, 1981).
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the revision of the Paris Convention is beyond the scope of this thesis, as a revision has
not yet been agreed upon. However, it may be worth mentioning that at the fourth session
of the Diplomatic Conference in Geneva a recommendation was adopted which mentioned
arrangements for the revision of the Convention. The Assembly of the Convention decided
that the method would consist of consultative meetings in order to prepare the next session
of the Conference. So far, four consultative meetings have taken place at Geneva: The
first took place on June 24-28, 1985 and the second on January 26-31 and February 3,
1987, when the group of developing countries put forward 4 proposals, "ideas", for the
consideration of developed countries. These "ideas” were favourably received by the group
of developed countries which at the third consultative meeting®® presented a series of 6
questions about these "ideas" in order to clarify them®. In any case, it should be pointed
out that there are ongoing discussions and dcoates in Geneva where delegations from the
3 groups of countries (developed, developing and socialist countries) meet, mainly senior
legal counsellors and experts, to discuss, analyze and decide the future of the Convention.
Undoubtedly developing countries have made considerable progress since 1961 and they

have succeeded in having their interests discussed in the revision conference.

e S E————— . el —

see WIPO Doc. PR/CM/I/3 (June 28, 1985},

‘s Second Consuitative Meeting on the Revision of the Paris Convention, Geneva, January 26-31

— — ——— e — —

and February 3, 1987; see WIPO Doc. PR/CM/IL/1 (February 5, 1987).

— — ——— . e— —

26, 1927; see WIPO Doc. PR/CM/ILI/1 (May 26, 1987).

9 Fourth Consultative Meeting on the Revision of the Paris Convention, Geneva, September 14-

—— — ——— b S —

19 and 22, 1987; see WIPO Doc. PR/CM/IV/2 (Sepiember 22, 1987).
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CONCLUSIONS

The concept of a patent emerged a few centuries ago in the city state of Venice
and from there spread to most European countries and, eventually, to their colonies. After
going through upheavals that revealed different facets of its nature, ie., the antipatent
movement and the feasibility of industriaiization without it, it culminated at an international
level in the Paris Convention which is the most important multilateral agreement on patents.
The Paris Convention, revised six times since 1883 and based on two fundamental
principles, the National Treatment principle and the Unionist Treatment principle with
article 5A as a focal point, has significant implications for developing countries.

Evaluation of the role of patents in developing countries shows that patents may
and may not transfer technology depending on the circumstances of the transfer; they also
create significant costs and doubtful benefits. A benefit that may be said = flow from
the international patent system in the developing countries is the transfer of technology
which takes place when patents are used in production in the couniry by the patentee or
his licensee, provided however that no restrictions are attached to the licence and that
royalties are not excessively high.

As already stated, however, when patents are not used for production in the
country but instead the patentee chooses to import the product into the country and thus
he uses them as an exclusive import permit and as a means to exclude other importers
andfor prevent local production, then a case can be made that patents restrict the flow of
technology and hinder the industrialization of the country.

In order to avoid the costs and realize the benefits and facilitate the acquisition

of technology, a network of safeguards is absolutely necessary. These safeguards concem
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the obligation imposed on the patentee to work the patent, the compulsory licence and

revocation provisions, as well as the provisions related to the exclusion or limitation from

patentability of certain sectors in the public interest.

Two kinds of compulsory licences should be distinguished: the compulsory
licence in the case when an abuse has occurred, as for exampls non-working of the
patented invention, and compulsory licences for reasons of public health, i.e., compulsory
licences for pharmaceuticals. As far as compulsory licences and revocation for non-
working are concemed, the effect and impact of these provisions is questionable due to the
delays and limitations that the Paris Convention imposes. In addition to the problems that
the non-exclusive nature of the compulsory licence creates, a compulsory licence is subject
to delays that render its effectiveness doubtfui. A compulsory licence will be granted after
the expiration of 3 years from the date of the grant of the patent or 4 years from the date
of the filing of the application for the patent. Revocation whick, as has been seen, through
the various revisions of the Paris Convention, become a supplementary sanction, conditional
upon the compulsory licence, will be imp(;sed after 2 years from the grant of the first
licence. Consequently, a patent cannot be revoked before the lapse of 5 or 6 years thus,
the patentee enjoys an import nonopoly for a longer time. As far as compulsory licences
for reasons of public health are concemed, they can be given at any time after a patent is
granted because this grant does not violate the Paris Convention even if no case of abuse
is established,

Given this distinction between the two different kinds and given the analysis
regarding the interpretation and interaction between national patent laws and the Paris

Convention, developing countries should first take action at the national level and in
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particular in those areas that, as has been pointed out, the Paris Convention permits
member countries 1o legislate. Such areas refer to the compulsory licence for reasons of
public health and to the exclusion or mitation of pharmaceuticals from the patent system.

Developing countries should first take full advantage of these manifold
opportunities. It does not make sense to attempt to revise the Paris Corvention without
first trying to improve their domestic law, at least within the parameters set by the
Convention, Of course this consideration does not apply to all developing countries, since
many have already initiated action in this direction. Nonetheless these initiatives should
serve as a guide for those countries that have not used all the possibilities allowed by the
Convention.

Clearly, developing countries should enact a compulsory licence system for
reasons of public health, i.e., for pharmaceuticals. This is an essential provision since, as
has been examined, the limitations that apply to compulsory licences for non-working do
not apnly to compulsory licences in the public health, ie., for pharmaceuticals. Hence
these lice.ices could be granted immediately after the patent grant without a delay of 3 or
4 years and without a case of abuse needed to be established.

The impact of these licences is that they open the way to free competition; also,
generic firms can freely enter the market, produce similar products and then sell them at
lower prices. Consequently, the drug prices fall substantially and the patentee can not
monopolize high prices and profits. As a result the economic development of a country
and its industrialization are substantially helped and fostered. These licences can be
considered more effective than the licences that are granted in the case of abuse of the
patent right, where as we saw limits and delays set by the Paris Convention impose

constraints. Many developing and developed countries provide for compulsory licences for
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pharmaceuticals because they consider it in their interest to have access to low-priced drugs
and to help the development of their pharmaceutical industry.

Developing countries should also consider, however, the possibility of foreign
investors being driven away by this approach. Therefore, they could consider the new
Canadian law on compulsory licensing for pharmaceuticals. As already stated, however,
the new Canadian law might work well for Canada but t is not a model that could benefit
developing countries if they blindly imitate it. Rather developing countries would use it
analogically and provide for a longer period of protection for pharmaceuticals that have
been invented and developed in their countries. This preferential treatment would not
violate the National Treatment principle of the Paris Convention because it is based on a
geographical consideration and not on a factor of nationality. It does not discriminate
between national and foreigners; both are treated equally and have the same rights and
obligations, However it distinguishes between inventions that have been carried out in the
country and inventions for which the research and development has been conducted
elsewhere. The inventions t”hat are carried out entirely in the country are given, as an
incentive, the benefit of preferential treatment and are shielded from compulsory licences
to import and manufacture. In this way, the rights of the patentee are taken into fair
consideration and he is given due reward for his invention and an incentive to invest. At
the same time developing countries benefit from the research and development and working
of the patented invention that takes place in their countries.

However, given that the patentee may not disclose all the necessary know-how
and that local entrepreneurs may not have the necessary capital and skills to pursue such
projects, developing countries should consider, either as an altemative or even as an

additional measure, limiting or excluding pharmaceuticals from the patent system. They
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could reexamine their patent laws and legislate on the patentability of pharmaceuticals.
[ believe that it is in the best interest of developing countries to eliminate pharmaceutical
products from the patent system, while allowing for pharmaceutical processes. No patent
protection is appropriate for pharmaceutical products although, as previously analysed, a
case can be made for granting patents to processes. In consequence there would be no
monopolies which limit access 1o drugs and raise their prices. It should be remembered
that developed countries also introduced such provisions only recently, when they had
reached a certain stage of development. Before that they did not grant patents for
pharmaceutical products.

Developing countries should also try to make the working provision stronger in
order to be more effective. A means to achieve this is by eliminating the right to import
from the rights accorded to the patentee. Thus, importation would entail revocation instead
of "importation should not entail revocation". Consequently the patentes will have to
produce in the country since he will not be allowed to import on an exclusive base. This
however is not easy to change because it is not within these areas where the member
countries have freedom to legislate. Therefore a revision of Article SA(1) of the
Co;wention is necessary. Thus, developing countries could follow the example set by the
Andesa Pact countries who, not being memb=rs of the Convention, are free to legislate,
For members of the Convention however the way of achieving the same result would be

by changing, i.e. revising, the rules of the Conventior,

At the intemational level developing countries should continue their efforts
towards revising the Paris Convention. As has been stated developing countries, aware of

the restraints and costs that the international patent systern imposes on them have taken
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steps towards a revision of the Paris Convention. As we saw they have reached a
compromise text, the Nairobi text, which however has yet to be adopted. The Nairobi text,
even if not adopted as a whole, represents a step towards mutual understanding in the
process of the long-overdue revision of the Paris Convention,

Speaking realistically, it is very unlikely that a revision will be concluded within
the next three years; it may take more time. The reason for this gloomy prospect is that
opposing interest groups are pulling very hard and the revision process goes from one
round of discussions slowly to another. It should be stated that the Group B, the so-called
group of developed countries, in the United Nations terminology, will not adopt provisicns
that do not safezuard its interests just for the sake of giving a better chance to developing
countries, By the same token, the Group of 77, the so-called group of developing
countries, will not remain apathetic, but they will, and should, continue their efforts in
revising the Paris Convention with consideration paid to developed countries’ interests since
after all they own the technology. However, recognition of the public interest and a
specific statement within the text of the Convention regarding the interests of developing
countries is absolutely necessary, We live in an interdependent world. Developing
countries’ interests can no longer be neglected or denied. The world has dramatically
changed since 1958 when the Paris Convention was revised in Lisbon and definitely since
1883 when the Convention was established. The Paris Convention must adapt to the
changes and needs of industrialization and economic development of the developing
countries. Lzgal instruments should always have the capacity to improve their system and
reflect and adapt to the shanging world and needs of the people. Change may not have
any drarratic effect for the short run but % the long run it would benefit both opposing

| groups.
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The Geneva negotiations are aimed at perfecting the provisions of the system
taking into consideration e developing countries’ interests. Change brings positive
developments if exercised with caution and prudence. Through constructive discussions a
mutual goal may be reached that would be beneficial to all divergent groups. We must
remember the inte - pendent nawre of our world demands a balanced solutioa to all
upcoming problems. The Nairobi text is a step in the right direction. The process will
continue and hopefully in the 1990’s we will witness many changes in this area and the

deadlocks that stall the revision of the convention will be removed.

P
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APPENDIX A
THE PARIS CONVENTION FOR THE PROTECTION OF INDUSTRIAL PROPERTY

Article 5, Paris 1883

¢)) "“The importation by the patentee into the country where the patent has been
granted of articles manufactured in any of the States of the Union shall not
entail forfeiture of the patent.

(2)  "Nevertheless, the patentee shall remain under the obligation to exploit his

patent in ac-cordance with the laws of the country into which he introduces
the patented articles."

The Paris Convention, as Revised at Brussels in 1900

Aricle 5

(1) (identical previous text)
2) (identical previous text)

Proposal

3bis
"The patentee in each country shall not forfeit his patent for non-working
until after a minimum period of three years from the filing of the
application in the country in question and in case he cannot justify his
inaction."

The Paris Convention, as Revised at Washington in 1911

Aricle 5

(1) "The impontation by the patentee into the country where the patent has been
granted of articles manufactured in any of the courtries of the Union shall
not entail forfeiture of the patent.

(2)  "Nevertheless, the patentee shall remain under the obligation to exploit his
patent in accordance with the laws of the country into which he introduces
the patented articles, but with the restriction that the patent may not be
forfeited for non-working in one of the countries of the Union until after
a period of three years of the date of filing the application in that country
and only in case the patentee cannot justify his inaction”.
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The Paris_Convention, as Revised at The Hague in 1925

Article 5A

(1) (identical 1o previous text)

2 “Nevertheless, each contracting country shall have the right to take the
necessary legislative measures to prevent the abuses which might result from
the exclusive rights conferred by the patent, for example, failure to work.

3) "These measures shall not provide for forfeiture of the patent unless the
grant of compulsory licenses is insufficient to prevent such abuses,

(4)  "In any case, the patent may not be subjected to such measures before the
expiration of at least three years from the date of grant, or if the patentee
proves the existence of legitimate excuses".

The Paris Convention, as Revised at London in_1934

Article 5.

(1 “The Importation by the patentee into the country where the patent has been
granted of articles manufactured in any of the countries in the Union shall
not entail forfeiture of the patent.

(2)  "Nevertheless, each of the countries of the Union shall have the right to take
the necessary legislative measures to prevent the abuses which might result
from the exercise of the exclusive rights conferred by the patent, for
example, failure to work.

)] “These measures will only provide for the revocation of the patent if the
granting of compulsory licenses shall not suffice to prevent these abuses.

(4)  "In any case an application for the grant of a compulsory license may not

be granted before the expiration of three years from the date of the grant
of the patent and this license may be granted only if the patentee fails to
justify himself by legitimate reasons. No proceedings for the forfeiture or
revocation of a patent may be instituted before the expiration of two years
from the grant of the first compulsory license."
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The Paris Convention, as Revised at Lisbon in 1958

Article 5A

(1)
@

3)

@

(identical to previous text)

"Each country of the Union shall have the right to take legislative measures
providing for the grant of a compulsory licenses to prevent the abuses which
might result from the exclusive rights conferred by the patent, for example,
failure to work.

"Forfeiture of the patent shall not be prescribed except in cases where the
grant of compulsory licenses would not have been sufficient to prevent such
abuses. No proceeding for the forfeiture or revocation of a patent may be
instituted before the expiration of two years from the grant of the first
compulsory license.

"An application for a compulsory license may not be made on the ground
of failure to work or insufficient working before the expiration of a period
of four years from the date of filing of the patent application or three years
from the date of the grant of the patent, whichever period last expires; it
shall be refused if the patentee justifies his inaction by legitimate reasons.
Such a compulsory license shall be non-exclusive and shall not be
transferable, evening the form of the grant of a sublicense, except with that
part of the enterprise or goodwill using such a license.”

The Paris Convention, as Revised_at Stockholm in 1967

Article 5A

A1)

Q)

&)

“Importation by the patentee into the country where the patent has been
granted of articles manufactured in any of the countries of the Union shall
not entail forfeiture of the patent.”

"Bach country of the Union shall have the right to take legislative measures
providing for the grant of compulsory licenses to prevent the abuses which
might result from the exercise of the exclusive rights conferred by the
patent, for example, failure to work."

"Forfeiture of the patent shall not be provided for except in cases where the
grant of compulsory licenses would not have been sufficient to prevent the
said abuses. No proceedings for the forfeiture or revocation of a patent may
be instituted before the expiration of two years from the grant of the first
compulsory license."
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"A compulsory license may not be applied for on the ground of failure to
work or insufficient working before the expiration of a period of four years
from the date of filing of the patent application or three years from the date
of the grant of the patent, whichever period expires last; it shall be refused
if the patentee justifies his inaction by legitimate reasons. Such a
compulsory licence shall be non-exclusive and shall not be transferable,
even in the form of the grant of a sub-license, except with that part of the
enterprise or goodwill which exploits such license."
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APPENDIX B
"NAIROBI TEXT"
Draft Article SA

"Any country of the Union has the right to require by its national law that
the inventions for which that country has granted a patent, or in the case
of countries providing for a deferred examination when a provisional
protection has been granted, be worked in its temitory by the owner of the
patent or under his authorization.

Imporiation of articles incorporating the patented invention or made by the
patented process does not constitute working of the patented invention.
However, any country of the Union has the right to regard the importation
of articles incorporating the patented invention or made by the patented
process as fulfilling the requirements of working the patented invention.

“For the purposes of this Article, “non-voluntary license” means a license
to work a patented invention without the authorization of the owner of the
patent; it also means a license to work a patented invention given by the
owner of the patent where the national law obliges him to give such a
license.

Any country of the Union has the right to adopt legislative measures to
prevent abuses resulting from the exercising of the right granted by the
patent. However, impontation into the country where the patent has been
granted of articles manufactured in any of the countries of the Union shall
not, in the absence of circumstances constituting abuse of the patent rights,
entail forfeiture of the patent.

"Forfeiture of the Union shall not be provided for except in cases where the
grant of non-voluntary licences would not have been sufficient to prevent
the said abuses. No proceedings for the forfeiture or revocation of the
paient may be instituted before the expiration of two years from the grant
of the first non-voluntary license.

"A non-voluntary license may not be applied for on the ground of failure
to work or insufficient working before the expiration of a period of four
years from the date of filing of the patent application or three years from
the date of the grant of the patent,whichever period expires last; it shall be
refused if the owner of the patent proves, to the satisfaction of the national
authorities competent to grant non-voluntary licenses, that there are
circumstances which justify the non-working or insufficient working of the
patented invention.

"Any country of the Union has the right to provide in its national law,
where the exploitation of the patented invention is required by reason of
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public interest, in particular national security, nutrition, health or the
development of other vital sectors of the national economy, for the
possibility of exploitation, at any time, of the patented invention by the
government of that country or by third persons authorized by it.

"Any non-voluntary license shall be non-exclusive and shall not be
transferable, even in the form of a grant of a sub-license, except with that
part of the enterprise or goodwill which exploits such license.

"Any decision relating to the grant of a non-voluntary license or to
exploitation in the public interest, including the amount of the just payment
to which the patentee is entitled, or any decision relating to the revocation
or forfeiture of a patent shall be subject to review at a distinct higher level
in accordance with the applicable national law.

“Notwithstanding anything contained in paragraphs (3), 4), and (6),
developing countries have the right to apply the following provisions:

(a)  Any developing country has the right to grant non-voluntary licenses
where the patented invention is not worked, or is not sufficiently
worked, by the owner of the patent or under his authorization in the
territory of that country within 30 months from the grant of the
patent in that country, unless the owner of the patent proves
circumstances which in the judgment of the national authorites
competent to grant non-voluntary licenses justify the non-working or
insufficient working of the patented invention. Where national law
provides for deferred examination for patentability and the procedure
for such examination has not been initiated within three years from
the filing of the patent application, the time limit referred to in the
preceding sentence shall be four years from the filing of the said
application.

(a bis) However, a non-voluntary license may be exclusive for a period of
up to four and a half years in the case where it is determined by the
national authority competent to grant non-voluntary licenses that there
are circumstances constituting abuse of the patent rights and that the
non-working or insufficient working is one of the constituent
elements of the abuse, subject to the condition that the patent may
not be forfeited or revoked for non-working or insufficient working
for a further period of eighteen months after the expiration of the
exclusive license.

()  Any developing country has the right to provide in its national law
that the patent may be forfeited or may be revoked where the
patented invention is not worked or is not sufficiently worked, in the
country before the expiration of five years from the grant of the
patent in that country, provided that the national law of the country
provides for a system of non-voluntary licenses applicable to that
patent and that, in the opinion of the national authorities competent
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for forfeiture or revocation, the grant of a non-voluntary license
would not ensure sufficient working of the patented invention, unless
the owner of the patent proves circumstances which in the judgment
of the national authorities competent for forfeiture or revocation
justify the non-working or insufficient working of the patented
invention."





