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General Policy Issues

WHO's Revised Drug Strategy

WHO's Revised Drug Strategy was conceived in the mid-1980s to foster unity among governments,
industry, consumers, academia, nongovernmental organizations, and specialized agencies. Its aim  is to
ensure  equity of access to safe drugs of proven quality by all peoples of the world and to promote their
rational use. At the same time, it seeks to remind each party of its responsibilities in the manufacture and
provision of drugs.

In compliance with the terms of the Strategy, WHO has supported governments in the formulation and
implementation of national drug policies and essential drugs programmes, expanded its normative
activities, intensified the dissemination of information, conducted operational research on key drug issues,
developed innovative training materials and programmes, and promoted collaboration. Since the original
drafting of the Strategy, various World Health Assembly resolutions have addressed related topics such
as access to essential drugs, quality assurance, drug safety, medicinal drug promotion, drug donations,
provison of independent drug information and consumer education and protection. WHO has also been
requested to report on the impact of the work of the World Trade Organization (WTO) with respect to
national drug policies and essential drugs and make recommendations for collaboration between WTO and
WHO.

In May 1998, the World Health Assembly considered a Resolution on the Revised Drug Strategy* which
led to extensive debate among members of the Assembly. It was agreed that an open-ended ad hoc
working group should be established to review the complex issues raised by the Resolution, particularly
in relation to the public health implications of trade agreements and access to essential drugs.

A summary of the presentations made by panelists at the meeting of the ad hoc Working Group on the
Revised Drug Strategy held from 13–16 October 1998 is set out below. The presentations represent the
policy and views of the World Intellectual Property Organization (WIPO),  the World Trade Organization
(WTO), the South Centre, Health Action International (HAI), the International Federation of Pharmaceutical
Manufacturers Associations (IFPMA), and the International Generic Pharmaceutical Alliance (IGPA).

* Resolution EB101.R24.

The World Intellectual
Property Organization

Mr Richard Wilder, Director-Advisor, Office of
Legal and Organization Affairs, World
Intellectual Property Organization, Geneva

The World Intellectual Property Organization
(WIPO) is an intergovernmental organization with
headquarters in Geneva, Switzerland. It is one of
the 16 specialized agencies of the United Nations
system. As of 21 September 1998, there are 171
States members of the Convention establishing
WIPO. Through cooperation among States, WIPO
is responsible for the promotion of protection of
intellectual property throughout the world and for

the administration of various multilateral treaties
dealing with the legal and administrative aspects of
intellectual property.  Its principal activities are the
progressive development of norms in intellectual
property, and the administration of certain treaties
for global protection of intellectual property, in
particular for patents, trademarks, industrial designs
and development cooperation.

One of the main tasks of WIPO is to cooperate with
developing countries in their efforts to develop
intellectual property. Its main objectives in this
regard are:

• To encourage and increase, in quantity and
importance, the creation of patentable inventions
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by nationals and national enterprises in develop-
ing countries in order to enhance their technologi-
cal self-reliance and competitiveness in interna-
tional markets.

• To improve the conditions of acquisition of foreign
patented technology, making these conditions
more favourable than they are today.

• To increase the competitiveness of developing
countries in international trade through better
protection and more effective use of trademarks
and service marks in such trade and in commerce.

• To facilitate access to technological information
contained in patent documents and disseminate
such information to users.

If these objectives are to be met, most developing
countries will need to do one or more of the follow-
ing: enact or modernize national legislation, streng-
then governmental institutions, accede to interna-
tional treaties, acquire more specialists in govern-
ment, industry and the legal profession, and acquire
better access to and make better use of industrial
property information including patent documents.
WIPO provides training and technical assistance to
developing countries in all of these areas and has
been doing so for many years. Recently, these
activities have been expanded to include matters
relating to implementation of the TRIPS Agreement.

Patent protection and procedures
for application and legal effect
In respect to patent protection, there are several
key points to be borne in mind in gauging the
economic impact of the patent system. These
points apply equally to patent protection for phar-
maceutical processes and products. Firstly, the
patent system encourages people to invent. Be-
cause they are granted exclusive rights to an inven-
tion, for a limited period of time, individuals or
commercial enterprises are more willing to invest in
the resources necessary to make and commercial-
ize the invention. The patent system also encour-
ages people to disclose inventions rather than
retain them as trade secrets.

An application for patent protection must be filed in
every country, or region, where protection is de-
sired. The decision to file or not is a business
decision based upon the cost of obtaining protec-
tion versus the value of that protection in a given
country. It is rare that a person or company will file
for patent protection in every country having a

patent system. Furthermore, many patent systems
require the payment of fees to keep both applica-
tions and granted patents in force.

A patent, to be valid, must meet certain conditions.
First, it must relate to subject matter that is not
excluded from patent protection. A diminishing
number of countries still exclude pharmaceutical
products from patent protection. WIPO advice is not
to exclude such subject matter. Furthermore, the
invention for which protection is sought must be
novel and involve an inventive step. That is, it must
not be an invention that is obvious to persons who
are skilled in that area of technology. The invention
must be useful or be applicable in some area of
industry. In addition, the patent application must
disclose the invention in such a way that persons
skilled in the relevant area of technology can also
make and use the invention.

Many offices require that a patent application, once
filed, be subject to search and examination to
determine if it meets the requirements for patent-
ability. A search involves looking for "prior art", i.e.
prior patent documents or other literature that may
be relevant to the invention. Following the search,
the invention is examined to compare it with the
prior art to determine if it meets the requirements
for patentability. If these conditions are met, the
patent is granted and will have effect for a limited
period of time — at least 20 years from the filing
date. There is no requirement that every patent
office should do such a search and examination
itself. For example, many offices rely on the work
that has already been done in respect of the same
invention by other offices. Moreover, some offices
grant protection without a search and examination
having been performed. It should be noted that
WIPO administers an assistance programme
whereby searches and examinations can be per-
formed for patent offices that do not have the
facilities to do so themselves.

The patentee has the right to prevent others from
using the invention without his permission. This is a
negative right. The grant of a patent does not give
the patentee a positive right to use the patented
invention. Thus, other laws, such as those for the
protection of the environment or human or animal
health may constrain the use to which the patentee
may put the invention. Such constraints include, for
example, the requirement in many countries to
obtain marketing approval for pharmaceutical
products from a health ministry. In respect of pre-
venting others from using the invention, the paten-
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tee is limited to the scope of the claim contained in
the patent. The claim is a formal part of the patent
which clearly indicates the scope of the patent. It is
the claim against which the patentability of an
invention is judged and against which infringement
by others of the patent is determined.

The exercise of the right to exclude others from
using a patented invention may be subject to limita-
tions in some countries, including the right of the
government to use the invention or by the grant of
compulsory licenses. Moreover, countries may put
in place legislation that specifies practices in the
licensing of patents that have an anti-competitive
effect.

A patent system, to function properly, should be
balanced. On the one hand, the patentee must be
granted effective protection for an invention to
induce further research and encourage the disclo-
sure of inventions to the public. On the other hand,
national law may take cognizance of the con-
straints, as noted above, that may be imposed on
the grant and exercise of the patent right.

Pharmaceutical patents
and the TRIPS Agreement

Mr A. Otten, Director, Intellectual Property and
Investment, World Trade Organization,
Geneva

The purpose of this note is to describe provisions of
the Agreement on Trade-Related Aspects of Intel-
lectual Property Rights (TRIPS Agreement) that
relate to the standards of patent protection to be
accorded to inventions in the area of pharmaceuti-
cals. To set this discussion in context, it is useful to
recall three basic features of the TRIPS Agreement:

1. The TRIPS Agreement, together with some 25
other legal texts, is an integral part of the Agree-
ment Establishing the World Trade Organization
(WTO) (and is therefore subject to the WTO dispute
settlement system).

2. It covers not only patents but all the other main
areas of intellectual property rights.

3. It lays down not only the minimum substantive
standards of protection that should be provided for
in each of these areas of intellectual property but
also the procedures and remedies that should be

available so that rights holders can enforce their
rights effectively.

What pharmaceutical inventions must be
patentable under the TRIPS Agreement?
The main rule relating to patentability is that patents
shall be available for any invention, whether a
product or process, in all fields of technology with-
out discrimination, where those inventions meet the
standard substantive criteria for patentability —
namely, novelty, inventive step and industrial
applicability. In addition, Members are required to
make grant of a patent dependent on adequate
disclosure of the invention and may require infor-
mation on the best mode for carrying it out. Dis-
closure is a key part of the social contract that the
grant of a patent constitutes, since it makes publicly
available important technical information which may
be of use to others in advancing technology in the
area, even during the patent term, and ensures
that, after expiry of the patent term, the invention
truly falls into the public domain because others
have the necessary information to carry it out.

Three types of exception to the above rule on
patentable subject-matter are allowed. These may
be of interest from a public health perspective.

• Inventions the prevention of whose commercial
exploitation is necessary to protect public order or
morality, including to protect animal or plant life or
health.

• Diagnostic, therapeutic and surgical methods for
the treatment of humans or animals.

• Certain plant and animal inventions.

What are the rights conferred by a patent
under the TRIPS Agreement?
The minimum rights that must be conferred by a
patent under the TRIPS  Agreement follow closely
those that were to be found in most patent laws,
namely the right for the patent owner to prevent
unauthorized persons from using the patented
process and from making, using, offering for sale,
or importing the patented product or a product
obtained directly by the patented process.

Term of protection
Under the TRIPS Agreement, the term of protection
must be at least 20 years from the date of filing the
patent application. It should be noted that, although
the issue of patent term extension to compensate

General Policy Issues
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for regulatory delays in the marketing of new phar-
maceutical products was raised in the negotiations,
the TRIPS Agreement does not contain an obliga-
tion to introduce such a system1.

Limitations/exceptions to these rights
Under the TRIPS Agreement, patent rights are not
absolute but can be subject to limitations or excep-
tions. These can be put into three categories.

• The Agreement allows limited exceptions to be
made by Members provided that such exceptions
do not unreasonably conflict with a normal exploi-
tation of the patent and do not unreasonably
prejudice the legitimate interests of the patent
owner, taking account of the legitimate interest of
third parties. Thus, for example, many countries
allow third parties to use a patented invention for
research purposes where the aim is to understand
more fully the invention as a basis for advancing
science and technology.

• The Agreement also allows Members to authorize
use by third parties (compulsory licences) or for
public non-commercial use (government use)
without the authorization of the patent owner.
Contrary to the desire of some countries in the
negotiations, the grounds on which this can be
done are not limited by the Agreement but the
Agreement contains a number of conditions that
have to be met in order to safeguard the legiti-
mate interests of the patent owner. There is not
space to discuss all of these here, but two of the
main such conditions are that, as a general rule,
an effort must first have been made to obtain a
voluntary licence on reasonable commercial terms
and conditions and that the remuneration paid to
the rights holder shall be adequate in the circum-
stances of each case, taking into account the
economic value of the licence.

• The Agreement recognizes the right of Members
to take measures, consistent with its provisions,
against anti-competitive practices and provides
more flexible conditions for the grant of compul-

sory licences where a practice has been deter-
mined after due process of law to be anti-competi-
tive. For example, each of the conditions specifi-
cally referred to above for the grant of compulsory
licences may be relaxed in these circumstances.
The Agreement also provides for consultation and
cooperation between Members in taking action
against anti-competitive practices.

Transition provisions
The TRIPS Agreement lays down some rather
complicated transition provisions which give coun-
tries time to adapt their legislation and practices to
their TRIPS obligations. These periods differ ac-
cording to the type of obligation in question and the
stage of development of the country concerned.
Here we will limit the discussion to those transition
provisions which relate to the application of the
obligations on substantive standards for the protec-
tion of pharmaceutical inventions. For these pur-
poses, the obligations should be divided into two
categories:

(i) The obligations relating to the introduction of
product patent protection for pharmaceutical
products in those developing and least devel-
oped countries which do not yet grant it. Since
most developing and least developed country
Members of the WTO already provide for prod-
uct patent protection for pharmaceuticals, a
relatively small number of countries are con-
cerned. 2

(ii) Obligations regarding process patents for this
group of countries and all patent protection
obligations for other developing and least devel-
oped countries.

With respect to the second category above, the
basic rule is that developing and least developed
countries have until 1 January 2000 and 1 January
2006 respectively to meet the obligations in ques-
tion. At that time, the rules of the TRIPS Agreement
will apply not only to new patent applications but to
patents still under protection in their territories.

2. Thirteen WTO Members (Argentina, Brazil, Cuba,
Egypt, India, Kuwait, Morocco, Pakistan, Paraguay,
Tunisia, Turkey, United Arab Emirates and Uruguay)
have notified "mailbox "systems to the TRIPS Council,
thus indicating that they do not yet grant patent protection
to pharmaceutical products. (It cannot be excluded that
there are a few other WTO Members who should have
notified this but have not done so).

General Policy Issues

1. The effective period of patent protection for inventions
of new chemical entities is much less than the full 20
years, because a large part of that period will have
expired before marketing approval is obtained from the
public health regulatory bodies. For this reason, most of
the major developed countries have introduced systems
whereby a prolonged period of protection can be obtained
to compensate, at least in part, for this loss of the
effective period of protection.
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With respect to the first category of situations
referred to above, the developing countries in
question have until 1 January 2005 to apply product
patent protection to pharmaceutical products and
the least developed countries until 1 January 2006.
Notwithstanding proposals to the contrary, the
TRIPS Agreement does not require the bringing
under protection of pharmaceutical inventions that
were in the "pipeline" in these countries on 1 Janu-
ary 1995 — the time of entry into force of the
WTO.3  However, with effect from the entry into
force of the WTO (1 January 1995), these countries
have been under an obligation to provide a system
whereby applications for patents for pharmaceutical
product inventions can be filed (often referred to as
the "mailbox" system). These applications do not
have to be examined until after 1 January 2005 (or
1 January 2006 in the case of least developed
countries). If found to be patentable by reference to
their filing (or priority) date, a patent would have to
be granted for the remainder of the patent term
counted from the date of filing. In the event that a
pharmaceutical product that is the subject of a
"mailbox" application obtains marketing approval
prior to the decision on the grant of a patent, an
exclusive marketing right of up to five years will
have to be granted provided that certain conditions
are met.

Concluding remarks
It will be noted that most developing and least
developed countries already grant patent protection
for pharmaceutical products. In these countries, the
TRIPS Agreement will therefore not lead to funda-
mental changes in this regard, although a certain
amount of adjustment in legislation, for example in
respect of patent term and compulsory licensing,
may be necessary. With respect to the fairly limited
number of countries that did not provide patent
protection for pharmaceutical products at the time
of entry into force of the WTO Agreement, some,
including Brazil and Argentina, have decided to
bring such protection into effect more quickly than
is required under the TRIPS Agreement.

It will also be noted that the TRIPS Agreement pays
considerable attention to the need to find an appro-
priate balance between the interests of rights
holders and users and that this was an important
theme in the negotiations. This is not only reflected

in the basic underlying balance related to disclosure
and providing an incentive for research and devel-
opment (R & D), but also in the limitations and
exceptions to rights that are permitted in the transi-
tion provisions.

It should also be appreciated that the protection of
pharmaceutical inventions is one aspect of a much
wider agreement, covering not only the protection
of intellectual property in general in a coherent and
non-discriminatory way, but also further liberaliza-
tion and strengthening of the multilateral trading
system as a whole. While it is true that some coun-
tries put particular emphasis on TRIPS matters in
the Uruguay Round negotiations, it is also true that
other countries attached great importance to other
areas, for example textiles and agriculture.

It is our belief, and a belief shared by all WTO
Members, that a strong and vibrant multilateral
trading system is essential for creating conditions of
economic growth and development worldwide. This,
in turn, will generate the resources required to
address health care needs.

WTO Agreement on
Technical Barriers to Trade

Doaa Abdel Motaal
World Trade Organization, Geneva

The World Trade Organization's Agreement on
Technical Barriers to Trade (TBT) entered into force
in 1995, with the establishment of the WTO. It was
developed in response to the proliferation of non-
tariff barriers to trade and focuses on product
technical requirements.

The TBT Agreement acknowledges the right of
WTO Members to develop technical requirements
as long as these do not create unnecessary obsta-
cles to international trade. It lays out a number of
principles which technical requirements must
respect, including the principles of nondiscrimina-
tion, harmonization, equivalence, mutual recogni-
tion and transparency. It also delineates a number
of legitimate objectives for which mandatory techni-
cal requirements may be developed. The scope of
the Agreement extends to central and local govern-
mental as well as nongovernmental standardization
bodies.

Coverage and definitions
The TBT Agreement divides technical requirements
into either technical regulations or standards.

General Policy Issues

3 The pipeline refers to the backlog of inventions of new
pharmaceutical products that were no longer patentable on
that date, because disclosed, but not yet on the market
because they are awaiting marketing approval.
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According to the Agreement a technical regulation
is a "document which lays down product character-
istics or their related processes and production
methods, including the applicable administrative
provisions with which compliance is mandatory. It
may also include or deal exclusively with terminol-
ogy, symbols, packaging, marking or labelling
requirements as they apply to a product, process or
production methods."

A standard is defined as a "document approved by
a recognized body, that provides for common and
repeated use, rules, guidelines or characteristics of
products or related processes and production
methods, with which compliance is mandatory. It
may also include or deal exclusively with terminol-
ogy, symbols, packaging, marking or labelling
requirements as they apply to a product, process or
production method."

Compliance with technical regulations is manda-
tory, while compliance with standards is voluntary.
While technical regulations are addressed through
the main body of the Agreement, standards are
addressed separately through a Code of Good
Practice contained in an annex to the Agreement.
Many of the principles applied by the Agreement to
technical regulations apply to standards through the
code.  The code is open to acceptance by central,
local and nongovernmental  (whether national or
regional) standardization bodies. The Agreement
also covers conformity assessment procedures,
which it defines as "any procedure used, directly or
indirectly, to determine if relevant requirements in
technical regulations or standards are fulfilled".

Legitimate objectives
Under the Agreement, technical regulations may
only be developed for one or more of the objectives
considered legitimate by the Agreement. Legitimate
objectives include inter alia, national security re-
quirements, the prevention of deceptive practices,
or protection of human health or safety, animal or
plant life or health, or the environment. The risks
associated with legitimate objectives are assessed
against a number of factors, including, inter alia,
available scientific and technical information, re-
lated processing technology or intended end-users
of products.

Nondiscrimination
The principle of nondiscrimination constitutes the
backbone of the international trading system. In
general, it is a principle which outlaws discrimina-
tion among the products of WTO Members, and

between imported and locally produced products. In
accordance with GATT Article I — the most-
favoured nation "MFN" clause — WTO Members
are bound to grant to the products of other Mem-
bers treatment which is no less favourable than that
accorded to the products of any other country.
Thus, no country is to give special trading advan-
tage to another, or to discriminate against it. Ac-
cording to GATT Article III — the national treatment
NT clause — Members must treat imported prod-
ucts no less favourably than domestically produced
products. The TBT Agreement embraces the GATT
principle of nondiscrimination. It states that techni-
cal regulations, standards and conformity assess-
ment procedures must be prepared, adopted and
applied without discrimination.

Avoidance of unnecessary obstacles to
international trade
The avoidance of unnecessary obstacles to interna-
tional trade is the principal objective of the TBT
Agreement. The Agreement states that technical
regulations, standards and conformity assessment
procedures must not be prepared, adopted or
applied with a view to or with the effect of creating
unnecessary obstacles to trade. Technical regula-
tions and conformity assessment procedures must
not be more trade-restrictive than necessary to fulfil
a legitimate objective, taking into account the risks
that non-fulfilment or non-conformity would create.

Harmonization
The TBT Agreement encourages WTO Members to
base their technical regulations, standards, and
conformity assessment procedures on international
standards, guides and recommendations when
these exist, and when they are deemed to be
appropriate and effective. The call for harmoniza-
tion is designed to avoid the emergence of undue
layers of technical requirements and assessment
procedures, and to encourage the use of those
adopted by the international community. To com-
plement this requirement, the Agreement calls upon
Members to participate in the work of international
standardizing and conformity assessment bodies.
However, it recognizes that there may be instances
in which Members would need to derogate from this
obligation and, for certain specific instances, allows
them to do so.

Equivalence and mutual recognition
The TBT Agreement calls upon Members to recog-
nize other Members' technical regulations as equi-
valent to their own, even when they differ, provided

General Policy Issues
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they are satisfied that they adequately fulfil their
objectives. As international harmonization is a time-
consuming process, and is sometimes difficult to
achieve, the Agreement encourages Members to
accept each other's regulations as equivalent to
their own until full-fledged international harmoniza-
tion becomes possible. The Agreement also en-
courages Members to mutually recognize the
results of each other's conformity assessment
procedures.

Transparency
Transparency is a central feature of the TBT Agree-
ment, and is achieved through notification obliga-
tions, the establishment of enquiry points, and the
creation of the WTO TBT Committee. Notification
means the circulation of information by a WTO
Member to other Members on matters relating to
the Agreement. Notification obligations include
notifying the measures taken to implement the
provisions of the TBT Agreement nationally, such
as how its provisions have been incorporated into
domestic legislation, notifying draft technical regula-
tions, conformity assessment procedures and
standards, and providing other Members with
sufficient time to comment on them — with the
obligation of taking these comments into account.
Draft technical regulations and conformity assess-
ment procedures only have to be notified when an
international standard, guide or recommendation
does not exist, of they are not in accordance with
existing ones, or if they may have a significant
effect on the trade of other WTO Members. This
includes notifying entry into any bilateral or multilat-
eral agreements regarding technical regulations,
standards or conformity assessment procedures.

The TBT Agreement stipulates that each WTO
Member must establish an enquiry point that can
respond to questions on technical regulations,
standards and conformity assessment procedures,
whether proposed or adopted, and supply relevant
documents. The Agreement has also established a
TBT Committee in the WTO which is a standing
body that acts as a forum for consultations on all
issues pertaining to the Agreement. Participation in
the Committee is open to all WTO Members.

Developing countries
Under the TBT Agreement, special and differential
treatment for developing countries is authorized,
and developed countries are encouraged to provide
developing countries with technical assistance on
all matters pertaining to the Agreement.

South Centre

Mr Carlos M. Correa, University of Buenos
Aires, Argentina

The TRIPS Agreement contains a number of provi-
sions that are likely to affect access to medicines in
developing countries. This is particularly the case in
countries under the obligation to introduce patent
protection for pharmaceuticals.  However, the
effects may also be felt in countries that already
offer patent protection.

The TRIPS Agreement includes several provisions
that are bound to strengthen the protection con-
ferred on pharmaceutical products and processes,
such as the provisions relating to the duration of
patent protection (minimum 20 years from the
application date); extension of the protection to the
products directly obtained by a protected process;
reversal of the burden of proof in the case of civil
procedures relating to process patents; and protec-
tion of confidential data submitted in applications for
the approval of pharmaceuticals.

However, the TRIPS Agreement does not constitute
a uniform law and WTO Members have some
flexibility in their implementation of the provisions at
national level. In particular, Article 8  makes a
specific reference to the protection of public health
as one of the elements to be considered when
formulating or amending national laws. In addition,
Article 27 contains two health-related possible
exceptions to patentability : "Members may exclude
from patentability inventions, the prevention within
their territory of the commercial exploitation of
which is necessary to protect ... health". This may
also exclude diagnostic, therapeutic and surgical
methods for the treatment of humans.

Likewise, under Article 30, Member countries may
provide several exceptions (such as the so-called
Bolar exception), and under Article 31 may estab-
lish compulsory licences, for example, based on
health-related grounds. Under Article 6, parallel
imports may also be admitted on the basis of the
principle of exhaustion of rights.

The possible effects of the changes in pharmaceuti-
cal patent protection in the health sector may be
seen from different perspectives. The likely impact
of the new rules on the prices of medicines has
been addressed by a number of studies, under-
taken before and after the adoption of the TRIPS
Agreement.

General Policy Issues
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For instance, in the pre-TRIPS period, Nogués (a
World Bank economist) estimated consumer
misallocation in developing countries and found that
the introduction of pharmaceutical patents would
entail significant welfare losses for consumers and
income gains for patent owners.

After the adoption of the TRIPS Agreement,
Subramanian, an International Monetary Fund
economist, examined the likely impact of introduc-
ing pharmaceutical product patents in small and
large countries, in cases where either a perfectly
competitive market or a Nash-Cournot duopolistic
market becomes a monopoly under patents. The
same author later applied this model to the particu-
lar case of Asian countries, such as India, Indone-
sia, Pakistan, the Philippines and Thailand. He
investigated annual price, welfare and profit effects
for these countries consequent upon the TRIPS
Agreement. Welfare and price effects were found to
be negative for these countries, though given the
transitional periods provided for by the Agreement
and the extensive time required for the approval of
new medicines, the effects would not be felt imme-
diately. The same methodology, when applied to
Argentina, also indicated a significant price in-
crease of 71% and a fall in consumption of 50%
when monopoly follows a competitive situation, and
16% and –25% respectively in the duopolistic-
monopoly scenario.

There are several methodological problems in
estimating the likely impact of changes in patent
law on pharmaceuticals as a result of the imple-
mentation of the TRIPS Agreement since — among
other reasons — there are important differences
from country to country in respect to patent laws,
the characteristics of the local pharmaceutical
industry, income levels and patterns of consump-
tion. In addition, it is difficult to estimate the market
share that would be covered by patented products,
and estimates on price increases and welfare
effects require assumptions on price elasticity for
which only scant evidence is available.

Although the results of the various studies under-
taken on possible price increases for medicines
vary significantly, there is no doubt that patents
lead to prices higher than those prevailing without
protection. The generation of monopolistic rents is,
in fact, the very purpose and essence of the patent
system. Hence, while introducing or strengthening
patent protection, in conformity with the TRIPS
Agreement, its possible social effects, particularly
on a low-income population, should be explicitly
and carefully considered.

Finally, from a public policy perspective, the possi-
ble effects of changes in patent protection on other
aspects, such as local innovation, foreign direct
investment and transfer of technology, should also
be assessed. So far, the available evidence indi-
cates that, in general, a reinforced and expanded
protection is not likely to increase the local rate of
pharmaceutical research and development or the
flow of technology and investments to developing
countries.

Following the adoption of the TRIPS Agreement,
the likely impact of introducing pharmaceutical
product patents into small and large countries was
examined by a World Bank economist. Welfare and
price effects were found to be negative in a market
introducing patent monopoly — such as India,
Indonesia, Pakistan, the Philippines or Thailand —
although the effects would not be felt immediately.
Of course, estimating the likely impact of changes
is methodologically problematic since there are
important differences from country to country and it
is difficult to estimate the market share that would
be covered by patented products.  However, there
is no doubt that patents lead to prices higher than
those prevailing when patent protection is not
enforced.

Health Action International

Dr Zafar Mirza, Association for Rational Use of
Medicines in Pakistan, Islamabad

Health Action International (HAI) believes that
global trade liberalization can and does have a
negative impact on public health, especially in
developing countries. Globalization is promoted and
protected by a range of international trade agree-
ments, most notably the Uruguay Round of the
General Agreement on Tariffs and Trade (GATT)
being implemented within the World Trade Organi-
zation (WTO).  Most, if not all, countries are ex-
pected to join the WTO in the coming years. The
adoption of the TRIPS Agreement has significant
implications for pharmaceuticals.

Certainly, the commercial interests of pharmaceuti-
cal corporations can complement public health
goals. But just as importantly, they can conflict. HAI
believes that national governments must maintain
the ability to regulate trade in the public interest.
HAI also believes that WHO has an important role
in assisting countries to comply with trade agree-
ments, while protecting public health, and in provid-
ing health expertise to the WTO, particularly in the
settlement of trade disputes.

General Policy Issues
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HAI's public health principles concerning intellectual
property protection (IPP) are as follows:

• IPP is granted for developing a product or process
to provide incentives to make that product or
process available to the public.

• A patent is not an absolute right or an end in itself;
public health is an end in itself.

• IPP for pharmaceuticals should always promote
and be consistent with public health goals.

• Public health goals and commercial interests of
companies sometimes coincide and sometimes
diverge. They are not identical. When they con-
flict, government should always have the ability to
choose public health as a legitimate reason for
limiting or conditioning commercial interests and
rights.

Patents lead to higher drug
prices and restrictiveness
Patent protection increases the likelihood that
prices for a patented product will be higher, espe-
cially if competition is limited. Price data also sug-
gest that pharmaceutical corporations often set
prices according to what the market can bear, not in
order to recuperate development costs with reason-
able profits. Finally, pricing data clearly show that
prices of a patented drug drop quickly and dramati-
cally (30%) when the patent expires and a generic
equivalent comes onto the market. Moreover, price
is an important determinant of access to necessary
drugs. Whenever patents allow companies to price
any drug out of the reach of those who need it,
public health suffers.

Trade agreements do not promote research
and development on diseases prevalent in
developing countries
One of the main arguments for strong patents is
that they are necessary for research and develop-
ment. However, 75% of the world's population in
developing countries consume only 14% of the
world's drug supply. Free trade policies and trade
agreements are not addressing the obvious market
failure to develop and make available affordable
drugs for diseases most prevalent in poorer re-
gions, such as tuberculosis, malaria and HIV/AIDS.

Trade agreements dismantle local
pharmaceutical industry and limit
transfer of technology
The majority of developing countries have a rela-
tively weak pharmaceutical industrial base. After

providing national treatment (NT) to the pharma-
ceutical transnational companies, it is doubtful that
there will be fair competition between local and
foreign companies. Furthermore, there is no evi-
dence to date documenting a positive impact of the
TRIPS Agreement concerning the transfer of tech-
nology and foreign direct investment in developing
countries in the pharmaceutical area.

Trade agreements reinforce justifications
for commercial secrecy to the detriment of
transparency and drug regulation
The positive connection between the rational use of
drugs and public health is clear, as is the connec-
tion between access to adequate drug information
and rational drug use. Therefore, it is disturbing to
note that TRIPS has been used recently to argue
that access to the full clinical trial data would
breach the intellectual property rights of an appli-
cant for a marketing licence in Europe.

Strategies for complying with trade
agreements while protecting public health
In debates on trade and public health, it is very
important not to lose sight of the realities that (i)
countries do have alternatives on how they choose
to comply with agreements and (ii) they have the
right to pursue them in their best interests, which
may conflict with the interests of other countries or
corporations without being illegal under WTO, and
(iii) WHO has a mandate to provide Member States
with technical assistance, information and advice
on how best to protect and promote health for all,
which includes addressing the public health implica-
tions of trade policies, legislation, regulations and
agreements.

Furthermore, the WTO is only three years old.
Countries are still in the process of joining, includ-
ing many developing countries. Countries should
have impartial technical advice about deciding on
compliance with TRIPS. The number of disputes
involving public health issues is still limited. In such
cases, the WTO needs to have impartial advice
from public health experts.

Recommendations at national level
Develop an effective national drug policy and
promote the adoption of an essential drugs list
A noteworthy study of international drug pricing
done in the 1980s showed that the presence of
successful national drug policies was a major factor
in lowering drug prices. Furthermore, countries that
adopt essential drugs lists will have a mechanism
for determining what drugs are needed according to
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the disease patterns in their own countries and can
base approvals or government procurement on
need, efficacy and price.

Use compulsory licences
to achieve public health goals
Under TRIPS, Member Countries have the right to
issue compulsory licences on patents based on
various public health grounds, such as making
essential drugs available at lower cost, subject to
several safeguards and limitations.

Permit parallel imports of pharmaceuticals
Global free trade should include the right to shop
globally for the best prices. Parallel imports are
particularly important for smaller economies that
suffer from inadequate competition. Where allowed,
parallel imports have been shown to be effective in
lowering drug prices. A study of the price of anti-
HIV drugs in the United Kingdom showed that
parallel imports offer an average saving of 41%
from the list price and 30% savings over the best
contract price.

Ensure that trademark protection does not
interfere with public health policies
Protection of trademark rights should not interfere
with sound public health policies to promote the
greater use of generic drugs or to regulate market-
ing. It should be clear that countries can require
generic drug substitution, substitution by generic
name or the printing of the generic name on the
packaging of the product.

Promote the production
and use of generic drugs
Bioequivalence testing, allowed close to the expira-
tion of a patented drug does not violate a patent.
Preventing testing until the end of the patent has
the same effect as granting an extension on the
patent by forcing a delay in the introduction of a
generic, which means extended higher prices for
consumers.

Promote access to drug information
IPP in national legislation or through international
trade agreements should not be used to unjustifi-
ably maintain corporate control over drug informa-
tion. Specifically, access to clinical trial data is
necessary for the public and health care profession-
als to make rational decisions on drugs.

Focus on alternatives that promote research
and development for drugs needed locally
Patents are not the only means for promoting
research and development nor do they ensure that
needed drugs are brought to market. Trade agree-

ments must be negotiated and interpreted in ways
that will permit the adequate redress of that market
failure.

Recommendations for WHO
Promote WHO input into understanding TRIPS
and other trade agreements
WHO, as a UN Agency, is well placed to be an
honest broker in offering guidance, information and
advice to Member States on how to best protect
public health while implementing trade agreements.
For example, WHO has produced a clear and
informative document entitled Globalization and
Access to Drugs: Implications of the WHO/TRIPS
Agreement (WHO/DAP/98.9)*, which gives useful
guidance for implementing WTO obligations. The
document should be made widely available.

Secure a role in providing
expertise in WTO trade disputes
WTO panels are comprised of trade experts that
can and should benefit from WHO opinion on
issues of public health. A few years ago, the United
States challenged Thailand's import restrictions
and strict tobacco advertising ban. In weighing its
decision, the WTO relied heavily on submissions
from WHO and on World Health Assembly resolu-
tions.

Public health first
National governments have a vital role to play in
ensuring the protection and promotion of public
health. Although trade agreements limit how they
can regulate trade, governments retain a range of
alternatives they can pursue to maximize public
health goals in a globalized economy. WHO is well
placed to advise Member States in these matters.
Likewise, WHO is well placed to provide expertise
to the WTO, particularly in the settlement of dis-
putes involving health issues.

International Federation of
Pharmaceutical Manufacturers
Associations

Dr Harvey Bale, Director-General,
International Federation of Pharmaceutical
Manufacturers Associations (IFPMA),
Geneva, Switzerland

The International Federation of Pharmaceutical
Manufacturers Association (IFPMA) represents
over 55 national industry associations from both

* Ed. note:  See footnote page 221.
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developed and developing countries. Member
companies of the IFPMA are major global research-
based pharmaceutical companies and companies
producing a large volume of both generic and non-
prescription drugs. We appreciate the efforts of this
working group and the dedication of WHO and its
staff to evidence-based decision-making. This is the
first time that a meeting has taken place which
involves WHO Member States, experts and inter-
ested parties in a discussion on the health aspects
of trade issues. We trust that our discussions will
have value not only in consideration of the subject
of the debate, but also in establishing a basis for
future dialogue on the evolving link between public
health policy and international cooperation on trade
and related matters.

One of the most profound effects of globalization as
far as pharmaceuticals are concerned is that more
research will be carried out on a global basis than is
the case today. This is a result of international
agreements, including TRIPS. Ironically, while the
threat and burden of many diseases have been
global, pharmaceutical research efforts have, until
now, been concentrated in relatively few countries.
In the future, TRIPS rules can be expected to
spread the burden of research more globally and
involve local companies and countries which have
thus far not been part of the process to discover
new treatments, cures and preventive vaccines.
International companies can be expected to in-
crease investment and partnership with local com-
panies where this has not been possible until now
due to the lack of patent protection and prevalence
of counterfeiting.

The majority of new medicines are discovered and
developed by the research industry. This means
that industry takes the risk of carrying out multi-year
tests on dose-finding, proper indications and safety
profile of new chemical and biological compounds,
and designing quality assurance systems for the
manufacture of the product. All of this takes place
before the medicine is either approved or rejected
by regulatory authorities. The failure rate is high:
only one medicine receives marketing approval out
of thousands of compounds screened for therapeu-
tic benefit.  Only one in five entering clinical trials is
approved for patient use. Given this situation, and
the fact that it takes, on average, ten years from
discovery of a compound to delivery to patients, the
drug research and de-velopment process is not
only risky but expensive. In developed countries,
the average cost of a new drug today is in the
neighbourhood of $500 million. Only a minority of

new drugs are profitable, and it is impossible to
know whether a given compound will be successful.

Because many drugs are relatively inexpensive to
copy, and counterfeiting is even cheaper, it is
important that strong intellectual property rights
apply to pharmaceuticals and vaccines in both
developed and developing countries. The TRIPS
Agreement goes far to assure that new medicines
will be forthcoming to patients in both developed
and developing countries. Patient access to effec-
tive therapies is lacking today in countless disease
categories, and new diseases are constantly ap-
pearing — twenty or so have been documented
over the past two decades. Meanwhile, resistance
to drugs for older diseases, such as malaria and
tuberculosis, is rising. Stronger worldwide patent,
trademark and trade secret protection promises to
increase access to new therapies which will ad-
dress the incurable diseases of today.

Stronger intellectual property protection applied to
the products of pharmaceutical research should,
when applied with vigour at the national level,
increase research efforts by local companies which
have thus far been engaged in copying drugs.
There is evidence of this happening where laws
have changed or are anticipated. Further, with
patents protected, global companies will have more
incentives to do research in diseases prevalent in
developing countries and to license technology.
This is not feasible where new compounds are
copied or where counterfeiting prevails. Also,
stronger worldwide patent protection will increase
the already strong competitive pressures on com-
panies. Patents do not create 20-year "monopo-
lies". Instead, companies face old and new com-
petition in therapeutic categories and have far less
than 20 years to exploit their patents.

Beyond these factors, individual companies with
new research capabilities, and which have been
founded on the patent system, often enter into
discussion with WHO and governments to provide
donations and other collaborative programmes to
assist specialized problems such as the recent
initiatives with UNAIDS, or with onchocerciasis,
filariasis and trachoma. Objectively, companies with
an inclination for these kinds of programmes would
have much less incentive to dedicate their re-
sources to such programmes if medicines are
internationally diverted through parallel trade —
which is a windfall benefit for traders, but a hidden
tax on poor countries as well as a regulatory night-
mare which can lead to the introduction of sub-
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standard and counterfeit medicines into the drug
chain. Common sense dictates that a company will
not want to offer a major concession to a country
that wishes cheaper drugs, if those drugs are going
to be diverted to wealthier countries through parallel
trade. Parallel trade is inconsistent with public
health.

What effect will new international agreements have
on local companies and on prices of pharmaceuti-
cals? No generalization can ever apply to every
situation but it can be stated that potential concerns
here are often not matched by reality. In addition to
the benefits that can be expected from increased
research at local level, evidence and the experi-
ence of developing countries which have adopted
stronger patent protection over the past decade
indicate that local industry is not made redundant. A
strong local or international generic company needs
good manufacturing quality assurance programmes
and the flow of new products coming from strong
patent protection. Local industry needs to worry
more about good manufacturing practices  than
patent protection, because patient safety and global
competition dictate higher standards.

Regarding price effect of patent changes, there is
empirical evidence that this is very low for a number
of reasons. These relate to the lack of retroactive
application of patents, therapeutic competition from
patented and off-patent drugs, the low proportion of
patented products on the WHO Model List of Es-
sential Drugs and in consumption patterns. Access
to medicines is, however, greatly restricted in many
countries by the poor level of public expenditure on
health care and the lack of adequate infrastructure.

In conclusion, there is much misunderstanding.
However, we hope that dialogue with experts and
interested parties will continue over the coming
years. Without decisions based on dialogue, both
industry's ability to service public health and public
health itself, could suffer.

International Generic
Pharmaceutical Alliance

Mr G. Perry, Director, European Generic
Medicines Association, Brussels, Belgium

The International Generic Pharmaceutical Alliance
(IGPA) was established in 1997 and represents
generic industry associations from Europe, the
United States and Canada. The Organization is
also considering granting observer status to local

associations and companies from Africa, Asia and
Latin America.

IGPA's principal objective is to promote affordable
quality pharmaceutical care for all consumers. More
specifically it:

• Supports the development of the international and
regional policies which seek to ensure access to
medicinal care for all consumers.

• Promotes balanced and generic-friendly intellec-
tual property laws in the pharmaceutical sector
that ensure timely access to the market for
generic products.

• Encourages the scientific development and pro-
fessional awareness and general knowledge of
generic medicines.

• Promotes the global harmonization of regulations
related to generic products.

• Provides guidance to international organizations
and national governments in improving regulatory
and legal expertise relating to the regulation and
marketing of generic products.

• Promotes uniform and effective GMP standards
and quality control for generic pharmaceuticals
and APIs.

• Seeks strict and effective control to prevent the
production and trade of counterfeit versions of
original and generic products.

• Supports the development of competition in the
pharmaceutical sector.

IGPA believes that all pharmaceutical and health
legislation worldwide should have the protection of
public health as its primary aim. However, this does
not mean that this is the only aim of a global phar-
maceutical policy. Encouraging innovation, ensur-
ing affordability and access to medicines, and
reducing barriers to trade in pharmaceuticals are
also aims that need to be promoted to ensure
effective care for patients. In order to promote these
aims, there needs to be a balanced approach,
which takes into account various, and often conflict-
ing, interests. The need for a balanced approach is
particularly important in the area of intellectual
property of pharmaceuticals.

Intellectual property rights clearly contribute to the
development of new pharmaceutical products. The
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TRIPS Agreement will enable innovators of phar-
maceuticals to benefit from substantial improve-
ments in protection. The increased financial stability
and rewards should lead to new revenues for new
innovations in the future.

However, one of the basic principles of intellectual
property protection is that patents are limited in
nature and that the invention, after a period of
market protection, is placed in the public domain. In
the pharmaceutical sector, the end of patent protec-
tion leads to the development and marketing of
generic or multi-source versions of the original
brand. This is important for (i) ensuring lower-priced
medicines, (ii) encouraging competition in the
pharmaceutical sector, and (iii) providing room in
national or personal budgets to pay for more expen-
sive new products.

Even in advanced countries, generic medicines can
account for up to 40–60% of the pharmaceutical
market in volume. In the case of developing coun-
tries, the creation of an off-patent market also
opens opportunities for the development of local
pharmaceutical industries that can help reduce
economic dependence on advanced countries.

To date, however, most of the discussion on TRIPS
has focused on how the provisions must be imple-
mented to support intellectual property rights. There
has been little guidance concerning the agreed
limitations of TRIPS. Similarly, there has been little
emphasis given to the balance of interests and the
rights of third parties which the TRIPS agreement is
expected to embrace.

The development of generic medicines is one of the
important balances to be ensured in any analysis of
pharmaceutical intellectual property policy. Two
major instruments exist within TRIPS to promote
this: (i) a system of compulsory licences, and (ii) a
system that permits development and registration of
generic products in advance of patent expiry so as
to enable the products to enter the market  immedi-
ately after the end of patent expiry. Within the
TRIPS Agreement, provision is made for these
policies. For example, Article 30 provides for the
advance development and registration of generic
medicines. Legislation in Australia, Canada, Hun-
gary, Israel and the United States of America
provides for these activities. The situation in the
European Union is currently under discussion.

There is clearly a need for greater guidance and
discussion on the limitations of TRIPS. The WHO
initiative in this area is therefore welcome. The
document entitled Globalization and Access to
Drugs: Implications of the WHO/TRIPS Agreement
(WHO/DAP/98.9)* is an example of how WHO can
assist its Member States. In particular, the docu-
ment highlights the importance of Article 30.

* Ed. note: Globalization and Access to Drugs – Implica-
tions of the WHO/TRIPS Agreement",  is classified as a
technical document in the general distribution category. It
is not a formal publication of WHO.

In the light of views expressed subsequent to the
document being issued, it has been decided to revise and
re-issue it. The target release date is December 1998,
subject to final review being completed, and will be
available from the Action Programme on Essential Drugs,
World Health Organization, 1211 Geneva 27, Switzerland.
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