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Introduction

In order to examine and analyse drug pricing, affordability and accessibility of
essential drugs in developing countries, it will be helpful to examine the
economic and demographic profile of these countries. The following information
from 110 developing countries have been compiled from UN documentst:

Ten percent or 11 countries have population less than 100,000 each.

Twenty-four countries have less than one million each; 65 countries have
less than 10 million each.

Twenty countries have an annual GDP of less than $500 million each; 28
less than one billion; 57 less than $5 billion; 75 countries have less than
$10 billion each.

Thirty-five percent or 39 countries have a per capita GNP of less than
US$400. The world bank poverty line is per capita GNP of $365.

The per capita external debt in some developing countries are higher than
the per capita GNP.

The per capita GNP in developing countries is not a realistic measure of the
purchasing power of the population. The income distribution is highly
skewed. There are people living in sub-saharan Africa on less than three
cents a day. In Brazil with a per capita GNP of 4,720, over 16 million people

' a UNDP Human Development Report 1999, and

b. World Development Report: Knowledge for Development, World Bank

1998799



are living on a dollar a day (Table 1). Appropriate public policies are the
only way by which these people can have access to essential drugs.



Table 1: Per capita GNP in 10 low and middle income countries and the

per capita GNP of population sub-groups in each

Population
Sub-groups Country, the national per capita GNP [in parenthesis] and
expressed as per capita GNP of population sub-groups
percentages of - in US dollars
the total
population
Sierra- Guinea- Nigeria | Banglade Kenya
Leone Bissau [260] sh [330]
[200] [240] [270]
Lowest 10% 10 12 34 111 40
Next 10% 12 38 70 143 73
Second 20% 20 78 116 182 111
Third 20% 98 144 187 232 177
Fourth  20% 237 247 304 297 281
Next 10% 396 396 468 383 475
Top 10% 872 1,017 816 640 1,574
India Lesotho China | Guatemal Brazil
[390] [670] [860] a [4720]
[1500]
Lowest 10% 160 60 189 90 377
Next 10% 199 127 284 225 802
Second 20% 254 218 481 435 1,345
Third 20% 327 375 641 788 2,336
Fourth 20% 423 650 959 1,395 4,172
Next 10% 558 1,119 1,427 2,460 7,694
Top 10% 975 2,909 2,657 6,990 22,609

Source: World Development Report: Knowledge for Development, World Bank
1998799

It has been estimated that over two billion people in developing countries have
no access to drugs. They lack access because the prices are high and their
purchasing power is low. And ironically the retail prices of several essential
drugs are higher in poor developing countries than in affluent developed
countries.2

2 i) K.Bala, Oscar Lauza & ShilaR Kaur, “Retail drug prices: Law of the jungle” in HAI News No. 100
ii) K.Bala& Kiran Sagoo “Patents & Prices” in HAI News No. 112, April/May 2000

iii) McNeil D.G. “As Devastating Epidemics Increase Nations Take on Drug Companies’, New Y ork
Times July 9, 2000

iv) WHO background document to the WHO/WTO secretariat workshop on Differential Pricing and
Financing of Health Services




Consumers welcome initiatives by few drug companies, international agencies
and a few developing countries to negotiate discounts on treatments for very
visible calamities such as HIV/AIDS, malaria and tuberculosis. But the
problem of lack of access to the two billion people who have no access to
essential drugs cannot be solved by negotiating discounts country by
country, company by company and drug by drug. And negotiations take
place in total darkness since the real costs of production of drugs are not
known to the negotiators. All pricing information is kept in confidence by the
manufacturers. These are not therefore fair negotiations.

What consumers want is a long term sustainable solution to improve
affordability and accessibility to all essential drugs required to meet the
essential needs of the people. The long term solution is promoting
competitive generic production of all drugs.

How can generic manufacture be promoted?

To answer this question we need data on worldwide pharmaceutical research
and development (R&D), innovation and production. Examination and critical
analysis of this data is very important in exploring options to arrive at long-term
sustainable solutions to ensure affordability and accessibility of essential drugs
in developing countries.

2. Pharmaceutical R&D, innovation and production

United Nations Industrial Organisation (UNIDO) has classified countries in the
following categories depending on the stage of development of the
pharmaceutical sector (Table 2)



Table 2: A typology of Worlds Pharmaceutical Production

Number of countries
Stage of Development
Industrial | Developing Total
A. Sophisticated pharmaceutical 10 Nil 10
industry with a significant
research base
B. Innovative capabilities 12 50 17
C. i) Those producing both 6 8 14
therapeutic ingredients and
finished products
ii) Those producing finished 2 87 89
products only
D. No pharmaceutical industry 1 59 60
Total: 31 159 190

® These countries are Argentina, China, India, Korea and Mexico

Source: The Worlds’ Pharmaceutical Industries: An International Perspective on
Innovation, Competition & Policy — by Robert Ballance, Janos Progany & Helmet

Forstener, UNIDO, 1992

Table 2 shows the following:

Multinational drug companies [MNCs] in 10 industrialised countries have
the R&D base to support a vertically integrated, sophisticated
pharmaceutical industry. These MNCs are the innovators of all new
chemical entities.

National drug companies in Argentina, China, India, Korea and Mexico have
innovative capabilities for manufacturing generic copies of all new drugs.
Brazil is the sixth country capable of this innovative capability.

National drug companies in seven developing countries have the technology
to produce therapeutic ingredients or raw materials from chemical
intermediates available in the world market.

National companies in about 90 developing countries have the technology to
manufacture dosage forms or finished products from raw materials available
in the world market.



The MNCs in the industrialised countries and the national companies in
about 100 developing countries have been able to develop their
pharmaceutical industry to present levels because they used the national
legislation on patents as policy instrument to develop and strengthen
their technological, commercial and economic development. The Paris
Convention on intellectual property rights [IPR], adopted in 1883, gave
freedom to national governments to define and set standards for
pharmaceutical patents.

The therapeutic revolution began in the mid 1940s after the second world war
enabled drug companies in the ten industrialised countries to innovate and
introduce NCEs which were truly revolutionary. One of the major
contributing factors for this therapeutic revolution was that some
countries in Western Europe and Japan refused to grant product patents
for pharmaceuticals, until they had reached international
competitiveness. These countries provide the most convincing argument
that a patent-free environment is essential for the technological
development of the pharmaceutical industry. France, Germany, Italy,
Japan, Sweden and Switzerland, home of some of the most innovative
pharmaceutical companies, persistently resisted providing pharmaceutical
product patents until their industries had reached a certain degree of
development. France introduced product patents in 1960, Germany 1968,
Japan 1976, Switzerland 1977, Italy and Sweden in 1978.3

The development of the pharmaceutical industry in the 100 developing
countries in Table 2 was possible because of the flexibility the Paris Convention
gave sovereign states to enact appropriate national legislation on patents. None
of these countries protected pharmaceutical products. Some of them protected
neither products nor processes including Brazil a founder member of the Paris
Convention.

The setting up of the United Nations Conference on Trade & Development
[UNCTAD] and the formation of G77 [a grouping of developing Member States of
the UN] in the 1960s, and the proposals for a New Economic World Order in the
early 1970s, set the global scenario for developing countries to explore policy
options for the economic technological and commercial development of their
countries. One of the sectors identified was the pharmaceutical sector. In the
early seventies, it was shown that retail prices for some commonly used drugs
in India were higher than in the UK. The Indian Government, not a member of
the Paris Convention, enacted the Patents Act of 1970. The Act provided seven
year protection for pharmaceutical process and no protection for
pharmaceutical products. The Indian pharmaceutical industry has attained its
present stage due to the Indian Patents Act of 1970. The TRIPs Agreement
now sets the international norms. How can generic manufacture and
competition be encouraged and promoted while at the same time
conforming to the TRIPs Agreement?

3 Sistema Econimico Latinamericano (SELA) “Capitulos De Sela’, October/December, 1988, Caracas.
Quoted in “Patenting and the Third World: A Historical Appraisal” by Henk Hobbelink, co-ordinator
GRAIN (Genetic Resources Action International) Appartado 233398, E08080, Barcelona, Spain, 1990



3. The TRIPs Agreement, generic manufacture and competition

NGOs, consumer groups, health activists and peoples’ organisations have been
campaigning for several years to give life and meaning to the two safeguards
provided for in the TRIPs Agreement — compulsory licensing and parallel
imports.

They have been successful as the following section shows:
) World Health Assembly Resolution WHA 52.19 of 24 May 1999

The delegates to the World Health Assembly taking note of concerns of many
Member States about the impact of relevant international agreements, including
trade agreements, on local manufacturing capacity and on access to and prices
of pharmaceuticals in developing and least developed countries, requests the
Director General to cooperate with Member States, at their request, and with
international organisations in monitoring and analysing the pharmaceutical
and public health implications of relevant international agreements, including
trade agreements, so that Member States can effectively assess and
subsequently develop pharmaceutical and health policies and regulatory
measures that address their concerns and priorities, and are able to maximise
the positive and mitigate the negative impact of those agreements.

In accordance with this resolution, WHO is using the following four questions to
monitor and analyse the effects of globalisation and trade agreements on the
pharmaceutical sector:4

Are newer essential drugs more expensive than they would have been if
not under patent?

Is the introduction of generic drugs being slowed?

Are more new drugs for neglected diseases being developed?

Are transfer of technology and direct foreign investment in developing
countries increasing or decreasing?

In the same document the WHO had argued that the current standards on
intellectual property — historically derived from those of developed
countries - are not necessarily appropriate for countries struggling to
meet health and development needs. Developing countries can therefore
use the flexibility of TRIPs provisions and its safeguards to protect public
health.

“ Globalization, TRIPs and Access to Pharmaceuticals: WHO Policy Perspectives on Medicines, 3 March
2001, WHO



The WHO recommends that prompt introduction of generic drugs can be
facilitated by:

i)

i)

drafting appropriate legislation and regulations on patentability;
use of exceptions to exclusive rights which permit early testing and
approval of generics (“Bolar’” provision) including allowing access to
pre-registration test data; and

compulsory licensing

The first two operative paragraphs of the European Parliament
resolution on access to drugs for HIV/AIDS victims in the Third
World (15/03/2001) B5-0182/2001 are as follows:

Calls for the development of a system allowing developing countries
equitable access to medicines and vaccines at affordable prices, while
expressing its solidarity and support for the Governments of South
Africa and Kenya in their struggle to use WTO-compliant legislation to
gain access to the cheapest possible life-saving medicines

In this context welcomes the statement by Commissioner Lamy that
the Commission supports the right of developing countries to use
the safeguards in the WTO/TRIPs Agreement, including
compulsory licensing, and the commitment by the Commission
to launch a debate in the WTO on reconciling the TRIPS
Agreement with objectives regarding health protection in
developing countries

Human Rights

On August 17, 2000, the UN sub-commission for Protection and
Promotion of Human Rights adopted a high profile resolution on
“Intellectual Property & Human Rights”.

The sub-commission declared that “(...) implementation of the TRIPs
Agreement does not adequately reflect the fundamental nature and
indivisibility of all human rights, including the right of everyone to
enjoy the benefits of scientific progress and its applications, the right to
health, the right to food, and the right to self-determination (...)",
“requests all Governments and national, regional and international
economic policy forums to take international human rights obligations
and principles fully into account in international economic policy
formulation.” And “recommends to the World Intellectual Property
Organisation, the World Health Organisation, the United Nations
Development Programme, the United Nations Conference on Trade
and Development, the United Nations Environment Programme and
other relevant United Nations agencies that they continue and
deepen their analysis of the impacts of the TRIPs Agreement,
including a consideration of its human rights implications.”



iv) In a recent communications to the press, the Director General of the
WTO stated the following, among others:

“For one thing, patent holders have to disclose their invention. This
allows others to use information about a patented drug to research new
drugs during the patent’s life, and ensures that it is truly in the public
domain once the patent expires. Second, if a patent holder refuses to
license a patented drug on reasonable commercial terms, a
government is allowed to license it to other companies or use it
itself without the patent holder’s authorisation, so long as adequate
compensation is paid”

“Third, as a recent WTO panel has concluded, governments can
facilitate the “early working” of patented pharmaceuticals by
generic competitors. Fourth, if governments authorise parallel
imports of a patented drug from countries where it is sold more
cheaply, this cannot be challenged at the WTO”.

There is adequate evidence and global support that the two
safeguards provided in the TRIPs Agreement - compulsory licensing
and parallel imports - should become operational in the developing
countries. This is the only way long term sustainable access to
essential drugs to developing countries can be ensured.

4 Differential pricing or price discounts?

During the early months of 2000, five multinational drug companies and five
international agenciess began protracted negotiations on price discounts on
selected HIV/AIDS drugs. Published accounts of these negotiations cause grave
concerns to consumers.” There are conditionalities attached to the price
discounts which will have a long-term adverse impact on the affordability and
access to essential drugs in developing countries.

The conditionalities include the following:
Reinforced and adequate protection and enforcement of industry’s patents

The five drug companies want the UN partners to explicitly renounce the use
of two mechanisms that limit the industry’s price setting power.

The two mechanisms are:

i) compulsory licensing

i) parallel imports

®> Mike Moore, “Yes, Drugs for the Poor - and Patents As Well”, International Herald Tribune, February 22,
2001

® Multinational drug companies: Boehringer-Ingelheim, Bristol Meyers, Squibb, Glaxo-Wellcome,
Hoffman LaRoche and Merck. International Agencies: WHO, UNAIDS, UNICEF, W.B. and UNDP

" Barton Gellman, “A Turning Point That Left Millions Behind. Drug Discounts Benefit Few While
Protecting Pharmaceutical Companies Profits’ in Washington Post, December 28, 2000.



These are the two safeguards provided for in the TRIPs Agreement.

These conditionalities set by the industry for price discounts are
contradictory to the global initiatives to ensure affordability and
accessibility to essential drugs. These initiatives support the right of
developing countries to use the safeguards in the TRIPs Agreement.

An investigation of the negotiations behind the initiative indicated that
the companies were more concerned about protecting their intellectual
property rights than in reaching patients. Very little progress had been
made. Negotiations are carried country by country, drug by drug and company
by company, only. As a result only Rwanda, Senegal and Uganda had
negotiated price discounts as of February 2001, nine months after the
negotiations were initiated. 8

The first essential prerequisite in negotiating price discounts is the need for
transparent information on manufacturers’ selling price [MSP] of drugs.
Unfortunately this is not available since companies do not divulge how their
drugs are priced.

5. Drug prices

Several surveys on retail prices of essential drugs have been carried out and
published. All these studies have reported wide variations in the retail prices of
essential drugs among countries. Retail prices of several essential drugs are
higher in developing countries of Africa and Latin America than in the rich
OECD countries.

Consumers have argued that these wide variations are due to the industry
setting prices arbitrarily to maximise their profits. The drug industry has
refuted this and argue that the variations are due to local factors within the
country including taxes, duties, wholesale and retail mark-ups.

The background paper for this workshop prepared by the WHO secretariat
seems to support the industry’s argument. Among others, it states,
“International price comparisons in the field of pharmaceuticals are subject to
many pitfalls and retail prices, in particular, are often a far distant relative to
manufacturer’s selling price [MSP]”

Since negotiations on price discounts are based on MSPs and these are not
available, it will be necessary to understand the relationship between retail
prices (which are in the public domain) and MSPs which are confidential.

8 Gellman 2000 - ibid



The following information on the relationship between retail prices and MSPs
have been taken from the background documents prepared for the workshop by
the WTO and WHO secretariats.

a) From the background paper prepared by the WTO secretariat
- Wholesale and retail margins can be as high as 150 to 200 percent in
some developing countries [IFPMA].
Retail margins in India are about 25 percent [Jayashree Watal].
Distribution margins and taxes can constitute up to 80 percent of the

consumer price [WHO]. This will make the consumer pay four times the
MSP.

b) From the background paper prepared by the WHO
Import duties, taxes and wholesale and retail mark-ups, both formal and
informal, can double the price of a drug between manufacturer and
consumer.

Which of these internal costs can cause a 58 fold increase? in price between the
manufacturer and the consumer? None! Based on the information in the
background documents on the relationship between retail prices and MSP
and the published data on retail prices, it can be concluded that internal
costs within a country cannot cause the very wide variations in retail
prices reported in literature. We can only conclude that the variations in
retail prices are due to variations in the prices set by manufacturers in
different markets. Therefore there is no reference or benchmark MSPs
which are essential to negotiate price discounts. Consumers do not
understand how price discounts can be negotiated without knowing the real
costs of production and how the industry sets drug prices.

5.

® K.Balaand Kiran Sagoo, opcit



