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1. BACKGROUND 
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Essential drugs are among the most cost-effective elements of modern health care and 
their potential health impact is remarkable. In 1998 alone, there will be over 40 million deaths 
in developing countries, one-third among children under 5 years of age. Ten million will be due 
to acute respiratory infections, diarrhoeal diseases, tuberculosis and malaria-all conditions for 
which safe, inexpensive essential drugs can be life-saving. In most low-income countries 
pharmaceuticals are the largest item of public expenditure on health after personnel costs and 
the largest item of household health expenditure. Despite the potential health impact of 
essential drugs, lack of access to essential drugs, irrational use of drugs, and poor drug quality 
remain serious global public health problems. 

Since its inception in 1948, WHO has been involved in worldwide public health efforts to 
improve quality assurance, safety and efficacy of medicinal products. The first WHO list of 
essential drugs was published in 1977, and today more than 140 countries have adapted 
national essential drug lists, while nearly 90 countries have developed or are developing their 
own national drug policies. The 1997 operational strategy for the essential drugs programme 
highlighted five areas for policy and technical development. WHO work is now organized 
around these five areas: national drug policies, health economics and drug financing, drug 
management and supply strategies, rational drug use, and regulation and quality assurance 
capacity. In each area WHO initiates necessary strategic and operational research, draws up 
practical guidelines, provides information and advocacy, and addresses the development of 
human resources. 

Today, major changes are taking place. In particular, the trade agreements emerging 
from the Uruguay Round trade negotiations and globalization are going to have a significant 
impact on the global market for goods and services. These new international agreements 
present new opportunities and challenges, as well as uncertainties. In particular, a number of 
WHO Member States have expressed concern about the possible impact of World Trade 
Organization agreements on the health sector in developing countries. 

2. WORLD TRADE ORGANIZATION AGREEMENTS AND PHARMACEUTICALS 

In 1996 the Forty-ninth World Health Assembly, in resolution WHA49.I4, requested the 
Director-General "to report on the impact of the work of the World Trade Organization 
(WTO) with respect to national drug policies and essential drugs". 

WTO is the new international body dealing with rules of trade between nations. It now 
has 13 2 Member governments, and a further 31 are in the process of negotiating accession. 
The specific agreements annexed to the Agreement Establishing the WTO provide the legal 
ground rules for international commerce. Those of greatest relevance for the health sector are: 

• the Agreement on Trade-Related Aspects ofIntellectual Property Rights (TRIPS); 
• the Agreement on the Application of Sanitary and Phytosanitary Measures (SPS); 
• the Agreement on Technical Barriers to Trade (TBT); and 
• the General Agreement on Trade in Services (GATS) 
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The TRIPS Agreement has the greatest impact in the pharmaceutical sector. It has also 
proved to be one of the most controversial of the WTO agreements. Prior to this Agreement, 
international conventions did not contain minimum global standards for the protection of 
patents. The Agreement now requires Member States to make available patent protection for a 
minimum of 20 years for any invention, including of a pharmaceutical product or process, that 
fulfils the criteria of novelty, inventive step and usefulness. 

Many argue that TRIPS should lead to increased development of drugs; increase in 
technology transfer and direct foreign investment in developing countries; increase in the 
resources devoted to research and development by pharmaceutical companies in developing 
countries; and improvement in the welfare of the population resulting from a wider range of 
better quality products. 

Others argue that the Agreement will result in higher drug prices in many developing 
countries; no significant increase in the number of new drugs, at least for those problems 
specific to developing countries; further concentration of research, development and 
production in industrialized countries; and no increase in local research and development in 
developing countries. 

From a health perspective, questions of particular importance in implementing the TRIPS 
Agreement are: how can future access to newly patented essential drugs be guaranteed for the 
poorest populations in developing countries? How can the discovery and development of new 
and needed drugs for malaria, tuberculosis and other conditions prevalent in developing 
countries be assured? 

3. REVISED DRUG STRATEGY 

In 1985, WHO convened a major conference of experts on the rational use of drugs in 
Nairobi, Kenya. The Nairobi conference resulted in the formulation of WHO's revised drug 
strategy, which was adapted by the World Health Assembly in 1986 (resolution WHA39.27). 
The strategy called for WHO to support governments in formulating and implementing 
national drug policies and action plans on essential drugs; to expand normative functions and 
support for drug regulation and quality assurance; and to intensifY dissemination of drug 
information, improve training of health personnel, and promote collaborative research. 

4. RESOLUTION EBI01.R24 

In January 1998 the Executive Board at its IOlst session considered a report from the 
Director-General on the revised drug strategy. The board recognized progress made, and 
commended WHO in promoting the essential drugs concept and national drug policies, and 
improving drug regulation. In order to address specific constraints on access to drugs, national 
use of drugs, and drug quality, it adopted resolution EB I 0 1.R24 on the revised drug strategy. 
The Fifty-first World Health Assembly was invited to consider the resolution in May 1998. 
Since January 1998, several Member States have indicated their concerns regarding some 
points in the resolution. Committee A of the Fifty-first World Health Assembly therefore 
decided to establish a drafting group. Because of disagreements in the wording of the draft, no 
consensus was reached. 
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The following three points led to most discussion in the drafting group: 

• ... (b) new world trade agreeme/llS may have a negative impact on local 
manufacturing capacity and the access to and prices of pharmaceuticals in 
developing countries ... (seventh preambular paragraph). 

• I. URGES Member States: .. 

(2) to ensure that public-health interests rather than commercial 
interests have "primacy" in pharmaceutical and health policies ... 

• 2. REQUESTS the Director-General ... 

(6) to cooperate with Member States in analysing the 
pharmaceutical and public health implications of agreements the 
application of which is overseen by the World Trade Organization and 
in developing appropriate policies and regulatory measures. 

Finally, the World Health Assembly decided in decision WHASI to refer the resolution 
back to the Executive Board for further consideration at its 103rd session, taking into account 
the discussions of the matter in Committee A and in the drafting group. 

Subsequently the Executive Board at its I02nd session decided in decision EB 1 02( 14) to 
establish an open-ended ad hoc group to explore the complex issues raised by resolution 
EB 1 0 1. R24 on the revised drug strategy. The group will take note of the outcome of contacts 
pursued by WHO with other partners, including WTO, the World Intellectual Property 
Organization, industry and nongovernmental organizations, in order to draft a resolution for 
consideration by the Executive Board at its I03rd session in January 1999. 

The Executive Board established the following method of working. 

I. The ad hoc working group on the revised drug strategy will be open to all Member States 
wishing to participate and will meet in Geneva. 

2. A subgroup will be created comprising the chairman of the drafting group that was 
established during the Fifty-first World Health Assembly, and two Member States from 
each Region, of which at least one will be a member of the Executive Board. This group 
will assist WHO in its contacts with relevant interested partners. 

3. The Director-General and staff will prepare a concise and comprehensive report on which 
discussions and decisions should be based at the Regional Committee meetings to be held 
in September and October 1998; the report was subsequently prepared and is attached as 
an Annex. 

4. The Regional Committees will nominate their representatives to the subgroup. 

S. The ad hoc group will meet shortly after the Regional Committee meetings and prior to or 
shortly after the opening of the I03rd session of the Executive Board in January 1999 in 
order to finalize the draft resolution to be considered by the Executive Board. 
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5. ACTION BY THE REGIONAL COMMITTEES 

In accordance with decision EB I 02 Regional Committees are requested to select two 
Member States to participate in the subgroup mentioned above, of which one Member State 
will be currently entitled to designate a person to serve on the Executive Board. The first 
meeting of the subgroup will be held in Geneva on 12 and 13 October 1998, followed by a 
meeting of the ad hoc group, on 14 and IS October. 
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Annex 

REVISED DRUG STRATEGY 



Revised drug strategy 

EB/RDS/RC/1 
10 July 1998 

WHO's work in pharmaceuticals and essential drugs 

The Fifty-first World Health Assembly decided to refer resolution EB101.R24 on the revised 
drug strategy back to the Executive Board for further consideration at its 103rd session, taking 
into account discussions on the matter in Committee A and in a drafting group of the Assembly. 
At its 102nd session, the Executive Board decided by decision EB102(14) to establish a two-tier 
method of working to explore the complex issues raised, in order to draft a resolution for 
consideration at its 103rd session in January 1999. An ad hoc working group would be open 
to all Member States wishing to participate and a subgroup would assist WHO in its contacts 
with relevant interested partners. It also decided that the subgroup would comprise the 
chairman of the drafting group established during the Fifty-first World Health Assembly, and two 
Member States from each region, of which at least one would be currently entitled to designate 
a person to serve on the Executive Board. The regional committees are invited to nominate 
their representatives to the subgroup. 

INTRODUCTION 

1 . Since its inception in 1948, WHO has been involved in worldwide public health efforts to improve quality 
assurance, safety, and efficacy of medicinal products. Examples ofthese activities include The International 
Pharmacopoeia for quality assurance (resolution WHA 1.27, 1948), specifications for safety and efficacy of 
vaccines and other biologicals (resolution WHA 1.26, 1948), designation ofinternational Nonproprietary Names 
(INN) (resolution WHA3.11, 1950), and drug evaluation and monitoring (resolution WHA 15.41, 1962). 

2. In 1975, the Health Assembly responded to serious problems of availability, cost, and use of drugs facing 
developing countries, by adopting resolution WHA28.66. This resolution requested the Director-General to 
provide greater direct assistance to Member States in the "formulation of national drug policies" and in "advising 
on the selection and procurement, at reasonable cost, of essential drugs of established quality corresponding to 
their national health needs." This resolution built on the early, practical experiences of countries such as 
Norway, Peru, and Sri Lanka. 

3. During the following 10 years, WHO prepared the first WHO Model List of Essential Drugs (1977), 
undertook a rapid series of 25 country assessments (from 1976 to 1978), formed an Executive Board Ad Hoc 
Committee on Drug Policies (1978), established the Action Programme on Essential Drugs (1981), and began 
to provide direct operational support to countries (1983). 

4. In light of this work, WHO convened a major conference of experts on the rational use of drugs (Nairobi, 
1985). The Nairobi conference resulted in the formulation of WHO's revised drug strategy, which was adopted 
by the Health Assembly in 1986 (resolution WHA39.27). The strategy called for WHO to support governments 
in formulating and implementing national drug policies and action programmes on essential drugs; to expand 
normative functions and support for drug regulation and quality assurance; and to intensify dissemination of 
drug information, improve training of health personnel, and promote collaborative research. 
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5. Since 1986, WHO has carried forward and expanded implementation of the revised drug strategy, with 
frequent Health Assembly resolutions commenting on progress and constraints in implementation. 

TWENTY YEARS OF ESSENTIAL DRUGS 

6. Essential drugs are those that satisfY the health care needs of the majority of the population; they 
should therefore be available at all times in adequate amounts and in the appropriate dosage forms. I The 
essential drugs concept does not exclude all other drugs, but should focus therapeutic decisions, professional 
training, public inf:Jrmation, and financial resources on those drugs which have the greatest public health 
impact. 

7. Essential drugs have a substantial health impact: they save lives and improve health by combating a 
wide range of communicable and noncommunicable diseases. Within health systems, pharmaceuticals also 
have a major economic impact: in many developing countries spending on medicines accounts for the 
largest share of household health spending and is the largest public expenditure for health after salaries. 
Pharmaceuticals spending as a share of total health spending is greatest in developing countries, accounting 
for 25% to 66% oftotal public and private health expenditures (Figure 1). 

FIGURE 1. PHARMACEUTICAL SPENDING, AS PERCENTAGE OF 
TOTAL HEALTH SPENDING 
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The proportion of total expenditure used for pharmaceuticals is highest in developing 
countries. 

I The use of essential drugs. Third report of the WHO Expert Committee. Geneva, World Health Organization, 1988. 
Technical Report Series No. 770. 
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8. Since the first WHO Model List of Essential Drugs was introduced in 1977, Member States, with the 
support of WHO and other organizations, have achieved a great deal. These achievements have contributed to 
narrowing the immense gap between the health benefits which pharmaceuticals could bring to the world's 
population and the much smaller benefit that was actually being realized in 1977. 1 

Achievements 

9. In 1977 perhaps a dozen countries had what would now be considered an essential drugs list or an essential 
drugs programme. Today, three out of four countries - over 140 countries in total - have adopted national 
essential drugs lists. National essential drugs lists are widely used for public procurement systems, 
reimbursement schemes, training, public education, and other national health activities. Sixty per cent of 
countries have recently updated their list and WHO itself has updated the Model List of Essential Drugs on 
average every two years for the past two decades. 

10. In 1977 the concept of a national drug policy was barely known. Today, nearly 90 countries have national 
drug policies in place or in preparation. From 1996 to 1997 alone, 30 countries adopted or substantially revised 
their national drug policies - most with WHO cooperation. National drug policies are being introduced at a 
growing pace in every region (Figure 2). More importantly, a growing number of countries are now moving 
directly from policy to action through coordinated masterplans for implementation. The national drug policy 
process is increasingly serving as a framework, bringing together interested parties for pharmaceutical sector 
reform within countries. 
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FIGURE 2. CUMULATIVE NUMBER OF NATIONAL DRUG POLICIES* 
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* Includes 51 countries with current national drug poliCies, 36 with draft pOlicies or policies 
more than 10 years old. 

National drug policies are being introduced at a growing pace in every regiou -
increasingly these policies become plans of action for pharmaceutical sector reforms. 

1 Action Programme on Essential Drugs. Report of the Biennium 1996-1997. Document WHOIDAPIMAC( I 0)/98.4. 
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II. In 1977 objective information on rational use of drugs was extremely limited - especially in developing 
countries. Today, nearly 100 governments and numerous national nongovernmental organizations have 
developed therapeutic manuals and formularies, which provide health professionals with current, accurate advice 
on the rational use of drugs. 

12. In 1977 medical training in prescribing was often based on brand names, and little attention was given to 
systematic teaching about rational drug use. Today, use of generic names is the accepted standard for medical 
training and WHO's Guide to Good Prescribing, I with translations in 15 languages completed or in process, is 
being adopted by leading medical universities in countries at all levels of development. 

13. Perhaps, most importantly, in 1977 less than half the world's population had regular access to essential 
drugs. Today, through a combination of public and private health systems, it is estimated that nearly two-thirds 
of the world's people have access to a full and effective treatment with the medicines they need. In absolute 
terms, the number of people estimated to have access to essential drugs has grown from roughly 2.1 billion in 
1977 to 3.8 billion in 1997. 

14. Development of national drug policies, formulation of essential drugs lists, improvements in drug 
information, and increased access to essential drugs are just a few examples of what has been achieved over the 
past 20 years through the efforts of Member States, WHO, and many other organizations. 

Unfinished agenda 

15. Although much has been achieved, much remains to be done. Lack of access to essential drugs, irrational 
use of drugs, and poor drug quality remain serious global public health problems.' 

16. Access to essential drugs. Availability and affordability of medicines remains a major global challenge. 
Although two-thirds of the world's people now have access to essential drugs, literally hundreds of millions still 
do not (Figure 3). For example, in the poorest parts of Africa and Asia. over 50% of the population still lacks 
access to essential drugs. Whereas in many developed countries over 70% of pharmaceuticals are publicly 
funded through reimbursement plans and other mechanisms, in developing and transitional economies 50% to 
90% of drugs are paid for by the patients themselves. And it is the poor and disadvantaged who suffer the most 
from financial, social and geographic barriers to availability and affordability of drugs. 

17. Factors contributing to poor access to drugs include lack of clear national health policies, poorly 
functioning health services, inadequate financing, high drug prices relative to available funds, inefficient supply 
systems, and wasteful prescribing and dispensing practices. 

18. Rational use of drugs. Despite the progress made in drug selection, availability of therapeutic 
information, and training, irrational use of drugs continues. For example, up to 75% of antibiotics are prescribed 
inappropriately, even in teaching hospitals. In poorer countries, studies find that 50% of customers buy only 
one day's supply of antibiotics and 90% buy three days' supply or less. Dispensing time in some settings 
averages less than 10 seconds per patient, allowing little time for counselling. Worldwide, an average of only 
50% of patients take their medicines correctly. One of several serious health consequences of irrational drug 
use is the growth of antimicrobial resistance for major infectious diseases, including bacterial diarrhoea, 
gonorrhoea, malaria, pneumonia, and tuberculosis. Also, the more potent new drugs are usually between three 
and 10 times more expensive. 

1 Document WHOIDAP/94.11. 

2 Document WHOIDAPIMAC(IO)/98.4. 
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FIGURE 3. PERCENTAGE OF POPULATION ESTIMATED TO HAVE REGULAR 
ACCESS TO ESSENTIAL DRUGS (1997) 
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One-third ofthe world's population still lacks access to essential drugs. 
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19. Factors contributing to irrational drug use include inadequacies in training of health professionals. 
provision of drug information, and public education. Economic factors. unethical drug promotion. and poor use 
of diagnostic capacity are equally important. 

20. Drug quality. Although global standards for drug quality are becoming more demanding, the actual 
quality of drugs on the market in many countries remains a major public concern. Surveys from a number of 
developing countries find that 10% to 20% of sampled drugs fail quality control tests. It is estimated that fewer 
than one in three developing countries have fully functioning drug regulatory authorities. Failure in good 
manufacturing practices too often results in toxic. sometimes lethal. products. And expanding world trade is 
bringing fresh challenges to global quality assurance. 

21. Assuring drug quality in local, national. and international markets requires sound regulatory norms and 
standards. Nevertheless, failures in quality assurance and drug control arise most commonly from gaps in the 
legislation, organization, financing, and human resources for drug regulation. 

WHO ACTIVITIES 

22. WHO works globally, regionally, and at country level to address the challenge of ensuring access to 
essential drugs, rational use of drugs, and drug quality. Activities focus on global norms and standards, policy 
and technical development, and development of country programmes. Currently, within WHO, these activities 
are primarily the responsibility of the Action Programme on Essential Drugs and the Division of Drug 
Management and Policies. Collaboration with countries is facilitated by programmes and advisers on essential 
drugs and pharmaceuticals in each of the six WHO regions. Several other WHO health promotion and disease 
control programmes also have pharmaceutical components. 
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Global norms and standards 

23. WHO determines, establishes and promotes international standards for safety, quality and efficacy of 
pharmaceutical products and biologicals, including vaccines and blood products, and disseminates drug 
regulatory information. 

24. Quality control specifications for pharmaceutical substances and products included in the WHO Model 
List of Essential Drugs continue to be drawn up and published in The International Pharmacopoeia (in English, 
French, and Spanish), and Basic tests for pharmaceutical substances and Basic tests for pharmaceutical dosage 
forms are published in Chinese, English, French and Spanish. WHO's Good Manufacturing Practices for 
Pharmaceutical Products (GMP) have been supplemented with recommendations for inspection of 
manufacturing locations, distribution channels and guidance for the establishment of quality control laboratories. 
A compendium of WHO guidelines and other materials relating to quality assurance of pharmaceuticals was 
published in 1997. 1 Special projects are ongoing to train trainers in GMP and to upgrade GMP in local 
production of pharmaceuticals. Regulatory networks, information exchange, computer-assisted drug registration, 
meetings for harmonization of measures and other intercountry or country initiatives have been supported in 
each of the six WHO regions. From 1996 to 1997 support for drug regulation and quality assurance was 
provided to more than 50 Member States. 

25. WHO continues to assign and publish INNs for newly developed pharmaceutical substances. Some 150 
INNS are published annually, making a total of over 7000 since 1952. WHO has initiated a project for 
combating counterfeit drugs, and a reference guide on the subject is in the final stage of preparation. 

26. Countries participating in international drug safety monitoring have increased to 51, and a number of 
countries, particularly in the Eastern Mediterranean, Latin America, and South-East Asia, receive support in 
establishing drug safety monitoring systems. 

27. WHO continues to prepare and disseminate information on pharmaceutical products. An updated Model 
List of Essential Drugs (ninth list) was published in 1997.' Model prescribing information has been issued for 
HIV and associated infections, and for drugs used for anaesthesia, and for skin, parasitic, and mycobacterial 
diseases. Work is in progress on a WHO model formulary for essential drugs. The quarterly journal. WHO Drug 
Information, and the monthly WHO Pharmaceutical Newsletter provide current information on drug safety, 
development, regulation, and regulatory decisions. 

Policy and technical development 

28. The 1997 operational strategy for the essential drugs programme' highlighted five areas for policy and 
technical development. WHO work is now organized around these five areas, namely national drug policies, 
health economics and drug financing, drug management and supply strategies, rational drug use, and regulation 
and quality assurance capacity. In each area WHO initiates necessary strategic and operational research, draws 
up practical guidelines, provides information and advocacy, and addresses the development of human resources. 

29. National drug policies. Although national drug policies have been formulated in nearly 90 countries, 
implementation varies considerably. Greater emphasis is now laid on policy implementation through national 
plans of action and improved monitoring. WHO has prepared materials such as Guidelines for developing 

I Quality assurance of pharmaceuticals: a compendium of guidelines and related materials. Vol. 1. Geneva, World 
Health Organization, 1997. 

'The use o/essential drugs. Seventh report a/the WHO Expert Commillee. Geneva, World Health Organization, 
1997. WHO Technical Report Series No. 867. 

3 Document DAPIMAC(9)/97.4. 
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national drug policies and a manual of indicators for monitoring national drug policies.' It also recently carried 
out a comparative analysis of national drug policies in 12 countries. Current priorities include updating the 
World drug situation, which will contain global comparative information about national drug policies and 
pharmaceutical sector development, and establishing a network of sentinel countries for monitoring 
implementation and impact of national drug policies. 

30. Health economics and drug financing. Access to drugs depends on adequate financing and efficient use 
of available resources. Recent literature has included Health reform and drug financing,2 Public-private roles 
in the pharmaceutical sector,' Pharmaceuticals and health sector reform in the Americas: an economic 
perspective, Global comparative pharmaceutical expenditures,' and Globalization and access to drugs.' Areas 
of current concern include the role of public financing for drugs, gender and access to drugs, world trade 
agreements and access to drugs (see Annex), mechanisms for promoting generic drug use, and provision of drugs 
through health insurance programmes. 

31. WHO has completed reviews of pricing policies in the Americas and in Europe, and is preparing a global 
summary analysis. In consultation with interested parties, it has initiated a study on prices, and sources of 
information on prices, of essential drugs. The African Region has already initiated a pilot service for regional 
exchange of price information. WHO continues to ensure that price information on raw materials for essential 
drugs is regularly made available, and recently commissioned an independent review ofthis price information 
sen/ice. 

32. Drug management and supply strategies. Recent work in the area of drug management and supply has 
included collaborative publication of the second edition of the standard reference work, Managing drug supply, 
revision of the New emergency health kit,' completion of a study on collaboration between WHO and 
nongovernmental organizations in drug supply, and development of international and regional training 
programmes. Guidelines for drug donations were issued in 1996,' as an interagency document endorsed by eight 
international organizations. The guidelines have been widely distributed in English, French and Spanish, and 
adopted or adapted by 15 donor or recipient countries. By the end of 1998, a major evaluation of donor and 
recipient experience with the guidelines should be completed. 

33. Current priorities include a multicountry assessment of drug supply strategies in the context of health 
reform, expanded international and regional drug management training, and support for review and revision of 
pharmacy curricula. The assessment of drug supply strategies will consider experiences with innovative drug 
supply arrangements, including decentralized and privatized supply, and improvements in traditional central 
medical stores. 

34. Rational drug use. Rational use of drugs involves prescribers, dispensers, and the general public. Past 
efforts have emphasized training of medical educators and prescribers through networks such as the International 
Network for Rational Use of Drugs and through WHO collaborating centres in Australia, Indonesia, the 
Netherlands. and elsewhere. WHO also supports research into effective strategies to improve the use of 
medicines, and development of research methods for the study of drug use in communities and health facilities. 
WHO co-sponsored a major international conference (Chiang Mai, Thailand. 1997) which brought together 270 

I Document WHOIDAP/94.12. 

2 Document WHO/DAP/98.3. 

l Document WHOIDAP/97.12. 

4 In preparation. 

s Document WHOIDAP/98.9. 

6 Document WHOIDAP/90.1. 

, Document WHOIDAP!96.2. 
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researchers from the public sector, academia, nongovernmental organizations and industry to identify successful 
interventions to promote rational drug use.' 

35. Current priorities include training in rational drugs use in the community; containment of resistance 
through more rational use of antimicrobial drugs; expansion of training in promotion of rational drug use in 
French- and Spanish-speaking countries; and implementation ofWHO's Ethical criteriafor medicinal drug 
promotion A draft strategy for review and assessment of the effectiveness of the ethical criteria was elaborated 
with contributions from a round table of Member States and interested parties. The strategy seeks to achieve 
greater impact through intersectoral and international collaboration, stronger regulation, self-regulatory codes, 
and measures to enable consumers and health professionals to assess drug promotion critically. 

36. Regulation and quality assurance capacity. WHO is increasing its emphasis on country-level 
implementation of effective drug regulation and quality assurance by focusing on organization, financing, and 
human resources for drug regulation. In addition to activities noted in paragraphs 9 to 14 above, WHO has 
initiated a multicountry working group on effective drug regulation. The group will define measures of 
regulatory effectiveness, compare national approaches to drug regulation, and assess which approaches seem 
most effective in particular settings. 

Country programme development 

37. WHO's largest commitment of regular budget and extrabudgetary resources for pharmaceuticals and 
essential drugs is for direct support to countries. WHO collaborates with countries to implement national drug 
policies and programmes which address each critical element in the pharmaceutical sector: legislative and 
regulatory framework, selection of drugs, national supply strategies, quality assurance, rational use of drugs, 
financing and economic strategies, human resources development, and monitoring. Work at country level often 
includes integration of local experience and the various programme-specific WHO guidelines for standard 
treatment into a single national manual of clinical guidelines. This becomes the basis for the national essential 
drugs list, training. and supply activities. 

38. Country support may be for initial situation analysis. development of policy and strategy. implementation 
of comprehensive national programmes, or specific technical activities. Priorities for regular budget support are 
set at national level as part of the regional WHO budgeting process. Extrabudgetary support is based on criteria 
which include severity of need, level of development. national commitment, likelihood of sustainable impact, 
demonstration value, value for development, and existence of a window of opportunity. In 1996-1997, regular 
budget support for work in pharmaceuticals and essential drugs was provided to over 80 countries and 
extrabudgetary support was provided to over 50 countries. 

39. Increasingly, countries are supported through exchange of information at regional and subregional level, 
networks, working groups and research projects. Such initiatives provide a practical means to share experience 
and to solve collectively problems of mutual concern related to the pharmaceutical sector. Recent regional 
initiatives have addressed such matters as pharmaceuticals in health reform, drug financing, pharmacy 
curriculum reform, harmonization of drug regulation, rational drug use, and improvements in good 
manufacturing practices. 

, See Essential Drugs Monitor. 1997.23: 6-12. 

8 



EBlRDSlRCI1 

RESOLUTION ON THE REVISED DRUG STRATEGY 

40. In January 1998, the Executive Board at its 10lst session considered the Director-General's report on the 
revised drug strategy. 1 The Board recognized progress made, and commended the work of WHO in promoting 
the essential drugs concept and national drug policies, and improving drug regulation. In order to address 
specific constraints on access to drugs, rational use of drugs, and drug quality, it adopted resolution EB I 0 1.R24 
on the revised drug strategy. The Fifty-first World Health Assembly was invited to consider the resolution in 
May 1998. Since January 1998, several Member States indicated their concerns regarding some points in the 
resolution. Committee A of the Fifty-first World Health Assembly therefore decided to establish a drafting 
group. 

41. The following Member States participated in the drafting-group meetings which took place throughout 
the Assembly: Argentina, Australia, Belgium, Botswana, Brazil, Canada, Finland, France, Germany, Italy, 
Japan, Malawi, Mexico, Namibia, New Zealand, Norway, South Africa, Swaziland, Sweden, Switzerland, United 
Kingdom of Great Britain and Northern Ireland, United States of America, Zambia and Zimbabwe. In addition, 
the Commonwealth Secretariat and the European Commission attended the drafting group. 

42. The following three points in resolution EB I 01.R24 led to most discussion in the drafting group, and no 
consensus was reached on language: 

• ... (b) new world trade agreements may have a negative impact on local manufacturing capacity and the 
access to and prices of pharmaceuticals in developing countries, ... (seventh preambular paragraph). 

• I. 

• 2. 

URGES Member States: 

(2) to ensure that public-health interests rather than commercial interests have "primacy" in 
pharmaceutical and health policies. 

REQUESTS the Director-General. 

(6) to cooperate with ,'vfember States in analysing the pharmaceutical and public health 
implications of agreements the application of which is overseen by the World Trade Organization 
and in developing appropriate policies and regulatory measures; 

43. Finally, the Health Assembly decided in decision WHA51 (10) to refer the resolution back to the Executive 
Board for further consideration at its 103rd session. taking into account the discussions of the matter in 
Committee A and in the drafting group. 

44. Subsequently the Executive Board at its 102nd session decided in decision EBI02(14) to establish an 
open-ended ad hoc group to explore the complex issues raised by resolution EB 101.R24 on the revised drug 
strategy. The group will take note ofthe outcome of contacts pursued by WHO with other partners. including 
WTO, WIPO, industry and nongovernmental organizations, in order to draft a resolution for consideration by 
the Executive Board at its 103rd session in January 1999. 

I Document EBIOI/IO, section VII. 
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ACTION BY THE REGIONAL COMMITTEES 

45. In accordance with decision EBI02(14) regional committees are requested to select two Member States 
to participate in the subgroup mentioned therein, of which one Member State will be currently entitled to 
designate a person to serve on the Executive Board. The subgroup will meet in Geneva after the regional 
committees and before or during the I 03rd session ofthe Executive Board in order to finalize the resolution on 
the revised drug strategy. 
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ANNEX 

WORLD TRADE AGREEMENTS AND PHARMACEUTICALS 

I. In 1996 the Forty-ninth World Health Assembly, by resolution WHA49.14, requested the Director-General 
"to report on the impact of the work of the World Trade Organization (WTO) with respect to national drug 
policies and essential drugs". New international trade agreements affect health care issues, including 
pharmaceuticals, and present new opportunities, challenges, and uncertainties. In particular, a number of WHO 
Member States have expressed concern about the possible impact of WTO agreements on the health sector in 
developing countries. 

WORLD TRADE ORGANIZATION 

2. WTO is the international body dealing with the rules of trade between nations. The Agreement 
establishing WTO came into force on I January 1995, but the multilateral trading system is half a century older, 
as the General Agreement on Tariffs and Trade (GATT) had previously provided rules for international trade, 
WTO states that the basic principles that run through the WTO agreements are (i) nondiscrimination; 
(ii) progressive liberalization of barriers to trade; (iii) predictable policies and transparency; (iv) encouragement 
of competition; and (v) special provisions for developing countries.' 

3. WTO has 132 Member governments, and a further 31 are in the process of negotiating accession. The 
specific agreements annexed to the Agreement establishing WTO provide the legal groundrules for international 
commerce. Those of greatest relevance for the health sector are: the Agreement on Trade-Related Aspects of 
Intellectual Property Rights (TRIPS); the Agreement on the Application of Sanitary and Phytosanitary Measures 
(SPS); the Agreement on Technical Barriers to Trade (TBT); and the General Agreement on Trade in Services 
(GATS). The TRIPS Agreement may have the greatest impact in the pharmaceutical sector. 

4. WTO aims to establish a rule of law in international trade relations and, for this purpose, provides for a 
mechanism for the settlement of disputes between Members. Members commit themselves to settle disputes 
about compliance with WTO obligations through and in conformity with the multilateral dispute settlement 
mechanism and not to take action unilaterally. 

THE AGREEMENT ON TRADE-RELATED INTELLECTUAL PROPERTY RIGHTS 

5. The TRIPS Agreement links intellectual property and trade issues and provides minimum global standards 
forthe protection and enforcement of intellectual property rights, including in relation to pharmaceuticals. All 
WTO Members are required to implement these standards by the end of their respective transition periods. 

6. Prior to the TRIPS Agreement, international conventions did not contain minimum standards for the 
protection of patents, including in the area of pharmaceuticals, in a number of important respects. Although 
most countries, both developed and developing, protected pharmaceutical process and patent inventions, others 
did not, and the duration and scope of protection also varied between countries. The provisions given below are 
the key requirements of the TRIPS Agreement in regard to patents in the area of pharmaceuticals. 

, Introduction to the WTO: Trading into the future. Geneva, World Trade Organization, 1998. Also available on the 
WTO web site: http://www.wto.org/wto/aboutlfacts2.htrn. 
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Patentability. The Agreement requires Member States to make available patent protection for a minimum of 
20 years for any invention, including of a pharmaceutical product or process, that fulfils the criteria of novelty, 
inventive step and usefulness (subject to permissible exceptions in regard to inventions that are contrary to ordre 
public or morality, methods of diagnostic, therapeutic and surgical methods for the treatment of humans or 
animals, and certain plant and animal inventions). 

Rights conferred. The Agreement specifies the rights conferred on a patent owner, but also allows for limited 
exceptions and compulsory licensing subject to specified conditions. 

Transitional arrangements. The Agreement provides transitional periods for countries to bring their national 
legislation and practices into conformity with its provisions. With respect to the substantive rules on patent 
protection, the latest dates for WTO Members are 1 January of the following years: 1996 for developed 
countries; as a general rule, 2000 for developing countries; 2005 for the introduction of product patent 
protection for pharmaceuticals in developing countries which have not done so by 2000; and 2006 for least
developed countries. 

Other provisions. The Agreement also contains provisions on the protection of undisclosed information, 
including test data; anti competitive practices; trademarks (relevant to generic substitution and combating of 
counterfeit drugs); and enforcement. 

WHO ACTIVITIES ON TRADE AGREEMENTS AND ACCESS TO DRUGS 

7. WHO programmes concerned with health services, pharmaceuticals, vaccines and food safety have each 
become involved in health-related aspects ofWTO agreements. In relation to pharmaceuticals and in response 
to resolution WHA49.l4, WHO has initiated a series of activities aimed at identifying issues in WTO agreements 
related to essential drugs and national drug policies. studying the implications of these issues, and advising 
Member States on opportunities to promote public health through these agreements. This work has resulted in 
material included in the attached selected reading list, an Internet discussion group, consultations in some WHO 
regions, and initiation of work on a practical document on "Frequently asked questions on trade agreements and 
drugs~l. 

8. WHO's approach in this area is based on its long-standing recognition (resolution WHA3S.14) that 
intellectual property rights (patents) contribute to the development of new health technologies, including drugs, 
and that the TRIPS Agreement has established standards for the protection of intellectual property rights, 
including in respect of pharmaceuticals, which are obligatory for all WTO Members. Among other things, WHO 
has been informing countries about TRIPS provisions which may help to ensure availability of drugs and fair 
competition. Examples of implementing legislation for these TRIPS provisions can be found in several 
industrialized and some developing countries. 

QUESTIONS ABOUT WTO AGREEMENTS AND PHARMACEUTICALS 

9. The TRIPS Agreement has proven to be one of the most controversial of the WTO agreements. Many 
argue that TRIPS should lead to increased development of drugs; increase in technology transfer and direct 
foreign investment in developing countries; increase in the resources devoted to research and development by 
developing country pharmaceutical companies and, linked to this, a reduction in the "brain drain" from 
developing to industrialized countries; and improvement in the welfare of the population resulting from a wider 
range of better quality products. 

10. Others argue that the Agreement will result in higher drug prices in many developing countries; no 
significant increase in the number of new drugs, at least for those problems specific to developing countries; 
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further concentration of research, development, and production in industrialized countries; and no increase in 
local research and development in developing countries. 

I I. These arguments have been put forward by various academic and nonacademic sources, each drawing 
upon different theoretical and empirical evidence. From a health perspective, questions of particular importance 
in implementing the TRIPS Agreement are: How can future access to newly patented essential drugs be 
guaranteed for the poorest populations in developing countries? and How can the discovery and development 
of new and needed drugs for malaria, tuberculosis, and other conditions prevalent in developing countries be 
assured? 

SELECTED READING ON WTO AGREEMENTS AND PHARMACEUTICALS 

The following is a selected chronological listing of some recent working papers and publications by WHO, 
other United Nations organizations, nongovernmental organizations, and other interested parties. 

Velasquez G, Boulet P. Globalization and access to drugs - the implications of the WTO/TRIPS Agreement. 
Health Economics and Drugs DAP Series NO.7. Geneva, World Health Organization, 1998. Document 
WHO/DAP/98.9. 

The question of patents. Geneva, International Federation of Pharmaceutical Manufacturers Associations, 1998. 

The TRIPs Agreement - a guide for the South. Geneva, South Centre, 1997. 

Otten A. The implications of the TRIPS Agreement for the protection of pharmaceutical inventions. WHO Drug 
Information, 1997, II: I. 

Power, patents and pills - an examination ofGATTIWTO policies and essential drug policies. Seminar Report. 
Amsterdam, Health Action International-Europe, 1997. 

The TRIPS Agreement and developing countries. Geneva, United Nations Conference on Trade and 
Development, 1996. Document UNCT AD/ITEIl. 
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