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INDEХED 

WHO established an Action Programme on Essential Drugs in 

February 1981 in conformity with a number of resolutions of the 
Executive Board and the World Health Assembly. The report that 

follows consists of an account of progress made, an analysis of the 
present situation, and proposals for a plan of action to implement 
the Programme dйring the coming period and in particular the years 

1982 and 1983. 

The Health Assembly is requested to review the plan of action and 
to approve its implementation, modified as necessary in the light of 
the Assembly's discussions. 
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I. INTRODUCTION 

1. The idea of essential drugs, conceived in WHO during the past few years, forms one of the 

basic components of primary health care, the key to attaining health for all by the year 2000. 
Moreover, the availability of essential drugs for local health care is one of the indicators 
of the success of the Global Strategy for attaining this goal. 
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2. A WHO expert committee established model lists of essential drugs covering most health 

needs. Statements made in World Health Assembly fora, or published in WHO publications, 

pointed to the existence of potent drugs capable of preventing, curing or alleviating a 

large number of human ailments. These same statements, however, pointed to the unacceptable 

state of affairs whereby these drugs are scarcely accessible to the vast majority of the 

world's people. These people live in the developing countries, and the main reasons 

preventing them from having access to the drugs they require are the lack of well -defined 

national drug policies, inadequate distribution and supply systems both inside and outside 

the health infrastructure, shortage of technical and managerial expertise, lack of money at 

the individual level, and lack of hard currency at the government level to purchase from 

abroad. 

Э. To these must be added limited understanding and false ideas, among both health workers 

and the public at large, about the need for and proper use of different kinds of drugs. 

The prevalence of such ideas stems from inadequate exposure to objective information on the 

preventive and therapeutic indications as well as the side -effects of drugs. Information 

provided on drugs varies widely in different countries: in some countries there is a lack of 

information; in others there is an excess of misinformation which is not adequately 

counterbalanced by objective information. 

4. The existence of potent drugs fora wide variety of health problems is the outcome of 
the outstanding scientific and technological advances that have taken place over the past 

half century and in particular over the past three decades. In addition to the achievements 

of individual scientists in research institutions, major credit for this drug development 
must go to the pharmaceutical industry. However, this industry has not paid the same 

attention to ensuring the availability of the products of its research and know -how to the 

underprivileged of the world. Indeed, it could even claim that this is not part of its 

responsibilities. Yet there are signs that the industry is becoming increasingly aware of 

the adverse consequences of the situation whereby the underprivileged, who make up numerically 
the vast majority of the world's population, are unable to enjoy the fruits of pharmacological 

and pharmaceutical research. Following such widespread acclaim of the goal of health for all 

by the year 2000 and of the strategy for attaining it, no individual or group conscience can 

remain untouched by this situation. 

5. It is against this background that WHO's Action Programme on Essential Drugs was launched. 

Resolutions EВ61.R17, EВ63.R20, WHA31.32 and WHA32.41 in particular laid the basis for 
establishing the Programme, although from its inception WHO has been given a constitutional 
mandate in the field of drugs. The text of the two Health Assembly resolutions is appended 
as Annex 1. 

6. In this context it may be recalled that in 1981 the UNICEF/WHO Joint Committee on 
Health Policy adopted a joint WHO/UNICEF programme for support to the provision of essential 
drugs for primary health care in developing countries.1 This joint programme is the basis 

for UNICEF's active cooperation in the plan of action set out in this document. 

II. PROGRESS REPORT AND SITUATION ANALYSIS 

7. The Action Programme on Essential Drugs was formally set up in February 1981, in 

compliance with the decision of the Thirty- second World Health Assembly. Both before and 
since then much activity has taken place throughout the world aimed at improving the 

availability and utilization of drugs at the lowest possible cost, particularly for primary 
health care. Emphasis has been laid on the formulation and implementation of national drug 
policies, more rational use of drugs, drug quality, maximizing the use of limited manpower 
and financial resources, and ensuring the availability of the least expensive and most 
effective drugs of acceptable quality. 

1 See document ЕВ68/1981/REС/1, Annex 2, section 6.2. 
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8. Annex 2 contains a detailed account of activities that have been undertaken in the WHO 
regions and at the global level since the Programme was established. Progress, although 

modest, has been achieved, even in the least developed countries. A few countries have 
formulated national drug policies. More than 70 countries have developed lists of essential 
drugs for the public sector, based on the WHO model list.l This could be a useful start to 
the development of broader national drug policies. Same countries have made progress not 
only nationally but also in their relationships with external suppliers of drugs. They are 
considering the development of national drug policies and programmes and are taking measures 
to provide objective information and dispel misinformation about drugs. 

9. Cooperation has taken place between WHO and many Member States in the field of selection 
of essential drugs; quantification of drug needs; development of national distribution 
systems, including storage facilities and logistic support; efforts at quality assurance, 
drug legislation and regulatory control; early feasibility studies for the establishment of 
formulation plant; and manpower development. Cooperation has also taken place between a 
number of developing countries and bilateral and multilateral agencies, sometimes supported by 
regional and world banks, in such areas as setting up local formulation plant, providing 
equipment and paying for experts, WHO often having played a catalytic role. 

10. More than 30 country studies have been undertaken at the request of the Member States 
concerned, with a view to analysing the drug supply situation and drug policy and management. 
The studies were carried out jointly by national experts and by WHO staff in the countries 
and regional offices concerned and from headquarters; in four countries experts from 
pharmaceutical companies participated. A full account of the lessons learned from these 
country studies appears as a part of Annex 2. These lessons have been applied in the plan 
of action that appears below. 

11. Financial support to the Programme has been encouraging. For example, France has 
contributed directly to WHO for the Programme. The following institutions have so far 
supported the Programme at country level: UNDP, UNICEF, the World Bank, the Asian 
Development Bank, and the Inter -American Development Bank. From the donor countries, 
Belgium, Denmark, France, the Fedéral Republic of Germany, Italy, Japan, the Netherlands, 
Norway, Sweden, Switzerland and the United States of America have supported one or more 
countries. 

12. In spite of this progress many problems remain. For example, pool procurement by 
groups of countries has not yet got under way, although it is being considered in three WHO 
regions (Africa, the Americas and the Western Pacific). The lack of progress results from 
the complexity of the process, including difficulties in the establishment of appropriate 
legal and commercial agreements among countries and administrative and financial mechanisms. 

13. The shortage of pharmacists, allied health professionals and other technical staff, 
particularly at the primary health care and immediate referral levels, hampers the 
formulation and implementation of programmes for essential drugs. Training programmes in 
the development and implementation of drug policies, drug distribution and supply and 
pharmaceutical technology are inadequate. In many developing countries medicinal plants are 
widely employed, particularly in primary health care. However, inadequate information 
concerning their efficacy and safety impedes better use being made of them. Efforts are 

being made to supply such information through WHO collaborating centres in traditional 
medicine. 

14. Many developing countries lack the technical expertise, facilities, equipment and 
legislative bases needed to ensure the quality of drugs as purchased. The WHO Ce5tification 
Scheme on the Quality of Pharmaceutical Products moving in International Commerce, though 

1 
WHO Technical Report Series, No. 641, 1979 (The selection of essential drugs: second 

report of the WHO Expert Committee). 
2 

See WHO Technical Report Series, No. 567, 1975, Annex 1.B. 
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accepted by 71 countries, is being inadequately utilized. Even when it is used, it does not 

of itself guarantee quality of drugs in use, since conditions of storage and distribution 

vary among countries and hence the preservation of quality cannot be adequately guaranteed. 

15. In addition to complex technical considerations, political, social and commercial 

factors influence drug policies and their implementation. Thus, the health sector has a low 

priority in many developing and developed countries where health expenditure represents a 

small fraction of the gross domestic product. In spite of attempts by Member States to 

devote more to health, growing economic problems and competing domestic demands often result 

in governments being unable to put more resources into health care. Drug requirements are 

therefore correspondingly inadequately met. In addition, even if resources are allocated 

for purposes of public expenditure in the health field, a large proportion of this expenditure 

may be diverted to prestigious projects primarily located in capital cities or large towns 

which cater to only a small proportion of the population. Even within urban areas there is 

an uneven availability and use of drugs; urban and peni -urban slum dwellers receive less than 

the drugs they require. Therefore, in spite of commendable aspirations, in many developing 

countries it is usually only a minority that benefits from available drugs. On a global 

scale, three -quarters of the world's population, concentrated in developing countries, use 

only about 15% of the world drug production. 

16. In spite of the principles of essential drugs and the use of generic names being part of 

the Action Programme, many physicians regard the concept of essential drugs as being too 

restrictive; and, accustomed to trade names, they do not find it easy or desirable to 

accustom themselves to generic names, since they consider brand names to be a guarantee of 

quality. Many believe generic prescribing of essential drugs is not only an infringement of 

their moral duty towards their patients, but also a denial of a fundamental professional 

right to select the drugs which they consider best suited to the needs of their patients. 

17. As for the commercial factors, the structure of the pharmaceutical industry is complex. 

This industry is one of the most successful high -technology sectors of the world's economy. 

The demand for pharmaceuticals is large and growing. Indeed, the growth rate in the 

pharmaceutical industry far exceeds the growth rate of the gross domestic product of many 

countries. Only a few developing countries have a reasonably well -developed pharmaceutical 

industry, but even in them many of these companies are subsidiaries of transnational 

corporations. 

18. Patent rights for most essential drugs have came to an end, although some manufacturing 

processes may still enjoy such rights. Essential drugs are in general less profitable, 

especially in the small amounts ordered until now by many small developing countries. There 

has been little commercial incentive so far for the multinational companies to set up 
production or formulation facilities to manufacture essential drugs in developing countries. 
The main world supply problem, however, is not potential lack of products, but drug 

availability at prices that developing countries can afford. 

19. Recently new developments have taken place following the declaration before the WHO 

Executive Board in January 1982 by the International Federation of Pharmaceutical 
Manufacturers Associations (IFPMA) that the pharmaceutical firms it represents are ready to 

supply essential drugs for the underserved populations in the developing countries under 
favourable conditions, and to assist in other aspects of the essential drugs programme.) 
Agreement in principle has been reached between WHO and IFPMA to start with a few pilot 
countries with the intention of increasing the number progressively as experience is gained, 

and to cooperate with them in ensuring essential drugs for the public non- profit -making sector 

under favourable conditions. Such cooperation will include development of a national drug 
policy, selection of the drugs most needed for primary health care and the immediate referral 

1 See document ЕB69/1982 /REС/2, summary record of the ninth meeting, section 2. 
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level, estimation of the quantities required, setting up of an efficient drug distribution 

system, and related training. On the basis of this WHO and the countries concerned will 

study the financial implications and search for the most appropriate ways of financing. 

Subsequently, it was agreed between the Director -General of WHO and the Executive Director of 

UNICEF that UNICEF would become a partner in this joint effort. Also, discussions have taken 

place with a number of national industries, such as those of China, Hungary, India and the 

USSR, in relation to offers to supply essential drugs under favourable terms to the developing 

countries. Further details of the above will be provided in an additional annex to be 

distributed at the Thirty -fifth World Health Assembly. 

III. PRINCIPLES 

20. It is in the above context that the following principles will guide the Action Programme 

on Essential Drugs in the coming years. 

21. The Action Programme is a worldwide collaborative programme of Member States, WHO, 

UNICEF, other organizations of the United Nations system, the pharmaceutical industry aid 

other institutions, both public and private. Its objective is to ensure the regular supply 

to all people of safe and effective drugs of acceptable quality at lowest possible cost, in 

order to reach the overall objective of health for all by the year 2000 through health systems 

based on primary health care. 

22. This objective will be accomplished through programmes designed to meet the needs of 

countries on an individual basis, and which emphasize the development and strengthening of 

national capabilities and infrastructures towards achievement of greater self -reliance in the 

pharmaceutical sector through national endeavours and intercountry cooperation. 

23. The Programme will aim at promoting the action required in and by Member States. WHO 
will provide worldwide leadership and coordination for the Programme, in order to arouse 

adequate enthusiasm for it and commitment to participate in it. It will ensure the 
availability of the necessary expertise and will cooperate with Member States on request in 

applying this expertise in the countries concerned. In fulfilment of this role, WHO will 
work closely with national governments, other organizations of the United Nations system and 
in particular UNICEF, nongovernmental organizations, bilateral agencies, and other institutions, 
including the pharmaceutical industry. 

24. The Programme will encompass all countries that so desire, but WHO will give priority 
attention, in terms of both its own resources and those derived from extrabudgetary sources, 
to developing countries. The Programme will be financed from multiple sources - countries 
themselves and bilateral, multilateral and financial institutions. WHO's regular budget at 
country, regional and global levels will be used to promote the most effective use of these 
resources in support of country activities. 

IV. MAIN LINES OF ACTION 

25. The following are the main lines of action of the Programme over the coming years. 

Development of national drug policies as part of comprehensive health policies 

26. The development of national drug policies by all Member States is a major objective of 
the Programme. These policies should form part of broader health policies for attaining the 
goal of health for all by the year 2000 based on primary health care, and should be realizable 
within the limits of the resources mobilized for their implementation. National drug policies 
should therefore relate to health systems based on primary health care, should be consistent 
with the concept of essential drugs, and whenever possible should emphasize preventive health 
care. 
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27. The following are the major components that have to be taken into account when 
formulating a national drug policy: 

(i) identifying therapeutic needs; 

(ii) selecting essential drugs for the different levels of the health care system and in 
particular for primary health care; 

(iii) estimating quantities needed for the various drugs; 

(iv) improving the drug supply system, including procurement, storage, distribution and 
logistic support and related training of personnel. Consideration could be 
given to pool procurement in order to benefit from the economies of scale. 

The system should form part of the general health infrastructure; 

(v) ensuring the proper use of essential drugs through the provision of appropriate 
information and training for prescribers at various levels of expertise and 

particularly for nonprofessional primary health care workers. Where applicable, 
this could include information and training on the proper use of medicinal plants; 

(vi) providing information and education for health workers and the general public 
concerning the proper use of drugs; 

(vii) setting up and strengthening local formulation of certain essential drugs whenever 
this proves to be technically and economically feasible and desirable; 

(viii) local production only when this proves to be technically and economically feasible 

and desirable; 

(ix) ensuring quality control by means that are most appropriate for the country 

concerned; 

(x) monitoring adverse reactions as an integral part of the health care delivery system; 

(xi) introducing appropriate legislation as necessary in such areas as drug registration; 

proprietary and generic names; control of information concerning therapeutic 

indications, contra - indications and side -effects; ethical standards relating to 

drugs of proven efficacy and safety and acceptable quality; quality assurance; 

the legal authorization of different categories of health workers to prescribe 

and/or administer various kinds of drugs, including injectables; price 

regulation and the like; 

(xii) ensuring manpower requirements through the development of adequate numbers of 

manpower of all levels and categories who are able to conceive and implement 

national drug policies according to the concept of essential drugs and to 

undertake any intercountry activities that are needed; 

(xiii) ensuring coordinated multisectoral action by all sectors involved, such as health, 

education, planning, finance, industry, trade, and communications; 

(xiv) introducing an evaluation process to assess the progress of implementation and 

ultimate effectiveness of the national drug policy. 

Intercountry cooperation 

28. Intercountry cooperation is also a major feature of the Programme. Such cooperation 

may take place between developed and developing countries as well as among developing countries. 

The following areas are particularly relevant for such cooperation: 
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(i) pool procurement by a group of countries through TCDC. Since this is a complex 

process, it will require careful development; prerequisites for success include 

full support by the governments concerned; 

(ii) training and manpower development, including on- the -spot training; 

(iii) quality assurance; 

(iv) exchange of information on a wide variety of subjects, including country progress 

reports, reports on adverse reactions, market recalls, registration status, and 

drug prices and availability. 

Action by WHO 

29. WHO will have two major mutually supporting roles, namely a coordinating role and a 
technical cooperation role. 

30. In fulfilment of its role as coordinating authority on international health work the 
Organization will: 

(i) ensure the availability of objective information on the world drug situation, 
including as far as possible information on suppliers, current prices and price 
trends concerning drugs and raw materials; 

(ii) develop international policies in its governing bodies; 

(iii) formulate international programmes and plans of action for their implementation; 

(iv) bring together in various combinations as necessary all concerned parties, 
including developing and developed countries, nongovernmental organizations, 
other organizations in the United Nations system, bilateral agencies, the 
pharmaceutical industry, experts in the different fields involved, and academic 
and research institutions; 

(v) disseminate objective information on therapeutic indications and side -effects 
of drugs that can be used at the various levels of the health system and by 
different categories of health workers; 

(vi) provide guidelines for formulating national drug policies, based on the concept of 
primary health care and essential drugs; for estimating and quantifying needs 
for various types of pharmaceuticals; for planning aid operating procurement 
systems; and for planning and operating drug storage and distribution systems. 

(vii) foster collaboration with United Nations and nongovernmental organizations 
concerned. Such collaboration will take place with UNICEF and other 
organizations of the United Nations system as well as with nongovernmental 
organizations concerned, with a view to ensuring the availability of essential 
drugs for primary health care in developing countries under the most favourable 
conditions. Collaboration with UNIDO, UNICEF, UNCTAD and nongovernmental 
organizations concerned will take place to ensure the availability of information 
on prices and sources of supply, including raw materials and packaging, 
particularly for essential drugs. Strategies will be developed for bringing 
about reductions in the price of essential drugs of acceptable quality for 
developing countries in conformity with resolution WНАЭ1.32; 

(viii) facilitate negotiations between developing countries and the pharmaceutical 
industry to obtain essential drugs of acceptable quality for the underserved 
populations of these countries on highly favourable terms; 

(ix) promote international collaborative research on drug development, distribution 
and proper use. 
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31. In fulfilment of its technical cooperation role, WHO will cooperate with countries on 

request in the following areas: 

(i) developing and implementing national drug policies in all the areas mentioned 

above under that heading; 

(ii) supporting manpower development in collaboration with Member States, nongovern- 

mental organizations and the pharmaceutical industry, through support to on -the- 
spot training activities in such fields as storage, distribution and the proper 
use of drugs; and through identifying suitable training facilities for various 
categories and levels of staff and providing fellowships in both developed and 

developing countries for the preparation and implementation of national drug 
policies. In view of the lack of personnel experienced in management, training, 

quality assurance, procurement, storage and the logistics of supply in many 

national health administrations and in WHO, WHO will support training of 

personnel in these fields at the request of Member States, in collaboration with 
other organizations as appropriate. The training of personnel from developing 
countries will be arranged as far as possible in these countries, but also in 

developed countries; 

(iii) facilitating intercountry cooperation in all areas mentioned above under that 
heading, and in particular TIC -for pool procurement by a group of countries. 

32. Whenever WHO does not have the expertise within its ranks, it will seek it out wherever 
it is to be found on behalf of the requesting country. WHO's technical cooperation role is 
not exclusive; the field is open to all interested parties to cooperate among themselves in 
fulfilment of the Action Programme. In all its technical cooperation activities WHO will use 
the objective information it has generated through its coordinating role. All other parties 
involved in the Programme are also expected to use this kind of information. 

Mobilization of resources 

33. The Action Programme is a new endeavour for which the funds available, both to 

countries and to WHO, are inadequate. Most funds for the implementation of the Programme 
will be required by countries themselves. It is the responsibility of governments to 
allocate funds from national budgets and to request external funding as required from 
international sources. WHO's programme budget will be used to generate the information 
required by countries to develop their programmes as outlined above, to cooperate with them on 
request in applying this information in practice, and to help them mobilize the internal and 
external resources they require. Further details of the financial commitment of governments 
as well as WHO regional offices and headquarters are to be found in paragraphs 36(iii), 
36(ix), 40, 40(х), 42(xiii), and 43. 

34. As part of its coordinating role WHO, in cooperation with UNICEF, will seek the support 
of United Nations funds such as UNDP as well as bilateral and other multilateral agencies for 
essential drug programmes in developing countries. It will also facilitate negotiations 
between developing countries that so desire, the World Bank, regional banks, bilateral 
agencies and the pharmaceutical industry, with a view to obtaining credit, soft loans and 

loans under concessional terms for the development and implementation of essential drug 
programmes, as well as banking privileges for purchasing essential drugs in local currency 
from hard - currency countries. 

V. ROLE OF GOVERNMENTS AND WHO AT COUNTRY, REGIONAL AND GLOBAL LEVELS 

Country level 

35. The Action Programme will encompass all countries that so desire. Participation may 
take the form of development and implementation of comprehensive national drug policies; 
contributions in cash, in kind, or in the form of credit, loans or currency convertibility 
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privileges; or international collaborative efforts in research, training and manpower 

development. Governments desirous of implementing the Action Programme within their own 

country will be expected to accept certain criteria to make their efforts effective. WHO has 

a responsibility to try to influence countries to do so and to support the mobilization of 

international resources for those programmes that comply with the criteria. It also has a 

responsibility to cooperate with countries to identify needs for WHO support in the light of 

the criteria. 

36. The following are the main criteria: 

(i) commitment to the goal of health for all by the year 2000 through primary health 

care; 

(ii) a national commitment to identify countrywide needs for drugs and to establish on 
this basis a national drug policy accordingly; and to plan and implement a 

permanent essential drugs programme and evaluate the results; 

(iii) allocation of national financial resources and personnel to the programme on a 
long -term basis; 

(iv) definition of managerial responsibility for the programme, preferably by the 
appointment of a national manager or coordinator who has the competence, 

experience and authority to develop and implement the programme; 

(y) formulation of realistic plans to identify national therapeutic needs for primary 
health care, select essential drugs to meet those needs, quantify essential drug 
requirements, obtain selected drugs at lowest possible cost while assuring that 
drugs selected are of adequate quality, assure effective domestic distribution, 
use drugs properly, and enact and enforce necessary legislation (in conformity 
with the principle of social equity, particular attention must be paid to persons 
who are socially or economically disadvantaged); 

(vi) formulation of realistic plans, including allocation of resources, to develop 
and strengthen necessary national infrastructures for efficient and effective 
drug procurement, distribution, storage, quality assurance and management, as an 
integral part of the general health system infrastructure based on primary health 
care, and involving the infrastructures of other sectors as necessary; 

(vii) formulation of realistic plans, including allocation of resources, to supply 
technical and managerial manpower needed to operate effective drug supply, 
quality assurance, distribution and managerial systems through appropriate 
training and development programmes and provision of appropriate long -term career 
opportunities; 

(viii) development and implementation of the simplest possible effective systems to 
monitor and evaluate progress, including the review of patterns of drug 
prescribing and use, the measurement of coverage and the assessment of operational 
efficiency. 

(ix) review of financial needs and ways of financing and mobilizing national and 
external funds, as necessary, through presentation of national plans. 

37. Wherever applicable the WHO programme coordinator in the country will act to ensure 
WHO's cooperation in any or all of the above at the request of the government. UNICEF 
representatives will be closely involved. 
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Regional level 

38. Regional committees, supported by the regional offices, will consider ways that are 
most appropriate in the region concerned of actively promoting the development and implementa- 
tion of the Action Programme in Member States and ensuring cooperation to meet the criteria 
outlined above. They will adopt flexible responses in ensuring such cooperation, 
recognizing that each country's needs and capacities to respond to them are specific. 

39. Regional committees will again be asked to decide on the distribution of responsibili- 
ties among Member States with respect to quality control laboratories and regional or 
subregional storage facilities as part of intercountry distribution systems. 

40. In each regional office, an adequate group of staff with suitable budgetary provisions 

for programme activities will be made responsible for the Action Programme. Such staff 

should identify expertise in, or relating to, the region that could be brought to bear on the 

Programme in the region, and will call on such expertise as necessary. Some regions may 

wish to set up formal technical advisory committees. Regional staff responsibilities will 

include the following - it being understood that activities in countries would be carried out 

at the request of Member States: 

(i) to ensure technical cooperation with Member States for the preparation and 

implementation of national drug policies and programmes based on the concept of 

essential drugs, particularly primary health care, as outlined in paragraph 27 
above; 

(ii) to disseminate to countries, through national health authorities, information for 

drug prescribers and nonprofessional primary health care workers and assist 

them in adapting global information to national needs; 

(iii) to ensure the availability of the expertise required by countries in such areas 

as the preparation of drug policies, the estimating of quantified needs, local 

formulation and production, and procurement; 

(iv) to facilitate and support TGDC for pool procurement by groups of countries; 

(v) to support the establishment as necessary of regional or subregional centres for 

quality control testing of drugs, and possibly centres for individual countries 

if required, making sure that the most suitable expertise is engaged in such 

efforts; 

(vi) to support countries in identifying training needs and developing training 

programmes, and to organize intercountry training as required; 

(vii) to identify priority research needs at the regional level; 

(viii) to ensure close collaboration at country level, in the context of primary health 

care, between the Action Programme and other programmes, such as the Expanded 

Programme on Immunization, the Special Programme for Research and Training in 

Tropical Diseases, the Diarrhoeal Diseases Control Programme, the Malaria Action 

Programme, and other disease control programmes; 

(ix) to establish regional lists of experts in the diverse fields involved, to use them 

in technical cooperation with Member States, and to advise Member States wishing 

to engage them directly on the terms of their availability; 
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(x) to identify regional resource needs in support of countries' individual and group 

activities and to provide technical support concerning drugs to country health 

resource groups consisting of bilateral and multilateral partners together with 
the host country; 

(xi) to evaluate the efficiency and effectiveness of the regional programme. 

Global level 

41. The World Health Assembly has a decisive role in developing further the worldwide 

policy basis for the Action Programme and in monitoring and controlling the implementation of 
that policy. The Executive Board has the responsibility of advising the Health Assembly on 

the above, giving effect to the Assembly's decisions, and monitoring and evaluating the 

Programme on its behalf. To this end, it will prolong the mandate of its Ad Hoc Committee on 

Drug Policies. In view of the unusual scope and complexity of the Programme, the 

Director -General will consider appropriate ways of ensuring sound technical advice to the 

Organization. 

42. The major responsibility of the Secretariat at the global level will be to develop and 

coordinate, on behalf of the Board and Health Assembly, a programme containing country and 

regional programmes and interregional and global activities. This will include setting 

global objectives, targets, and priority global research needs. The responsibilities include 

the following: 

(i) to support the Executive Board and the World Health Assembly in developing policy, 
preparing strategies and time -limited plans of action, and fostering their 

implementation; 

(ii) to identify potential partners in the Programme, including organizations in the 

United Nations system, bilateral and multilateral agencies, nongovernmental 
organizations and pharmaceutical firms, and to negotiate the nature and extent 

of their participation; 

(iii) to provide guidelines for formulating-and implementing all aspects of national 
drug policies for adaptation and use by regions and countries; 

(iv) to ensure, on request, technical advice and support to regions, and in 

collaboration with them to countries, in all aspects of drug requirements, 

supply, distribution, storage, purchase, production and proper use; 

(y) to provide, in cooperation with UNICEF, guiding principles for pool procurement 

of drugs, support regions in applying them, and facilitate negotiations on the 

terms of purchase between countries or groups of countries and drug companies; 

(vi) to ensure training as required at the interregional level; 

(vii) to ensure the availability of information on national drug legislation and provide 

examples of model legislation or regulations; 

(viii) to promote research of global significance for the development and proper use of 

drugs, including investigations on methodology to assess quantities of essential 

drugs needed by countries; 

(ix) to develop communications plans to ensure appropriate knowledge about the Action 

Programme by the World Health Assembly and the Executive Board, other 

organizations of the United Nations system, nongovernmental organizations, and 

other potential partners; 
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(x) to develop and maintain the active collaboration of the international pharma- 

ceutical industry with the Programme; 

(xi) to ensure close collaboration at global level, in the context of primary health 

care, between the Action Programme and other programmes such as the Expanded 
Programme on Immunization, the Special Programme for Research and Training in 
Tropical Diseases, the Diarrhoeal Diseases Control Programme, the Malaria 
Action Programme, and other disease control programmes; 

(xii) to identify technical and managerial expertise, whether in government, academic 

circles, industry, consulting firms, etc., to use this expertise as necessary, 
and to advise regions on the terms of its availability; 

(xiii) to mobilize global resources in support of countries' individual and group 

activities, whether through the global Health Resources Group for Primary Health 
Care, through country health resource groups, or by facilitating negotiations 
with international banks and industry for credit, favourable loans and hard 
currency convertibility privileges; 

(xiv) to evaluate the efficiency and effectiveness of the global Programme. 

43. The organizational structure of the Programme at headquarters will conform to the 

normal pattern of programmes whose secretariat activities are funded mainly by WHO's regular 
budget. An adequate group of staff with suitable budgetary provisions will manage and 
coordinate the Programme. 

VI. PLAN OF ACTION FOR 1982 -1983 

44. The following activities will be given priority during 1982 -1983. They will be 

carried out within existing regular budget provisions for that biennium and from available 

extrabudgetary resources: 

DEVELOPMENT OF NATIONAL DRUG POLICIES 

Action by countries 

45. Interested countries will: 

(i) initiate the development of a national drug policy by taking the necessary 
political, managerial and financial steps along the lines indicated in 
paragraph 36 above; 

(ii) appoint a manager or coordinator for drug policy development and implementation; 

(iii) start to prepare realistic plans along the lines indicated in paragraphs 27 and 36 

above, beginning by identifying therapeutic needs, selecting essential drugs, 
and organizing the distribution and supply system; 

(iv) if they have already started the process, continue to develop their national drug 
policies along the lines of paragraphs 27 and 36 above. 

Action by regional level of WHO 

46. On government request, this level will: 

(i) ensure that the necessary expertise is made available to countries through either 
WHO staff or outside experts; 
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(ii) select a few countries initially, in consultation with UNICEF as appropriate, 

based on such criteria as the seriousness of the Government's interest in and 

commitment to primary health care and a national drug policy as part of it, as 

well as the level of socioeconomic development. An additional criterion will 

be the potential for arriving at successful outcomes - for example where 

bilateral and multilateral agencies are working together with a host country 

and it can be expected that basic resource support will be made available. 

It is essential to have a few success stories as an example and encouragement 

to others; 

(iii) collect information on national drug policies and programmes. 

Action by global level of WHO 

47. This level will: 

(i) provide appropriate guidelines, whether these emanate from WHO or from other 

sources; for example, the second report of the WHO Expert Committee on the 

Selection of Essential Drugs (Technical Report Series, No. 641); Guiding 
Principles for the Managerial Process for National Health Development ( "Health 

for All Series ", No. 5); and "Managing drug supply - the selection, procurement, 

distribution and use of pharmaceuticals in primary health care ", prepared by 

Management Sciences for Health, Boston, Massachussetts, United States of America 
(supported by the United States Agency for International Development (USAID) and 

a technical services agreement with WHO); 

(ii) specify further the various components of a national drug policy and provide this 
information to countries; 

(iii) take measures to ensure the collection and dissemination of reports on 
successfully developed national drug policies, with the agreement of countries 
concerned; 

(iv) disseminate objective information on the proper use of drugs for different levels 
of the health system and different categories of health workers; 

(v) support regional offices on request; 

(vi) encourage bilateral and multilateral agencies having the requisite technical 
expertise to cooperate with developing countries in this endeavour and to make 
use of the global guidelines, and coordinate their efforts; 

(vii) identify appropriate expertise on the subject as a whole as well as on specific 
fields, and provide information to the regions on the terms of availability 
of the various experts. 

PROCUREMENT 

Action by countries 

48. Interested countries will: 

(i) quantify needs, in terms of total quantities, as well as location and frequency 
of replenishment required to ensure continuity of supply within the country; 

(ii) set up mechanisms for pool procurement if appropriate; 

(iii) decide whether to participate in group pool procurement through intercountry 
agreements. 
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Action by regional level of WHO 

49. This level will, in cooperation with UNICEF as appropriate: 

(i) ensure technical cooperation on request of governments; 

(ii) facilitate TСDС for group pool procurement, taking into account intercountry 

political, legal, financial and operational arrangements; 

(iii) identify needs for quality assurance, depending on sources of drugs, and initiate 

any action required in this area, making sure that the most suitable expertise 

is involved. 

Action by global level of WHO 

50. In cooperation with UNICEF, this level will: 

(i) facilitate negotiations with the pharmaceutical industry on the terms and 

conditions of purchase by developing countries of essential drugs for their 

underserved populations; 

(ii) ensure the availability of expertise required by regional offices to facilitate 

TСDС arrangements for group pool procurement; 

(iii) encourage additional Member States to accept the WHO Certification Scheme on the 

Quality of Pharmaceutical Products moving in International Commerce. 

MANPOWER DEVELOPMENT 

Action by countries 

51. Interested countries will: 

(i) prepare a manpower development plan to ensure drug policy development and 

implementation; 

(ii) provide training - on the spot, in other countries through intercountry arrange- 

ments, and in indigenous industry where this exists. 

Action by regional level of WHO 

52. This level will: 

(i) support national training activities on request; 

(ii) organize intercountry training courses as necessary; 

(iii) facilitate training through TCDC; 

(iv) ensure training in specific subjects through appropriate placement and fellowships, 

for example, in planning and management of distribution and supply systems. 
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Action by global level of WHO 

53. This level will: 

(i) provide training material; 

(ii) support regions on request; 

(iii) encourage bilateral agencies and the pharmaceutical industry to provide training 

in their particular fields of competence. 

MOBILIZING FINANCIAL RESOURCES 

Action by countries 

54. Interested countries will: 

(i) rationalize the use of resources by focusing on selected lists of essential 

drugs and by ensuring that any additional funds for drugs are allocated 

to primary health care and its immediate referral level; 

(ii) study innovative ways of making drugs available to individuals and communities; 

(iii) study ways of ensuring the replenishment of drug supplies as necessary; 

(iv) include as necessary requests for the essential drugs programme in requests for 

external resources to implement the national strategy for health for all. 

Action by regional level of WHO 

55. This level will, in cooperation with UNICEF as appropriate: 

(i) facilitate arrangements with regional banks for credit, soft loans, hard 
currency privileges and other possible arrangements for procurement of 
drugs by developing countries for their underserved populations, based 
on best estimates of the sums involved; 

(ii) promote the study, by groups of bilateral and multilateral agencies together 
with the host countries, of the best ways of ensuring financial resources 
for the implementation of well -defined national drug policies. 

Action by global level of WHO 

56. In cooperation with UNICEF, this level will: 

(i) hold discussions with representatives of the pharmaceutical industry with a view 
to obtaining the most favourable terms and conditions for the procurement of 
essential drugs by developing countries for their underserved populations; 

(ii) encourage bilateral and multilateral agencies to provide financial support to 
drug programmes of developing countries and apprize the global Health Resources 
Group for Primary Health Care of the financial needs of developing countries 
for drugs as part of their strategies for health for all, with a view to 
obtaining grants or soft loans; 

(iii) facilitate negotiations to obtain for developing countries credit, soft loans 
and hard currency privileges from the World Bank and other international banks 
based on best estimates of the sums involved; 

(iv) inform the Executive Board and the World Health Assembly of extrabudgetary 
requirements to carry out WHO's activities. 
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LEGISLATION 

Action by countries 

57. In some countries it will be necessary to introduce appropriate legislation immediately. 

These countries should identify their needs along the lines outlined in paragraph 27(xi), 

which deals with legislation, and should legislate as necessary to satisfy these needs. 

Action by regional level of WHO 

58. This level will provide technical support on legislation, on request of governments, 

and ensure the availability of outside expertise as necessary. 

Action by global level of WHO 

59. This level will: 

(i) ensure the availability to countries of information on drug legislation throughout 

the world; 

(ii) provide guidelines and models for preparing relevant legislation than can be 

adapted by countries to their specific needs. 

MONITORING AND EVALUATION 

60. A detailed work plan for 1982 -1983 will be prepared. In addition to facilitating 

implementation, this will permit the monitoring of progress and evaluation of the effective- 
ness of the Programme. The work plan will be reviewed by the Executive Board's Ad Hoc 
Committee on Drug Policy immediately after the Thirty -fifth World Health Assembly, and the 
first monitoring of progress will be carried out by the Executive Board at its seventy -first 
session in January 1983. 
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RELEVANT HEALTH ASSEMBLY RESOLUTIONS 

WHA31.32 Action programme on essential drugs 

The Thirty -first World Health Assembly, 

Recalling resolutions WHA28.66 and EB61.R17; 

Having considered the progress report of the Director -General on drug policies and 

management ;l 

Realizing that large segments of the world's population do not have access to the most 

essential drugs and vaccines that are indispensable to ensure effective health care; 

Recognizing the importance of an adequate supply of essential drugs and vaccines to 

meet the real health needs of the people, through the implementation of national programmes 
of health care; 

Deeply concerned by the high proportion of health budgets spent on pharmaceuticals by 
governments, particularly of developing countries, thereby limiting the remaining funds 
available for the provision of adequate health care to the whole population; 

Stressing the need to provide essential drugs of adequate quality, in sufficient quantity 
and at reasonable cost to meet the health needs of these countries; 

Considering that local production of essential drugs and vaccines is a legitimate 
aspiration which developing countries have expressed on many occasions, and that considerable 
progress has been achieved in some countries; 

Considering that the establishment of a pharmaceutical industry in countries where it 

does not exist requires transfer of appropriate technology and investment, and that most 
developing countries cannot afford this without international cooperation; 

Recognizing the importance of objective information about pharmaceuticals and the risk 
of uncontrolled promotional activity by manufacturers, particularly in developing countries; 

Convinced that collective purchases of large quantities of pharmaceuticals would 
substantially reduce their costs; 

Convinced that urgent international action is required to alleviate this situation 
through the establishment of an action programme of technical cooperation on essential drugs 
aimed at strengthening the national capabilities of developing countries in the field of 
selection and proper use of essential drugs to meet their real needs, and in local production 
and quality control, wherever feasible, of such drugs; 

Highly appreciating the steps already taken by the Director -General to make available 
essential drugs and vaccines necessary for the extension of the health care coverage of the 
population; 

1. ENDORSES resolution EB61.R17; 

2. URGES Member States, particularly developing countries, to: 

(1) establish adequate drug procurement, storage and distribution systems in order to 
make available drugs of adequate quality, at reasonable prices, to the population; 

1 Document A31/12. 
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(2) establish national drug lists or formularies by international nonproprietary 
(generic) names, including essential drugs selected on the basis of the health needs 
of countries and taking into account the criteria of the WHO Expert Committee on the 
Selection of Essential Drugs (Technical Report Series, No. 615); 

(3) enact legislation as appropriate covering drug registration, use or prescription 
by generic names, control of drug information, including therapeutic indications and 
mention of side -effects, price regulation and definition of the types of drugs 
authorized for use or prescription by different levels of health workers; 

(4) collaborate in the exchange of information on drug policies and management through 
bilateral or multilateral programmes and WHO; 

3. REQUESTS the Director -General: 

(1) to continue to identify the drugs and vaccines which, in the light of scientific 
knowledge, are indispensable for primary health care and control of diseases prevalent 
in the population, and to update periodically this aspect of the report of the WHO 
Expert Committee on the Selection of Essential Drugs; 

(2) to cooperate with Member States in formulating drug policies and management 
programmes that are relevant to the health needs of populations and are aimed at 
ensuring access of the whole population to essential drugs at a cost the country can 
afford; 

(3) to improve existing WHO supply services for drugs, including vaccines, and medical 
equipment, through closer collaboration with the United Nations Children's Fund, and to 
ensure that developing countries take full advantage of such services; 

(4) to ensure collaboration with the United Nations Development Programme, the World 
Bank aid regional development banks and funds, the United Nations Children's Fund and 
the United Nations Industrial Development Organization with a view to ensuring that 
technical expertise and financing are made available to interested countries for 
establishing, wherever feasible, local production corresponding to their health needs, 
it being understood that financing should be independent of the source of technology; 

(5) to develop further the dialogue with pharmaceutical industries in order to assure 
their collaboration in meeting the health needs of large underserved segments of the 

world's population; 

(6) to study how prices of pharmaceutical products are determined and possible 
strategies for reducing such prices, including the development of a code of marketing 
practices, with special emphasis on pharmaceutical products essential for the popu- 
lations of developing countries; 

(7) to take appropriate steps to cooperate with Member States in developing quality 

control systems for drugs, whether imported or locally produced, and to establish 

regional quality control networks; 

(8) to foster exchange of information among Member States on drug policies and 

management and on technical aspects of pharmaceutical products; 

(9) to submit to the sixty -third session of the Executive Board a comprehensive action 

programme as outlined above, aimed at fostering technical cooperation among developing 

countries, and to stimulate bilateral aid multilateral cooperation in this programme; 
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(10) to invite the participation of governments directly interested in implementing 
this action programme in their own countries, governments willing to provide support, 
relevant United Nations agencies, and other appropriate cooperating parties; 

(11) to submit a report on the progress achieved in the implementation of this action 
programme to subsequent sessions of the Executive Board and Health Assembly. 

Twelfth plenary meeting, 23 May 1978 
(Committee A, third report) 

WHA32.41 Action programme on essential drugs 

The Thirty- second World Health Assembly, 

Recalling resolutions WHA31.32 and EB63.R20; 

Convinced that an adequate supply of essential drugs is indispensable for attaining 
health for all by the year 2000; 

1. ENDORSES resolution EВ63.R20; 

2. REITERATES the validity of the guiding principles embodied in resolution WHА31.32; 

3. THANKS the Director -General for his progress report;l 

4. URGES Member States to take action in accordance with resolution WHA31.32 and to 
participate in the action programme on essential drugs, concentrating on ways and means 
of rational procurement, on more suitable training, and on fuller and more objective 
information of all health workers involved in the utilization of drugs; 

5. REQUESTS the Director -General to establish a special programme on essential drugs, 
including its administrative structure,2 and to make provision for the initial financing from 
the Director -General's and /or Regional Directors' Development Programmes, if necessary. 

Fourteenth plenary meeting, 25 May 1979 
(Committee B, seventh report) 

1 Document А32/10. 

2 See document ЕВ63/48, resolution ЕВ63.R20, para. 3, and Annex 7, section 6. 
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ACTIVITIES UNDERTAKEN IN THE WHO REGIONS AND AT THE GLOBAL LEVEL 

African Region 

1. In the African Region studies on drug policies and management have been carried out in 

more than 12 countries, with the participation of national experts, regional offices and 
headquarters staff. 

2. The main objective was to develop national drug policies and technical cooperation in 
the field of pharmaceuticals. Short reports on country visits as a part of these studies 
appear below. 

(i) Burundi 

From 1979, following a request from the Ministry of Health, the country drug 

supply situation has been analysed. WHO staff have worked in collaboration 
with the pharmaceutical industry, experts being contributed by Ciba -Geigy, 
Hoffman -La Roche, Sandoz, and Smith, Kline & French. The study has focused on: 
(a) national drug policy, including the selection and quantification of essential 
drugs; (b) development of infrastructure for drug supply; (c) strategy for 
improvement of the present situation, including local formulation of selected 
essential drugs and development of managerial expertise; (d) development of 
short- and medium -term plans of activities for the implementation of the above. 
A progress report on the Burundi project is being prepared. 

(ii) Botswana 

In collaboration with the Ministry of Health, WHO has helped in the development 
of national drug policies and provided experts on drug legislation and local 
formulation. Additional inputs - for example, work on the establishment of a 

list of essential drugs, drug supply and distribution, and quality assurance 
towards the establishment of a national drug policy - have been undertaken with 
the collaboration of the Government of Norway. As a consequence, two Norwegian 
pharmacists will work in Botswana for one year, one in the Central Medical Stores, 
and the other to assist in the establishment of a quality assurance system. 

(iii) Gabon 

WHO staff visited Gabon in 1981, primarily to collaborate in the formulation of a 
national drug policy. Several recommendations were made to the Government. 
These include revision of the national formulary aid improvement of quality 
assurance, drug legislation, and the distribution and procurement systems. 

(iv) Gambia 

The Government has been assisted by a number of United States pharmaceutical 
companies in the identification of essential drugs, introduction of a supply 
system, training for quality assurance, and the provision of adequate storage 
facilities. In addition, at the request of the Ministry of Health, WHO has 
recently reviewed the existing drug laws in Gambia aid submitted proposals for 
new draft legislation on pharmaceuticals, primarily to serve as the basis for a 
national drug policy. 
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(v) Ghana 

At the request of the Ministry of Health, WHO has collaborated in the improvement 

of local formulation of essential drugs. Recently interest has also been evinced 

in cooperation in the formulation of national drug policies. 

(vi) Kenya 

In 1979, the Ministry of Health launched a programme to improve the level of 

health care for the rural population of Kenya. At the initial stage, WHO 

provided experts to assist the essential drugs programme drawn up by a national 

task force. This included a situation analysis and the setting up of an 

appropriate drug management and supply unit. The objectives of this unit are to 

increase the availability of a limited range of essential drugs, suitably packed 

in appropriate quantities, to the rural health facilities; to improve the usage 

of drugs; and to prevent wastage by better management and training of health 

workers. A standard list of essential drugs, manuals for clinical diagnosis and 

management of patients, including standard treatment schedules, drug rations 

ration kits, public information on drugs, etc. have been developed. Most of 

this work was done by the Ministry of Health in collaboration with Danish 

International Development Agency (DANIDA) experts. Pilot programmes in two 

districts have been tested with great success. This can be deduced from the 

overall reaction and enthusiasm of health workers at all levels, and the 

significant decrease in the number of patients coming from the rural areas to the 

district hospitals since the introduction of the programme. The programme is 

now being expanded to other districts. DANIDA has provided Kenya with experts 
for the implementation of this programme. The Swedish International Development 

Agency (SIDA) is considering supporting Kenya in a programme on essential drugs. 

UNICEF has provided expertise for international procurement as well as aid for 
the cost of quality control analysis. Collaboration is anticipated in imple- 
mentation of a rural health programme by providing an adequate infrastructure 
development for the supply of essential drugs. 

(vii) Lesotho 

The Government of Lesotho, aided by the Government of the Netherlands, the 

Dutch Development Bank and other donors, and with the technical support of the 
International Dispensary Association (a non- profit pharmaceutical service 
•organization), established the Lesotho Dispensary Association (LDA) in 1977. 

LDA manufactures and distributes drugs to several medical institutions in 

Lesotho. Further enlargement of its facilities is being undertaken so as to 

satisfy to its best capacity subregional and regional requirements. 

(viii) Mauritius 

A WHO consultant visited Mauritius in 1980 to analyse the drug supply situation 
and identify problems. Several alternative approaches were recommended to the 

Government for improvement of the present situation. 

(ix) Rwanda 

Following discussions with the Government, a fact -finding mission was undertaken 
in 1980. This mission included Danish experts in collaboration with experts 
from the Danish pharmaceutical industry and WHO staff. The drug supply situation 
was studied and the constraints identified. A set of recommendations was proposed 
to the Government, including the holding of a national workshop, mainly with the 

purpose of formulating a national drug policy. Proposals for the funding of this 
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workshop were made to DANIDA, and these have been accepted in principle. A 
pilot project in Butare for local formulation facilities is being supported by 
the Belgian Government. 

(x) Senegal 

WHO, in collaboration with national experts, has studied the drug supply 

situation in Senegal. The French Government and a French group of industries 
(SNIP) have shown interest in collaborating, particularly in the areas of quality 
control, distribution, and manpower development. The World Bank will provide a 
loan for the development of distribution facilities in the rural areas, the 

purchase of some equipment for local formulation facilities, and the import of 

raw materials for essential drugs. 

(xi) Swaziland 

Following a request from the Ministry of Health, WHO staff studied the country 

drug supply situation in 1981, proposed the revision of drug legislation, and 

made other recommendations for improvements. 

(xii) Mozambique 

In 1977, Mozambique developed a national pharmaceutical policy in keeping with 

the objective of expanding health services. Under this policy essential drugs 

are provided free of charge. A national drug formulary was published in 1977 

and revised for the first time in 1980. After the formulary, a national thera- 

peutic guide was developed and distributed. The above activities have been 

implemented entirely by the Ministry of Health, WHO collaborating in the field 

of drug distribution and quality control. 

Э. According to the information received at WHO, the following countries have established, 

or are in the process of establishing, collaboration with bilateral agencies in the field of 

pharmaceuticals in the African Region: 

Countries in Region Cooperating countries 

Botswana Norway 

Burundi Belgium 

Ghana Federal Republic of Germany 

Kenya Denmark, Sweden 

Lesotho Netherlands 

Madagascar China 

Malawi Federal Republic of Germany 

Mauritania Japan 

Rwanda Belgium, Denmark 

United Republic of Tanzania Denmark, Finland, Netherlands, 

Sweden 

4. During 1980 and 1981, drug policies and management and TCDC in the field of pharma- 

ceuticals were discussed at several meetings in the African Region, with the aim of promoting 

the establishment of national drug policies in accordance with the primary health care 

approach. These meetings included the Regional Committee itself as well as meetings of 

experts at the regional level. 
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5. A list of essential drugs, vaccines and sera has been agreed upon by 33 Member States 

of the Region and is intended to form a basis on which these countries can pool procurement 

facilities. It is anticipated that WHO and UNICEF will collaborate on administrative, 

technical and financial mechanisms. 

Region of the Americas 

6. In the Region of the Americas, resolution XXII of the thirty - second session of the 

Regional Committee (1980) requires study of mechanisms for collective purchase of large 

quantities of selected health inputs, including drugs. The use of revolving funds and 

other mechanisms for drug procurement is being developed. 

7. The Organization has collaborated with governments of the Region in the development of 
national drug formularies, which are being increasingly recognized by health authorities as 
important tools to rationalize drug procurement in the public sector. The subsequent step 
is the establishment of subregional formularies to serve as the basis for planning sub - 
regional production and bulk purchases, as in the Andean Pact countries. 

8. Several national, subregional and regional meetings have been organized to promote WHO's 
policies on quality control and good manufacturing practices, and to discuss the use of 
generic names (INN) aid the need to coordinate drug regulatory activities. A meeting to 

promote the formulation of national drug policies in the Region was convened in October 1981 
with the participation of 12 countries. 

9. In the English- speaking Caribbean, the Organization has supported the establishment of a 
Caribbean drug testing laboratory to serve the area in specialized pharmaceutical assays 
(toxicological and microbiological). One professional staff member has been recruited by 
the Organization to assist in this control laboratory. 

10. In Brazil, collaboration continued in the development of an integrated national drug 
control system, with financial support from UNDP. 

11. The Organization has received active collaboration from industry in the Region. 
National and subregional short -term courses on good manufacturing practices and plant 
inspection were organized by the Organization's regional drugs control programme. 

12. Regular information in Spanish on the safety and efficacy of drugs has been provided 
in a special quarterly section of the Boletin de la Oficina Sanitaria Panamericana. 

13. An interdisciplinary operational research project has been undertaken to assess the 
management and use of drugs in selected health centres, hospitals and health posts. In 
five countries, deficiencies were apparent at various levels of the pharmaceutical supply 
systems, from selection and procurement to distribution and use. The problems will be 
analysed and approaches will be developed for their solution.. The need to strengthen health 
infrastructures to deliver drugs to patients at the primary health care level will also be 
studied. 

14. A number of other country and intercountry activities are in progress in the Region of 
the Americas, with or without the Organization's direct involvement, for example: 

(i) The development of subregional drug policies among the Caribbean Community and 
Andean Pact countries. 

(ii) Barbados - a drugs service for the public sector which provides centralized 
procurement, coordinates distribution, and monitors use. 
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(iii) Cuba, Guyana, and to a degree Mexico have a comprehensive national intersectoral 
drug policy and are now in the stage of implementation. 

(iv) Ecuador - the Ministry of Health is collaborating with PAHO/WHO in the formulation 
of national drug policies. 

(v) Guatemala has initiated government quality control activities. A project 
proposal for the development of a national quality control programme is under 
consideration by UNDP. 

(vi) Haiti has started collaboration with USAID in the supply of essential drugs. 

(vii) Panama is working to strengthen its drug supply management. 

(viii) Peru is undertaking an essential medicines programme with industry's collaboration 
to supplement the established basic dr„q nrncranm,a 

South -East Asia Region 

15. In the South -East Asia Region various activities have been undertaken with regard to 

the Action Programme. As early as 1977 country visits were made by Regional Office staff in 

collaboration with headquarters. In consequence a regional seminar was held in Colombo in 

1978 and technical discussions on drug policies and management were held during the Regional 

Committee's session in November 1979. Comprehensive information is now available on the 

pharmaceutical supply situation in each country of the Region. Critical areas of the drug 

supply situation at country and regional levels have been identified and recommendations for 

improvement have been discussed. A meeting on TGDC among the Member States of the Region 

took place in 1980 and areas of possible cooperation were identified. Funding for this 

activity is under consideration by UNDP. 

16. Bangladesh. In 1977 WHO staff, in collaboration with national experts, analysed the 

drug supply situation and identified deficiencies. A short list of Зl essential drugs for 
primary health care was drawn up. Various activities have been carried out since then, 

among others secondment of a WHO expert to collaborate in the construction and running of 

the new Government Pharmaceutical Production Unit (GPPU), supported partially by UNICEF in 

the form of production machinery. In the field of local formulation the Government of the 
Netherlands has also provided financial support to Bangladesh. A loan for the purchasing 
of raw materials needed for the local formulation of essential drugs has been worked out by 

the Asian Development Bank (ADB) and proposed to the Government of Bangladesh. 

17. Burma. After studying and analysing the drug supply situation in Burma, the Ministry 
of Health has undertaken several activities in collaboration with WHO, such as the 

establishment of lists of essential drugs for the different levels of health care, 
improvement of the formulation capabilities of the Burma Pharmaceutical Industry (BPI), with 

the financial assistance of UNICEF, and the establishment of a national quality control 

laboratory with the financial assistance of UNDP. Contact has been established with 

potential donors and financial institutions to mobilize funds needed for the extension of 

BPI. The Government has received a loan from the Asian Development Bank for its essential 

drugs programme. 

18. Indonesia. A comprehensive national drug policy was formulated by the Government in 

collaboration with WHO and with financial support from UNDP. It includes the establishment 

of lists of essential drugs for the different levels of health care, new registration 

procedures, drug monitoring systems, the review of drug legislation, manpower training, etc. 

The Asian Development Bank, in collaboration with WHO, has undertaken the required 

feasibility studies in the field of local formulation of some essential drugs for primary 

health care. The Japanese Government has shown interest and has, in principle, agreed to 

assist with the establishment of a national quality control laboratory. Experts in drug 

and food control have been seconded by the Federal Republic of Germany. The expansion of 

vaccine and sera production has been partially financed by USAID. 
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19. Mongolia. The drug supply situation in Mongolia was studied by WHO staff in 1981. 
WHO's collaboration has been requested for the strengthening of production of intravenous 
fluid in plastic containers. 

20. Nepal. The country drug supply situation was analysed in 1977 and recommendations for 
improvement have been discussed. For the strengthening of local formulation capabilities, 
Nepal's Royal Drugs Ltd has received technical aid financial support from the Government of 
the Netherlands, UNDP, UNICEF, WHO and UNIDO. Drug utilization studies were initiated in 
1982 with WHO staff support. A programme for drug delivery to the three mountainous 
districts is being finalized. 

21. Sri Lanka. A feasibility study for the establishment of government local formulation 
plant was undertaken together with experts from the State Pharmaceutical Cooperative (SPC). 

Funding agencies have been approached for the financing of this project. The Asian 
Development Bank sent a mission to carry out feasibility studies on local formulation and 
drug distribution. The Swiss Government has collaborated with UNIDO in the financial 
support of the essential drugs programme. 

22. Thailand. The country drug supply situation was analysed in 1977. A national drug 
policy has recently been formulated by the Government and a national list of essential drugs 
has been drawn up. Collaboration in the preparation of a plan of action for the 
implementation of the newly formulated national drug policy and for drug utilization studies 
and manpower training is anticipated. 

European Region 

main areas of interest in the European Region are clinical pharmacology, drug 
evaluation, and drug utilization. The European Regional Office has helped in the establish- 
ment of bilateral agreements between developed and developing countries. 

24. Countries in the European Region have shown keen interest in the Action Programme, and 
have extended their support, particularly to the governments of developing countries in the 
form of training of manpower and direct financial and technical support on a bilateral basis. 

25. A survey of the pharmaceutical supply system has been carried out in Morocco. WHO has 
started collaboration in reviewing the national lists of essential drugs for the public 
sector and, jointly with UNICEF, in studying the feasibility of setting up a new government 
formulation plant for some primary health care drugs. 

Eastern Mediterranean Region 

26. In the Eastern Mediterranean Region, simplified utilization studies to collect data on 
drug requirements and cost per capita per year have been carried out in Djibouti, Somalia, and 
Sudan. 

27. WHO and UNICEF sent a joint mission to Sudan in 1981 at the request of the Ministry of 
Health to assist in formulating an appropriate national policy based on primary health care 
and the essential drugs concept. A plan of action has been drawn up and WHO has assisted 
the Government in the selection and quantification of essential drugs for the different 
levels of health care, drug distribution, management of the central medical store and quality 
control aspects. UNICEF is supplying Sudan with some essential drugs for primary health 
care. According to information received by WHO, the Federal Republic of Germany is 

interested in supporting the development of a drug distribution infrastructure in southern 
Sudan. 



A35/7 

page 26 

Annex 2 

28. WHO staff, with the participation of experts from the pharmaceutical industry, 
analysed the drug supply situation in Somalia and Yemen Arab Republic. Somalia has signed 
an agreement with an Italian pharmaceutical group (Pharmex) for the supply of some essential 
drugs for the primary health care programme. This agreement includes training for Somalia 
nationals in drug distribution, quality control, and drug management, as well as the 
provision of experts from Italy. Substantial progress is reported to have been made. 

29. Technical and financial support was provided for the establishment of a standard 
reference laboratory in Egypt. 

30. In collaboration with the Ministry of Health and Social Welfare of Pakistan, WHO 
conducted an International Workshop on Quality Control of Pharmaceuticals in Karachi in 

September 1981. 

Western Pacific Region 

31. In the Western Pacific Region, emphasis has been placed on the development of a joint 

purchasing system for the South Pacific countries. A common list of essential drugs has 
been established for these countries. Several consultants have been provided by WHO to work 
out the technical, financial, administrative and legal aspects of this programme, which 
includes bulk purchasing, quality control and storage facilities, and distribution mechanisms. 
There are several constraints and progress has therefore been slow. 

32. Collaboration has been initiated with China in the fields of medicinal plants and 
biologicals. China has expressed its willingness to collaborate with the Action Programme 
for the supply of certain essential drugs at very favourable prices. An interregional 
meeting on the standardization and use of medicinal plants was held in China in November 1980. 

33. The Regional Office has collaborated in the programmes of essential drugs in Laos and 

Viet Nam. 

Lessons from the country studies 

34. More than 40 country studies have been undertaken at the request of Member States in all 
the regions. These studies were aimed at analysing the pharmaceutical supply situation and 

assessing the extent of the application of national drug policies and management systems. 
The studies were carried out by national experts and WHO staff with, in some cases, the 

collaboration of experts from the pharmaceutical industry. The experience gained from the 
various missions undertaken shows also the extent of interregional activities. 

35. The following lessons have been learned from the studies: 

(í) Problem analysis in situ is important to support Member States in developing 

practical measures for improving their pharmaceutical supply situation. 

(ii) Pharmaceuticals are an important component of national health delivery systems. 

The scarcity of financial and manpower resources makes the supply of pharmaceuticals 
difficult in most developing countries, particularly at the periphery. To ensure that 

pharmaceuticals are available to all who need them, a combination is required of some 

or all of the following elements of a comprehensive drug supply system: selection, 

procurement, distribution, logistics of supply, quality assurance, essential information 

for proper usage, simple formulations, packaging and labelling, local production 

wherever feasible, and monitoring of adverse reactions. 
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(iii) To ensure the right combination, national drug policies and adequate strategies for 
implementing them are essential. A multisectoral approach is required with the 
activities both inside and outside the country covering all sectors involved: health, 
education, planning, finance, industry, trade, etc. Such policies are particularly 
important if drugs are to play a major role in health delivery systems, especially 
through primary health care, at costs countries can afford; the acceptance of the 
principle of essential drugs is of paramount importance. In applying these policies, 
cost -benefit analysis, the possible advantages of bulk purchasing, and various options 
for supply systems, also have to be taken into account. 

(iv) National commitment - in economic, political and administrative terms - is 
essential for the formulation and implementation of effective drug policies. This 
should reflect the economic capacity of the country. It is a continuing process of 
gradual and realistic improvement. 

(v) To plan and implement a national drug policy, a national focal point has to be 
established. 

. (vi) There is a need for coordination of action: 

ј 

(a) within the health sector, at the different operational and policy levels; 

(b) among the health sector and other sectors involved, as well as nongovernmental 
organizations at country level; 

(c) between the country concerned and external parties involved; 

(d) among external parties concerned, at the international level. 

Several organizations are providing inputs for drug supply to developing countries. 
Certain positive responses have been obtained from multilateral and bilateral agencies, 
nongovernmental organizations and philanthropic bodies for the supply of essential drugs. 
The coordination of these efforts and, especially, of within -country supply systems, both 
of the government and of non -profit making organizations, is an important component of 

the strategy; however, any action in this respect is a matter for national decision. 
WHO can play an effective coordinating role to facilitate relationships between the 
various parties. 

(vii) There is a need for technical cooperation between developed and developing 

countries, especially to enable the transfer of know -how and technology. For the 

implementation of the components of a national drug supply system that are temporarily 
beyond a country's capabilities, the TGDC approach would be the best solution. 

36. The following is a summary of the TGDC activities noted during the country studies. 

(i) In the African Region several regional and subregional meetings have been held to 
develop concrete plans for group bulk purchase, quality control, and training of 

manpower. 

(ii) In the Region of the Americas there has been cooperation among various Member 

States and subregional groups (such as the Andean Pact countries and the Caribbean 
Community) since as early as 1973. This activity mainly focuses on uniform legislation 
in the health field including pharmaceuticals and quality assurance. 

(iii) In the South -East Asia Region plans have been initiated for ТФС among Member 
States, and two meetings have been organized to discuss areas for TCDC among countries 
of the Region. 
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(iv) As an example of interregional cooperation between the South -East Asia and Western 

Pacific Regions, the ASEAN countries have developed programmes and received financial 
support from UNDP for technical cooperation in the following areas: exchange of 

information, manpower development, good manufacturing practices, development of 

reference substances, quality control, and drug evaluation. 

(v) In the European Region, where nearly all Member States are industrialized, there 

has been intercountry collaboration in the field of drug utilization and exchange of 

information, and Member States have also shown interest in collaborating with developing 
countries in other regions both in the public and private sectors. 

(vi) In the Eastern Mediterranean Region the Islamic Development Bank and the League of 
Arab States have taken preliminary steps regarding the supply and quality control of 

pharmaceuticals. 

(vii) In the Western Pacific Region the South Pacific Bureau for Economic Cooperation has 
initiated the establishment of a South Pacific joint pharmaceutical service which includes: 
bulk procurement, quality control, storage and repackaging facilities, and manpower 
development. In addition, exchange of information, training quality control and other 
laboratory services are also being started. Certain problems have been encountered, and 
are being carefully studied by the countries and regional offices concerned. 

Global level 

37. At the global level the Action Programme on Essential Drugs has developed: 

(i) a model list of essential drugs;1 

(ii) guidelines for the establishment of a low -cost formulation plant in developing 
countries; 

(iii) basic elements of drug legislation and regulatory control for developing countries. 

Information sheets on essential drugs for the different levels of health care worker are in 
the final stages of prepration and field testing. 

38. Other work in preparation includes: guidelines on the formulation of national drug 
policies; guidelines on drug distribution and management; manuals for the training of primary 
health care workers on the proper handling of a limited number of essential drugs; and a 
manual on the use of the most widely employed medicinal plants. 

39. At the request of the regional offices, technical support has been provided for the 
development of programmes on essential drugs at country and regional levels. This support 
includes: 

(í) preparation of technical documents for regional /subregional meetings on the 
various components of drug policies and management; 

(ii) evaluation of country needs for essential drugs; 

(iii) provision of expertise in analysing specific aspects of drug policies and 
management, e.g., the selection of essential drugs; 

1 A first list, prepared by the WHO Expert Committee on the Selection of Essential Drugs, 
was published in WHO Technical Report Series, No. 615, 1977; an updated list prepared by 
the Expert Committee appeared in WHO Technical Report Series, No. 641, 1979. 
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(iv) assistance in the preparation of project documents for submission to donors, to 

support the implementation of country and regional programmes; 

(v) identification of training places and organization of training programmes. 

40. Dialogue with the pharmaceutical industries has continued and several informal meetings 
have been held, both individually and collectively. The International Federation of 

Pharmaceutical Manufacturers Associations (IFFMA) and the World Federation of Proprietary 
Medicine Manufacturers (WFPMM) made a specific offer of collaboration with the Action 

Programme on training in quality control and good manufacturing practices. IFPMA offered, 
on behalf of member companies, to provide training in industrial laboratories for government 
technicians in the field of quality control, and WFPMM to provide training in Good 
Manufacturing Practices. In the case of IFPMA's offer, transportation costs from the country 
to the training establishment are the responsibility of the government concerned. WFPMM's 
offer also includes transportation costs and some living allowance. To date six candidates 
have undertaken IFPMA's training programme and eight more candidates will follow. Two 

candidates for the three places offered by WFPMM are undergoing training. 

41. Collaboration with other organizations in the United Nations system, such as UNICEF, 
UNDP, UNIDO and UNCTAD, has been developed in order to ensure their participation and support. 

(i) With UNICEF, collaboration has been initiated in two major areas: 

(a) The provision of some essential drugs to support the implementation of 
primary health care programmes in the least developed countries (LDCs). 

(b) Pool procurement schemes for essential drugs for African countries. 
Joint visits by WHO and UNICEF staff were undertaken in Morocco and Sudan, and 
several joint meetings were convened to discuss the setting up of an appropriate 
procurement scheme. 

(ii) UNDP financial support is required at all levels for the Programme. To date, 
financial support has been provided for some country and regional programmes, and 
for the ASEAN TCDC programme in pharmaceuticals. 

(iii) Collaboration with UNIDO has related to: (a) the exchange of information on the 
production aspect of raw materials of essential drugs; (b) prices and sources of 
.supply. WHO also participated in the preparation of background documentation for 
the UNIDO International Conference on Pharmaceuticals held in Cancun, Mexico in 
1980, and in Lisbon in 1981. A recent interagency meeting with UNIDO identified 
broad areas of mutual collaboration and utilization of expertise (especially at 
country level) in the field of pharmaceuticals. 

(iv) Collaboration with UNCTAD is primarily on the exchange of information with regard 
to the transfer of technology and the international pharmaceutical trade, based 
on country surveys carried out by UNCTAD. 

(v) Collaboration with the United Nations Centre on Transnational Corporations has 
also commenced. 

42. While some countries have formulated comprehensive national drug policies based on 
primary health care and the essential drugs concept - for example, Afghanistan, Democratic 
Yemen, Cuba, Guyana, Malaysia, Mexico, Mozambique, Singapore, Somalia, Sudan and Thailand - 
others are in the process of formulating or revising the existing drug policies; these 
include Benin, Botswana, Brazil, Burundi, China, Congo, Ecuador, Ethiopia, Fiji, Gabon, 
Ghana, India, Indonesia, Kenya, Madagascar, Nigeria, Peru, Philippines, Rwanda, Senegal, Togo, 
Zaire, and Zambia. 
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43. In addition to what has been done in this field by the developed countries, some 70 
developing countries have established lists of essential drugs for the public sector or 
national formularies. These are listed below, according to information available in WHO: 

African Region 

Angola, Botswana, Burundi, Cape Verde, Comores, Congo, Ethiopia, Gambia, Ghana, 
Guinea -Bissau, Kenya, Lesotho, Malawi, Mauritania, Mauritius, Mozambique, Rwanda, 
Seychelles, Togo, United Republic of Tanzanía, Zaire, Zambia, Zimbabwe; 

Region of the Americas 

Argentina, Bahamas, Barbados, Bolivia, Brazil, Chile, Colombia, Costa Rica, 
Cuba, Dominica, Dominican Republic, Ecuador, El Salvador, Grenada, Guatemala, •Guyana, 
Haiti, Honduras, Jamaica, Mexico, Nicaragua, Panama, Peru, St Lucia, Suriname, Trinidad 
and Tobago, Uruguay, Venezuela; 

Eastern Mediterranean Region 

Afghanistan, Democratic Yemen, Somalia, Sudan; 

European Region 

Algeria, Morocco; 

South -East Asia Region 

Bangladesh, Burma, India, Indonesia, Nepal, Sri Lanka, Thailand; 

Western Pacific Region 

China, Malaysia, Samoa, Singapore, Solomon Islands, Vanuatu, Viet Nam. 

44. It can be seen from the above that the Action Programme on Essential Drugs, in spite 

of limited funds, has made significant progress. Efforts have been concentrated so far on 

supporting countries in identifying their problems and needs, in laying the ground for 

improving their drug supply systems, and in formulating national drug policies based on 

primary health care. The climate that has been created and the response from Member States 

augur well for the future. 


