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In this document the Director-General reports on the current world situation 
of drug access, quality and use, and on the progress of the Action Programme on 
Essential Drugs in its collaboration with Member States towards improving the 
contribution of the national drug sector to primary health care. 

During the 1990-1991 biennium, activities have accelerated and collaboration 
with Member States has been strengthened through intensified country support. 
Adoption of the essential drugs concept is widespread and more countries than ever 
have set up operational essential drugs programmes. Nevertheless, well over half the 
population of developing countries still lacks regular access to the most needed 
essential drugs, and socioeconomic deterioration in the developing world has made 
progress difficult. 

It has become increasingly clear that the current level of cooperation is not 
sufficient to counter the socioeconomic decline in developing countries. The 
Director-General emphasizes that Member States will need to increase their efforts 
significantly to make the most of the present political will and momentum in the 
development of national drug policies and in the implementation of national 
essential drugs programmes. 
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INTRODUCTION 

1. Approximately half the world's population still lacks regular access to the most needed essential drugs. 
Moreover, it is estimated that perhaps over 60% of the developing world does not have regular access - and 
socioeconomic deterioration in the developing world over the past decade has made progress difficult. This 
disturbing estimate for the developing world reflects a drug situation where poorly coordinated policies and 
strategies, inefficient procurement, uneven distribution, inadequate assurance of quality, unaffordable prices, 
and improper drug utilization are often more the norm than the exception. 

2. The Action Programme on Essential Drugs has made significant progress during the 1990-1991 biennium 
in addressing these problems. At the Forty-third World Health Assembly in 1990, the Director-General 
reported that the Programme's strategies had "had a positive impact on the understanding, acceptance and 
implementation of the concept of essential drugs introduced by WHO, but that methods of implementation 
need[ed] to be improved".1 Since then the Programme has accelerated its activities and strengthened its 
collaboration with Member States through intensified country support and enhanced operational research in 
order to improve methods of implementation. 

3. In response to the deepening drug crises in much of the world, the Action Programme intensified its 
level of country support activities during the biennium, particularly in Africa and the Americas. In the country 
programmes, human resource development has been a priority: extensive training programmes, in which 
thousands of health workers have participated, have been carried out in over 30 countries. Operational 
research has also increased during the biennium, primarily to address obstacles to the successful 
implementation of national programmes. In addition, the Programme has published numerous technical 
guidelines and reports, including ones on a new emergency health kit, financing of drug supplies, and drug 
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stability, together with various training manuals. The Essential Drugs Monitor continues to enjoy wide 
distribution - a recent poll found it reached over 160 000 readers. 

4. In order to manage its accelerated activities, the Action Programme has streamlined its management 
practices and in 1991 implemented a new management information and financial reporting system for linking 
programme activities with budget control. The system monitors project accomplishments and couples these to 
financial expenditures. (See also paragraph 66.) Information-sharing and collaboration continued with 
bilateral development agencies, nongovernmental organizations, and United Nations organizations, particularly 
UNICEF. Cooperation with the WHO regional offices increased and closer ties were established with many 
disease-specific programmes (both at WHO, Geneva, and in national programmes) in the continuing effort to 
integrate national essential drugs programmes into national health care systems. 

5. The Management Advisory Committee of the Action Programme, at its third meeting, congratulated the 
Programme on its achievements - yet the drug situation in developing countries leaves no room for 
complacency. It has become increasingly clear that the current level of cooperation is not sufficient to counter 
the effects of socioeconomic deterioration in developing countries with respect to their needs for strengthening 
technical and managerial capacities. As recommended by the Committee, countries will need to strengthen 
their efforts significantly so that the Programme's present momentum is not lost. 

SITUATION ANALYSIS 

6. Over the past two years, the Action Programme undertook 75 national situation analyses and reviews to 
help appraise the global situation. The picture, if now more accurate, is more disturbing. The Programme 
estimates that although the number of people with access to essential drugs and vaccines is increasing, the 
relative percentage of the world's population without access may be growing. 

7. Preliminary studies being conducted by the Action Programme on global pharmaceutical production and 
consumption confirm the reality of two world drug situations - those of North and South. The developing 
world of the South is being increasingly left behind by the industrialized countries of the North. It is estimated 
that over 75% of the world's population live in developing countries, but they consume less than 20% of the 
world's pharmaceuticals in value (at manufacturers’ prices). Whereas nearly US$ 300 is spent annually per 
person on pharmaceuticals in some countries of Europe and North America, five dollars on average is spent 
per person in the developing world. In some parts of sub-Saharan Africa this figure is about one dollar. 

8. Fortunately, the drug situation described in paragraph 1 is becoming better understood, as reflected by 
the increasing political commitment in developing countries toward the adoption and implementation of the 
essential drugs concept. By the end of 1991, 113 countries worldwide had adopted essential drugs lists, 
66 Member States had operational essential drugs programmes, 32 were preparing essential drugs programmes 
and at least 66 countries had formulated national drug policies. 

9. The primary challenge that remains for many country programmes is to overcome the difficult 
socioeconomic conditions that are currently afflicting the developing world. Rapid population growth and 
increasing demands on the social sectors, declining gross domestic product, heavy international debt, and 
insufficient amounts of foreign currency have threatened the viability of the social sectors - at a time when they 
are needed the most. But perhaps no part has been imperiled as much as the drug sector due to its high 
recurring costs and its dependence on international markets and foreign currency. 

10. Most developing countries continue to depend on international markets for their drugs - even though 
they have less foreign currency because of plunging prices for export commodities and high indebtedness. In 
health sectors that have been weakened from economic conditions and adjustment policies drugs are often 
scarce, thereby forcing communities to look more to cost-sharing mechanisms and the private sector to help 
meet their health care needs. Yet these developments, in turn, have brought a host of other concerns. The 
most important is equity. 

11. As more experiences are gathered on the effects of cost-sharing mechanisms, it becomes clearer that 
their potential role is limited. Access must be ensured for those unable to pay, and charges should not be 
placed only on patients when they are ill. Recovery of costs，when tied to drugs, can provide incentives for 



over-prescribing. Further, rapid inflation and the unavailability of foreign currency to replenish drug supplies 
weakens the effectiveness of local financing schemes. 

12. In response to worsening financial conditions, many countries are considering privatization of parts of 
their public drug sectors. Although the viability of privatization, of course, varies with the particular 
circumstances, many countries are grappling with the difficulty of harnessing the power of private enterprise 
and directing it toward the goals of public health. However, reaching the most impoverished rural areas and 
keeping prices affordable are typically public sector goals, and these will be critical in attaining health for all. 

13. Developing country drug sectors have made significant progress, but the needs largely remain the same 
as those of a few years ago: greater coverage, lower prices, improved quality and better use. The causes of 
this situation, however, are changing. No longer is the primary cause lack of understanding of the problem. 
Today, widespread socioeconomic deterioration in developing countries is impeding implementation of 
effective, efficient, sustainable programmes. If socioeconomic difficulties become more intractable, the drug 
situation is likely to get worse. It is in this context that the Action Programme is working, and looking for 
broader support not only from economic and social partners in development such as UNICEF, the World Bank 
and other organizations, but also from the private sector and nongovernmental organizations, in order to 
provide a comprehensive broad-based effort. 

OPERATIONAL FRAMEWORK 

14. In 1978 the Thirty-first World Health Assembly adopted resolution WHA31.32 requesting WHO to 
create the Action Programme on Essential Drugs with the aim of "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". In February 1981, the Action 
Programme on Essential Drugs was established as the operational programme within WHO for developing 
national drug policies and essential drugs programmes. 
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15. In 1990, in the latest of many resolutions supporting the Action Programme and its objectives, the World 
Health Assembly, responding to the Director-General's progress report, adopted resolution WHA43.20 that 
reaffirmed the need to strengthen its activities, in conformity with the revised drug strategy, and urged 
Member States to support the Programme. At the same time, an external evaluation of the Programme 
funded by donors concluded that in general it had been successful in its advocacy and communications role, 
and had played an important technical support role in many countries.1 In February 1991, the Programme's 
Management Advisory Committee at its third meeting approved a programme budget level of approximately 
US$ 25 million for the 1992-1993 biennium, of which US$ 2.5 million is expected to come from the WHO 
regular budget. 

16. WHO is recognized worldwide as a unique platform for a harmonized and collective search for suitable 
and feasible solutions to the problem of unavailability of the most essential drugs to vast segments of the 
population. Within WHO,s leadership and coordinating role, the Action Programme addresses the need for a 
change in resource allocation to ensure the regular supply of essential drugs to underserved populations. 
Vigorous advocacy and promotion of the essential drugs concept • as a technically sound and realistic approach 
both to rationalizing drug supply systems and to making drugs accessible to the whole population - have been, 
and will continue to be, a very important component of the Programme. 

17. The Action Programme performs two critical functions. The first is to provide conceptual leadership and 
advocacy in mobilizing and coordinating a global collaborative effort to improve the world drug situation. The 
second is to cooperate with Member States and international, bilateral, and nongovernmental organizations in 
support pf the formulation and implementation of national drug policies and essential drugs programmes and 
activities in developing countries. Thus, the objective of the Programme is "to collaborate with countries in 
ensuring the regular supply, at the lowest possible cost, and the rational use of a selected number of safe and 
effective drugs and vaccines of acceptable quality".2 

1 "An evaluation of WHO，s Action Programme on Essential Drugs", London School of Hygiene and Tropical Medicine 
and the Royal Tropical Institute, December 1989. 

2 Proposed Programme Budget for the Financial Period 1992-1993 (PB/92-93, p. B-162). 



18. In order to respond to the global situation and fulfil its operational role, the Action Programme has 
adopted four principles to guide its interventions. It attempts to maintain a need-driven, pragmatic approach 
in order to meet the diversity of requirements in each country's drug sector. Each country has special needs 
that vary according to its health, social, economic, and geographical environment: country programmes must 
accommodate these national contexts. Therefore, the Programme collaborates with Member States in carrying 
out situation analyses, whenever possible, to help guide policy and programme development and adapt 
normative concepts and experiences to a particular national context. 

19. Many countries lack an efficient, functional pharmaceutical infrastructure and in particular trained 
personnel. Often existing national resources (whether technical, financial, or human) are underused because of 
the incapacity of the system as a whole to utilize them. In attempting to effect sustained change in these 
countries, the Programme aims to strengthen national capabilities through building better infrastructure and 
developing human resources. It recognizes the vital importance of trained, capable people at the local level 
and the need for a reliable drug sector in which drug selection, procurement, distribution, quality control, and 
use are all links in a chain. 

20. A disparity exists in many developing countries between the drug situations in urban and rural areas. A 
cause, but also a result, of this problem is the lack of trained personnel, especially outside urban areas. Thus, 
the Programme has emphasized decentralization as a means of capitalizing on the expertise, resources and 
interests of personnel with more localized concerns; and of strengthening the capacities of local institutions 
and individuals. It has expanded the involvement of interorganizational networks, government ministries, 
academic institutions, and community leaders. And in taking steps to decentralize some operational and 
managerial elements of the Programme to the community level, it has begun to increase gradually the 
participation and operational responsibility of the WHO regional offices. 

21. Coordination of health programmes remains an unmet challenge in many developing countries. Health 
care programmes must be coordinated with one another to avoid an undue burden on understaffed national 
programme managers and to rationalize use of resources. Also, health care programmes must be integrated 
within the national health care structure to ensure their sustainability. Since essential drugs are critical for 
most of the important primary and preventive health care measures and the regular availability of drugs gives 
credibility to the entire health care system, the Programme emphasizes integration of essential drugs 
programmes within the overall health care system. While promoting integration, it also believes in the 
complementarity of traditional and new medical approaches, and supports preservation of traditional 
approaches that have proven adequate in their cultural and economic environment. 

22. The Action Programme classifies its activities into four main areas of work. Country support refers to 
the support that it provides to specific Member States in the development and implementation of national drug 
policies and programmes. Development work concerns the elaboration of guiding principles, methodologies 
and training materials, and the actual training of personnel. Operational research includes both global and 
national research projects: the former addressing issues that are basic and exploratory, the latter treating 
issues that are more problem-solving in nature and usually relate to specific national programmes or concrete 
interventions. Management activities includes the Programme's conceptual leadership and advocacy, 
administrative and financial operations, information dissemination, and programme planning, monitoring and 
evaluation. 

23. Responding to the needs at country level, the Action Programme has grouped its activities as follows. 
Policy and management includes financing, information dissemination, legislation, development and 
implementation of national policies and plans, situation analyses, evaluations and reviews. Supply and logistics 
aims to work out long-term solutions to supply problems through the building of national capacities. Thus, 
beyond providing drugs in certain vital situations, activities include drug quantification, procurement, local 
production and technology transfer, storage and inventory control, and distribution. Rational use of drugs 
improves drug selection, prescribing patterns, self-medication, clinical pharmacology, training plans, educational 
materials, and national formularies and therapeutic guidelines. Quality assurance encompasses good 
manufacturing practices, drug registration, strengthening drug regulatory authorities, quality control facilities 
and inspection. 



COUNTRY SUPPORT 

24. Country support remains the principal activity, comprising approximately 65% of the Action 
Programme's budget. Operational capacity allows the Programme to respond to national needs in a timely 
manner. Adopting this need-driven approach, it cooperates directly and indirectly with Member States to 
improve their drug sector capabilities via regional and subregional mechanisms. Resources for country support 
activities come from multilateral cooperation through organizations such as the World Bank and UNDP, 
bilateral cooperation through development agencies, and global contributions to the Programme, notably from 
the Netherlands, Norway, Switzerland, and the United Kingdom. 

25. Most country activities consist of direct support to country programmes. During the 1990-1991 biennium 
the Programme cooperated technically and financially with 37 Member States in developing and strengthening 
national drug policies and essential drugs programmes. Of these 37, six new projects were started during the 
biennium. Additionally, it provides support by catalysing more substantial assistance. In this case, the 
Programme cooperates with governments to conduct national situation analyses, provides seed money to 
establish the viability of initiatives (often through the development of pilot projects), and helps to mobilize 
national and international resources to develop national programmes to the full. TTiere are numerous other 
examples of direct country support in the form of limited technical cooperation and/or support for small-scale 
activities or specific components of national programmes. The Programme also responds to emergencies. 
Employing in many instances the concepts embodied in "The New Emergency Health Kit",1 it supported efforts 
to provide essential drugs in post-war Iraq, for Kurdish refugees, during the cholera outbreaks in South 
America and Africa, and during the flooding in Bangladesh. 

26. During the biennium, the Action Programme also encouraged programme development and provided 
funding for this purpose to the regional offices in Africa, the Americas, the Eastern Mediterranean, and South-
East Asia. These efforts were part of its broad-based strategy to decentralize operations. The funds were 
allocated by the regional offices to support developmental activities in the respective regions. Notable 
activities covered by the funds include financing of workshops in Africa and Latin America, the Eastern 
Mediterranean Drug Regulatory Authorities Conference, and the 1991 Intercountry Consultative Meeting on 
the Action Programme on Essential Drugs in the South-East Asia Region. 

27. The Action Programme continued its effort to further technical cooperation among developing countries 
(TCDC). It assisted in the development of essential drugs components within regional schemes in Africa (the 
Preferential Trade Area - РТА), the Americas (for instance, CARICOM and the Andean Pact), and in South-
East Asia and the Western Pacific (the Association of South-East Asian Nations - ASEAN). In helping to 
address the constraints in developing country drug sectors, the Programme found that TCDC could play a 
major role in exchange of information to improve and harmonize policies and programmes, and in pooling of 
resources to minimize costs of procurement and to maximize the effectiveness of quality assurance systems. 
Regionally based and intercountry activities in both these areas have shown significant progress. In recent 
years there have also been developments in areas thought less ripe for technical cooperation, such as 
promotion of rational drug use, where the growth of global and regional networks has been considerable. 

2& Programmes in several countries, including Bhutan, Sudan and Yemen, were evaluated during the 
biennium. New indicators to improve the evaluation and monitoring of country programmes have been 
determined and will be used in the evaluation of country programmes during the coming biennium and also in 
the update of the publication on the world drug situation. 

POLICY AND MANAGEMENT 

29. Many countries, urged on by economic constraints facing their social sectors, have developed drug 
policies and programmes based on the essential drugs concept. WHO - as a unique forum for addressing these 
issues - has long advocated the merit of the essential drugs concept and has provided conceptual leadership for 
Member States in developing their policies and programmes. The effort to mobilize and strengthen political 
will towards the development and implementation of these policies is progressing, yet it is far from complete. 

1 Document WHO/DAP/90.1. 



Where policies and programmes exist, the Action Programme cooperates with governments to examine their 
adequacy within the context of changing health and socioeconomic environments. 

30. Developing and enforcing adequate legislation and regulations are critical in effecting government 
policies on drug supply, quality and use. The approaches necessarily vary by country, in accordance with 
national economic and social policies. In developing countries the Programme cooperates with governments in 
devising legislative and regulatory frameworks and in making their legislation and regulations compatible with 
those of neighbouring states and trading partners in order to facilitate pharmaceutical trade and exchange of 
information. Appropriate control and harmonized efforts among developing countries and industrialized 
countries can assist in the effort to stem increasing international trade in spurious medicines. 

31. The WHO Model List of Essential Drugs, now in its sixth edition, provides the starting point for most 
countries in identifying their own national needs and improving drug selection. Today, 113 countries have 
adopted essential drugs lists, but many have not put the lists into effective use. Thus, while the Action 
Programme continues to promote the essential drugs concept to those administrations which have not yet 
adopted it, most collaboration in this area consists of ensuring that countries benefit fully from their current 
lists. 

32. The amount of money currently spent in many developing countries on drugs could significantly extend 
primary health care access if it were used more efficiently and equitably. Better coordination and management 
of existing national programmes is often necessary, and national drug policies must be adopted and revised to 
identify clearly national needs and to devise interventions to address them. The national drug policy recently 
prepared in Nigeria is a good example of improvements in this regard. Rationalizing the use of existing 
resources continues to be a main priority of the Action Programme, and it cooperates in the development of 
national plans to coordinate policies and strategies. As part of this overall effort, it has supported numerous 
regional and national management training workshops, especially in rural areas, in order to improve skills and 
to reduce costs by streamlining administrative procedures in financing, procurement, storage and distribution. 

33. Rural areas and community participation continue to be neglected in the provision of health care. Large 
segments of rural populations are without access to essential drugs. Thus, the Action Programme works with 
Member States in targeting rural areas for essential drugs programmes and promoting greater decentralization 
in the national programmes. Subregional, district, and community groups are strengthened in national 
programmes and encouraged to take more active roles. By emphasizing the participatory aspect of decision-
making and by better incorporating community initiatives within national drug policies, it is hoped that the 
quality of primary health care will be improved, and that unreached segments of the population will obtain 
access and be brought into the national health care system. 

34. Financing is pervasive in all matters concerning drug policies and management of country programmes. 
Relevant issues can be classified into two groups. One is the challenge of devising financing schemes to share 
or subsidize recurring costs for drugs. At the district or community level, activities must be designed to 
address local social, economic and health needs, and must ensure equitable access and rational use. 
Unfortunately, trained personnel - particularly in financial management - are scarce at the local level. The 
Action Programme has been supporting both research into the capability of local groups to meet the expense 
of financing schemes and training so that community leaders handle better the funds generated by various 
modes of financing. The other major challenge in drug financing is the difficulty of obtaining sufficient foreign 
currency to cover international tenders of drugs and raw materials. Although financial mechanisms need to be 
established to increase the amount of foreign currency generally available for international procurement, there 
are also benefits to be realized from reducing dependency on hard currencies by boosting local production and 
trade between countries with limited foreign exchange reserves. 

SUPPLY AND LOGISTICS 

35. Health sectors in developing countries are afflicted by the irregularities in drug supply caused by poorly 
coordinated and inadequate storage and distribution systems, and by the inability to finance their drug needs. 
Shortage of drugs and logistic difficulties have resulted in de facto abandonment of rural areas. In situations of 
irregular drug supply, the credibility of the entire health care system can be jeopardized. 



36. The present economic crisis affecting developing countries makes improved supply mechanisms especially 
important. Greater priority needs to be given to procuring the most essential, cost-effective drugs, for which 
proper quantification of drug requirements is vital. Training at the country level in drug quantification has 
been a strength of many country programmes. In fact, a highly successful course for participants from eight 
countries in the South-East Asia and Western Pacific regions was held in Bangkok in March 1990, for which a 
report is now available. Noteworthy quantification studies have also been carried out in Malawi and Yemen. 

37. Many Member States need to improve their drug procurement systems. Many countries still do not have 
efficient centralized procurement systems and when different sectors and levels of government make separate 
purchases, they lose out on bulk purchase discounts. To make matters worse, purchases are often made at 
excessively hi¿i cost owing to a lack of information about going prices in the international market. Improved 
information exchange between developed and developing countries is necessary, and developing countries must 
work together where possible to pool requirements and take advantage of economies of scale. A 
comprehensive system to exchange global market information on raw materials and pharmaceuticals has been 
developed in collaboration with the International Trade Centre of the General Agreement on Tariffs and 
Trade. 

38. Use of international nonproprietary (generic) names is essential to standardize mechanisms for 
procurement, store management, and exchange of drug information. Procuring by generic name is a means of 
avoiding unnecessary purchases of more expensive brand-name drugs - when backed up by reliable systems of 
quality assurance. Tbe Action Programme continues to support efforts of Member States to share experience 
and expertise in procurement and distribution, and has helped to elaborate manuals and guidelines for good 
procurement practices. Countries such as Nigeria and the Philippines have made significant progress in these 
areas during the past biennium. 

39. Logistics problems limiting the efficiency of drug distribution still impede progress at the national level. 
Natural obstacles - arising from geographic barriers and extreme weather conditions - continue to hinder 
progress in improving the delivery of safe and effective essential drugs for populations at the periphery of 
health care systems. During the past biennium, the Action Programme has worked to overcome these 
obstacles by strengthening communication, managerial capabilities, and distribution facilities within the overall 
national health care system infrastructure. In this effort, several community initiatives have been working with 
the Programme to support community projects and incorporate them more effectively into the national health 
system. 

40. Technological progress in the pharmaceutical industry has been remarkable in recent years. 
Unfortunately, the degree of transfer of technology from developed to developing countries has been less 
impressive. Further demands have been placed on scarce foreign currency in the developing world since 
equipment and materials must be imported to meet the needs of local pharmaceutical producers and quality 
control facilities. Wherever feasible, the Action Programme continues to lay the groundwork for more 
widespread local production of essential drugs in developing countries through feasibility studies and 
information dissemination, and has been cooperating with nations in the African РТА (in a project supported 
by DANIDA) and in Latin America to improve their self-sufficiency in local manufacture of essential drugs. 

RATIONAL USE OF DRUGS 

41. The problem of irrational drug use is of immense breadth and depth, and the effectiveness of 
government regulation is therefore limited. Although control of marketing, presentation and types of 
medicines can play a role in preventing irrational use (by, for instance, limiting the availability of unnecessary 
combination products), other more complicated interventions are probably required for greater overall effect. 
Ultimately, effectively promoting rational use requires understanding - and countering - many diverse social 
and economic pressures. 

42. Comprehensive drug policies and legislation concerning drug selection, supply, and financing must be in 
place to ensure that consumers and providers have reasonable access to appropriate drugs. When the only 
drugs that are available are inappropriate for the illness in question, social and economic pressures may cause 
health workers and pharmacists to prescribe them anyway. Similarly, unsuitable drug financing schemes can 
lead to over-prescribing (especially of the most expensive drugs) and to ineffective patient compliance where 
they cannot afford to purchase the entire regimen. 



43. Even when appropriate policies are in place, irrational drug use can still be common because of a general 
lack of information about the effects of drugs and of cultural perceptions about the merits of certain types of 
therapy. The knowledge of prescribers and patients must be increased to promote more rational use. 
Prescribers’ attitudes drive the consumption patterns of consumers; conversely, consumers' attitudes affect the 
prescribing patterns of health care providers. Also, consumer compliance in treatment regimens is often faulty 
for lack of knowledge about the effects of medicine. Hence, it is critical to raise consumers' knowledge and to 
encourage discriminating attitudes. As increasingly large numbers of people turn to informal markets because 
social sectors are less well equipped to meet public demands, consumer education will be vital to help guide 
drug use in the growing area of self-medication. 

44. In national programmes, common guides for prescribing that correspond, when appropriate, to the 
national list of essential drugs can contribute to promoting rational prescribing. The Action Programme has 
therefore supported the elaboration of many national formularies and treatment guidelines for Member States, 
for example in Colombia, Nigeria, the Philippines, and Sudan. In the Americas updating proceeds on a guide 
for countries drawing up national formularies. 

45. In order to address effectively the educational needs of both prescribers and consumers, it is imperative 
that the current conditions - social and economic - that drive irrational drug use be clearly identified and 
interventions devised that tackle these problems specifically. Thus, the Action Programme has engaged in 
much operational research on rational drug use, especially at country level. This research has focused on such 
topics as prescribing patterns, economic pressures on prescribing and consumption, injection practices, and self-
medication. 

46. The research has pointed to the importance of information and training in addressing the problem of 
irrational use. Therefore, the Action Programme has collaborated in preparing learning materials for health 
workers, guidelines for patient communication, and clinical pharmacology training programmes. An example of 
this work is the Programme's "Model guide to good prescribing", prepared in collaboration with the University 
of Groningen in the Netherlands, that is designed to train medical students in rational prescribing. Closely 
related to this work, the Programme has cooperated with several Member States in elaborating and 
implementing comprehensive information, education and communication strategies for their national essential 
drugs programmes. These strategies, drawn up, for example, in Malawi and Sudan, typically involve a broad 
range of activities designed to share information, enhance knowledge, and also to modify specific behaviours 
and practices with respect to rational drug use. 

47. On a global or intercountry level, the Action Programme has been engaged in a variety of initiatives to 
promote rational drug use. It has collaborated with a number of international organizations that facilitate 
information exchange and provided solidarity in mobilizing political and academic interest in promoting 
rational use. For example, Argentina, Brazil, Chile, Paraguay and Uruguay are currently working together on 
national surveys on rational drug use. Likewise, support groups such as the International Network for the 
Rational Use of Drugs, coordinated by Management Sciences for Health in Boston, USA are studying and 
promoting practical interventions in rational drug use. Additionally, the Programme continues to consider drug 
promotion an important issue and supports the WHO pharmaceuticals programme in monitoring the impact of 
WHO ethical criteria for medicinal drug promotion. In this regard, it is also cooperating with both developed 
and developing countries in the preparation and implementation of guidelines for promotional activities such 
as drug marketing and labelling. 

QUALITY ASSURANCE 

4& It is meaningless to speak of access without discussing the importance of quality. In settings where 
regulation and enforcement are weak, fake drugs produced by counterfeiters can be common. In addition, 
drugs are often unsafe and ineffective simply because of poor manufacturing procedures and equipment, or 
problems arising during storage and distribution and the lack of an effective system to monitor and ensure 
quality in drugs. 

49. Objectives of drug regulation at the national level are frequently Ш-defined, legislation is often 
inadequate, and the existing administrative structure may not address immediate needs. Currently, the Action 
Programme is working with national officials to strengthen national drug regulatory capacities in a manner that 



is well integrated into the health care structure and consistent with broad public health goals. Part of this 
effort is to urge more appropriate use of human and financial resources. 

50. WHO's "Guiding principles for small national drug regulatory authorities" contains important 
considerations for establishing these bodies and the Action Programme cooperates with Member States in 
transforming the principles into a pragmatic, locally appropriate scheme. The WHO Certification Scheme on 
the Quality of Pharmaceutical Products Moving in International Commerce has been promoted as an essential 
mechanism for assuring the quality of internationally traded pharmaceutical products since 1975. The 
Programme strongly supports the Scheme and works to strengthen the national institutions able to transmit, 
receive, and digest the information it provides. It appears that the usefulness of these documents has not yet 
been fully exploited. The Programme has therefore embarked on a collaborative project with USAID to 
evaluate the current level of use of the documents and to devise more practical mechanisms for 
implementation. 

51. The Action Programme provides assistance in improving the performance of facilities that are not 
meeting internationally recognized standards of good manufacturing practices. Gains in worker knowledge and 
motivation are often hampered by outdated technologies and insufficient national technological capacity to 
sustain the improvements. When governments have to choose whether to improve manufacturing conditions or 
to shut down facilities, the Programme provides advice on the technological difficulties and economic costs of 
improving conditions, along with the health risks of not doing so. As an important related issue, it has assisted 
in regional efforts to harmonize trade policies to foster trade in locally manufactured products. This, in turn, 
provides greater economic incentives to improving manufacturing conditions. 

52. International networks for quality assurance can play a valuable role in maximizing the use of national 
resources such as quality control laboratories, harmonizing drug regulatory requirements, and impeding 
international commerce in substandard products. Part of the Action Programme's collaboration with the 
nations of ASEAN and of the African VTA has been to provide advice in the area of quality assurance. In 
Africa, WHO has helped to set up an informal group of advisers on production and quality matters. Similarly, 
a network of Latin American countries continues to collaborate in quality control. The network provides for 
the exchange of pharmaceuticals for quality control testing and uses laboratory facilities in most of the Latin 
American countries. In the Caribbean, lalx)ratory facilities in Jamaica serve subregional needs. 

53. The Action Programme has been cooperating with governments to improve their systems of drug 
registration through the elaboration of technical criteria and procedures to improve the administration of 
national systems of registration. This cooperation has included the development of a simple computerized 
drug registration system originally based on that used by several European countries. The prototype version 
has been used in about 10 developing countries and the Programme is now evaluating the experiences. 

HUMAN RESOURCES AND TRAINING 

54. An efficient drug sector depends on reliability in all its areas. Lack of trained personnel in any area - be 
it procurement, distribution, or quality control - can sever interdependence and weaken the supply and quality 
of drugs. External technical assistance can solve some of the short-term problems; over the long term the 
Action Programme has been collaborating with Member States to strengthen the capabilities of national 
personnel, principally through training and the use of national institutions to provide technical assistance and 
advice. 

55. During the period 1990-1991, the Programme has supported numerous training seminars and workshops 
as part of national programmes in most of the countries where it is working. For example, in Sudan about 500 
medical and paramedical workers were trained in 20 district-level courses, and in the РЬШрршев an extensive 
series of seminars were conducted to teach pharmacists and other health workers about the new generic drugs 
act. As part of these seminars, manuals on rational use, quality control, and procurement are often prepared 
and introduced for application within the national programmes. 

56. The Action Programme has worked closely with the regional offices in organizing regional meetings. For 
example, in collaboration with the Regional Office for Africa, it conducted a series of regional workshops on 
quality assurance, co-sponsored by the International Federation of Pharmaceutical Manufacturers Associations 
(IFPMA), including one in Lomé. Other African workshops include one on drug procurement and stock 



management for francophone countries in West Africa, also held in Lomé, and workshops on national drug 
policies held in Guinea-Bissau and Malawi, and planned for Botswana, Burkina Faso, Uganda, and other 
countries. In association with the International Organization of Consumers Unions (IOCU), the Programme 
has supported workshops on the concepts of essential drugs and rational use in India and Sri Lanka. With the 
Regional Office for the Eastern Mediterranean, an extensive effort is under way to conduct three-day 
workshops on rational drug use for all schools of medicine and pharmacy in the Region. During the 1990-1991 
biennium, national workshops have been held in Egypt and Islamic Republic of Iran, and subregional 
workshops in the Arab States of the Gulf and Tunisia, which have been attended by participants from over 
50 universities. 

57. Where appropriate, the Programme also supports participation of national programme personnel in 
global conferences and courses, for example, that of technical staff from 11 developing countries in the Sixth 
International Conference of Drug Regulatory Authorities (Ottawa, October 1991) that was co-sponsored by 
WHO. The Programme is also helping with, and supporting participants for, courses entitled "Effective drug 
management and rational drug use", scheduled to begin in Aberdeen in early 1992. The three-month courses 
will be targeted primarily at graduate pharmacists from developing countries and aim to promote the rational 
and effective management and use of pharmaceuticals. 

58. The Programme has also continued to prepare training materials of general applicability. For instance, it 
has begun to field test a draft of guidelines for sizing national and regional pharmaceutical stores. Also, in 
cooperation with the Swedish National Corporation of Pharmacies, a draft document entitled "A concept for 
procurement, storage, and distribution of drugs" has been produced for adaptation in developing countries. 
This concept has been theoretically tested in Yemen. A draft manual on drug procurement procedures and 
documents, now being used in selected countries, includes bidding documents and specifies the steps to be 
followed in drug procurement. 

OPERATIONAL RESEARCH AND DEVELOPMENT 

59. Following the recommendations of its Management Advisory Committee, the Action Programme 
increased operational research activities over the 1990-1991 biennium to the current level of approximately 7% 
of its budget. Yet, since its mandate is primarily to support Member States in the development and 
implementation of national programmes, an increase in the relative share of operational research activities 
above the current level is not envisaged. 

60. During the biennium, the Programme supported both global and country-specific research, placing 
priority on the latter. This type of research is, whenever possible, closely integrated with programmes and 
activities taking place at the national level. Analysis of impediments to developing and managing sound 
national drug policies and programmes is of highest priority. To ensure that practical interventions are devised 
to address the constraints identified in the research, many national programmes have institutionalized 
mechanisms to follow up the research, with the Programme's support. For example, in Benin a small 
committee was established to follow up socioeconomic research on drug expenditures within the context of the 
national essential drugs programme. 

61. The Action Programme took steps during the biennium to widen the dissemination of research results; 
for instance a recent issue of the Essential Drugs Monitor focused on research and summarized a number of 
recently completed studies. It participated in the Technical Discussions on "The role of health research in the 
Strategy for Health for All by the Year 2000" during the Forty-third World Health Assembly. It also sponsored 
with UNICEF a meeting in Paris in March 1991 devoted to operational research on the rational use of drugs, 
which was attended by representatives from several developing countries, international agencies, 
nongovernmental organizations and academic institutions. 

62. A noteworthy example of the important role that operational research can play in national programmes 
is that of the Philippines. To ensure that essential drugs are available to the population through the private 
sector at a reasonable price, a price and availability monitoring system has been set up. More than 
250 products are being monitored and monthly reports are produced on price trends, lists of those products 
not available, top selling products，and maximum savings realized from generic equivalent products. 



63. Ways to finance drugs has been an issue of much debate during the past biennium. Socioeconomic 
research relating to the public's willingness and ability to pay for drugs has been conducted in a number of 
developing countries, including Benin and Senegal where a project on community financing and pharmaceutical 
expenditures was recently concluded. The final report of a study on the stability of 12 essential drugs during 
international transport, jointly conducted with UNICEF, was issued in 1991. In association with this initial 
study, protocols have been prepared for two studies in Sudan and Zimbabwe on the stability of essential drugs 
during inland storage and distribution. A separate study on the stability of ergometrine injection under 
extreme climatic conditions was also conducted during the biennium in cooperation with the safe motherhood 
component of the Maternal and child health and family planning programme, and with the technical and 
financial support of SIDA/SAREC and the Dutch-based International Dispensary Association. 

64. A study on the implications of community health workers distributing drugs has been undertaken by the 
Action Programme in collaboration with the primary health care unit of the Royal Tropical Institute in 
Amsterdam. A detailed proposal has been elaborated in Ghana and in Thailand with research institutes 
designated by the respective ministries of health. This research is being conducted in close collaboration with 
other WHO programmes, including the Organization of health systems based on primary health care. The 
Programme has supported an injection practices study over the biennium, aimed at providing the baseline data 
on the current extent, practices and risks of administering injections. A workshop for participants from 
Indonesia, Senegal and Uganda was held in 1990 to revise and standardize the national protocols, and the 
studies are now under way. 

65. The impact of drug distribution systems based on standardized ration kits was studied in 12 developing 
countries. Findings indicated that the kit system usually results in improved availability and more rational use 
of essential drugs. Research was also conducted on the impact of the essential drugs concept in government 
policies. A stu办 in Mexico is the first attempt to understand the social, economic, and political factors that 
affect drug policy decisions and the impact of those decisions on the production and consumption of drugs. 

PROGRAMME MANAGEMENT 

66. In addition to the new project monitoring system described in paragraph 4, the Action Programme has 
set up a computerized management information system. The system uses the activity structure of the four 
work areas for projects and is currently the principal tool for programme-level global financial planning and 
analysis for regular budget and extrabudgetary resources. 

67. Collaboration both in and out of WHO was strengthened in the past biennium. The Action Programme 
has been working with other groups to coordinate efforts (especially in planning and programming at country 
level) in integrating national essential drugs programmes with the entire health care system. For example, in 
WHO, it has been working with several disease-specific programmes in improving the implementation of 
country programmes and in operational research projects. Additionally, it has undertaken joint projects with 
other bodies, such as UNICEF, UNDP, the World Bank, IFPMA and IOCU to name a few. Cooperation with 
the regional offices was strengthened during the past biennium as part of the effort to decentralize operations 
further, to improve integration of essential drugs programmes with other national-level health programmes, 
and to respond more effectively to national needs. 

6& Gains were made in staffing during the biennium. The newly established post of administrative officer 
was filled in late 1991, and the training officer post is in the final stages of selection. A technical officer was 
seconded by the Government of Norway to the Programme for two years. Also, staff devoted to essential 
drugs continue to be posted to the regional offices and the number of full-time staff managing country projects 
at the country level was increased. 

PROGRAMME OUTLOOK 

69. The world drug situation is inextricably linked to changes in the world health situation and, in turn, the 
world socioeconomic situation. As long as the socioeconomic decline in many developing countries continues 
and populations escalate, the viability of social sectors (including the drug sector) will be threatened. As 
witnessed by the resurgence of cholera in Latin America in the 1990s, socioeconomic decline and weakened 
public sectors are likely to contribute to changing patterns of morbidity. The recent cholera outbreak, together 
with the dramatic emergence of HIV infection during the 1980s, shows that national and global morbidity 



patterns do not remain static. Old scourges may re-emerge with force in the current socioeconomic climate, 
and new diseases can also be expected. Africa, as nowhere else, has seen an alarming decline in the strength 
of its national economies over the past decade, and social sectors will be further strained as diseases such as 
AIDS begin to reach their disastrous potential. National health services will need flexibility to accommodate to 
changing needs and priorities. Likewise, international health and development agencies must be able to 
respond rapidly to a changing public health environment. 

70. The future will also bring opportunities. New medical technology, drugs and modes of drug delivery will 
undoubtedly emerge during the present decade. Some of these developments may have a major impact on 
pharmacotherapy in facilitating compliance and reducing costs; others, because they widen therapeutic 
possibilities, may add to the complexity of making resource allocation decisions. Other developments, such as 
the advancement of communications technology and increased social mobility, are even now bringing change to 
the very structure of societies and cultures. TTirough the ability of improved communications to bring new 
ideas and knowledge into people's lives, even in the most remote areas, people will derive greater access to the 
world about them and will develop their awareness of needs and rights. As a corollary, access also implies 
exposure to messages that will not always reflect social goals or public health priorities. Communicators and 
governments have a special responsibility to provide access to objective information which, in the case of 
medicines, will include information about the benefits and the limitations of pharmaceuticals, and how they can 
be wisely used. 

71. If public drug sectors weaken and collapse under social and financial pressures in coming years, 
communities will be forced to create their own solutions to their health care needs. In most instances, this will 
probably mean relying on the private sector and informal markets. Unfortunately, these alternative 
mechanisms will be unable to replace the role of the public drug sector. National mechanisms for quality 
assurance must be in place, and public drug infrastructures simply must exist to supply good quality, affordable 
drugs equitably to all, without neglecting rural populations, women and children. Moreover, in a manner much 
more effective than ad hoc private initiatives, the public drug sector can promote more rational use of drugs by 
using national formularies, conducting educational campaigns, and by systematizing the exchange of drug 
information through the use of international nonproprietary names. Such will be the core of the Action 
Programme's country support approach. 

72. Extending national drug sector infrastructures to reach rural populations will not be easy. Nevertheless, 
the Action Programme is optimistic that it can be done with a strategy that combines integration of essential 
drugs initiatives with other disease-specific and vertical programmes and decentralization of operations 
whenever possible to empower communities to manage district-level projects as part of the national health care 
system. Operational research not only continues to be fundamental for effectively responding to challenges in 
the implementation of national programmes, it also helps to prepare the Programme for future demands in 
such areas as financing and community management. Of course, empowering people to play a determining 
role in their community health requires knowledge. Thus, the Programme will retain its emphasis on 
strengthening national capabilities through training, both technical and managerial. In this regard, its 
development work will build on eased global communication and increasing concern about irrational use of 
drugs, evident in both industrialized and non-industrialized countries, with an increasing focus on training of 
health professionals and an emphasis on public education in the rational use of medicines. 

73. Working with public sectors not only to maintain progress, but also to expand them qualitatively and 
quantitatively, will be difficult under the present circumstances. But never has it been more vital. The Action 
Programme has formulated a comprehensive approach to the issues facing today's developing country drug 
sectors that has withstood the test of time. The principles of equitable access to essential drugs and the 
identified and interlinking components in the drug supply chain are as valid now as when the concept was first 
articulated and adopted by the Health Assembly. In the years ahead, the Programme will need to be a 
convincing advocate of the appropriateness of the essential drugs concept within the changing world situation, 
just as its country support strategy will need to address the challenges posed by the weakened economic 
situation in developing countries. 

74. Political will to apply the essential drug concept has improved and the implementation of national 
essential drugs programmes is at an unprecedented level. Yet, changes in the global health situation and in the 
political climate, including transition from centrally planned economies, have created many new concerns. The 
Action Programme will need to build on experience gained and look for innovative and viable approaches to 



meeting new needs within its existing pragmatic conceptual framework. Flexibility and dynamic leadership will 
be crucial in this respect. So will the Programme's cross-cutting mandate that is supportive of both disease-
specific projects and the primary health care system as a whole. As part of primary health care systems, drug 
sectors in developing countries must be strengthened in order to resist decline in social conditions. It has 
become increasingly clear that to make further progress will require significantly more effort from all parties: 
not only industrialized countries, WHO and other international bodies, and nongovernmental organizations, but 
fundamentally from developing countries themselves. 



ANNEX 

PROGRESS REPORTS FROM THE REGIONAL OFFICES 

AFRICA 

The Action Programme on Essential Drugs continued to make progress in the African Region and good 
results have been achieved during the past two years. Workshops were organized and activities carried out in 
the programme areas described below. 

National drug policy. A workshop for French-speaking countries (Ouagadougou, November 1990) was 
attended by participants from 10 Member States. Another, for Portuguese-speaking countries, was held in 
Guinea-Bissau in December 1990. A workshop on drug registration (Namibia, July 1991) was attended by six 
Member States: Cameroon, Ethiopia, Ghana, Mozambique, Namibia and Zimbabwe. 

Supply of essential drugs. A workshop for French-speaking countries (Lomé, June 1991) on 
procurement and stock management of drugs was attended by participants from 13 French-speaking countries. 

Quality assurance. Support was given to the meeting of the West African Pharmaceutical Federation, 
and representatives of WHO took part in a workshop in Lomé on quality assurance organized by IFPMA. 

Regional and subregional activities. WHO has given support to regional groupings such as the РТА. 
Representatives of the Organization attended three meetings held during the past two years (Nairobi and 
Lusaka) to strengthen cooperation in the pharmaceutical sector within the РТА countries. Support was also 
provided to the four subregional quality control laboratories in Cameroon，Ghana, Niger and Zimbabwe, which 
are now operational and ready to serve countries in their subregion. 

Up-to-date information is now available on most countries. WHO has offered to support some of these 
countries to train their nationals in four main priority areas: national drug policy, drug supply systems, quality 
assurance, and rational use of drugs. 

Country programmes continue to receive WHO technical and financial support in various ways. 
Countries like Guinea, Guinea-Bissau and Malawi have resident programme managers funded by WHO. 
Through the new African Initiative on Essential Drugs, WHO intends to provide technical managers for the 
Programme in each of the subregions and in participating countries in the coming five years. The African 
Initiative received the strong support of the Regional Committee for Africa, which adopted at its forty-first 
session resolution AFR/RC41/R10 pertaining to it. Progress on the initiative will be discussed at the fourth 
meeting of the Management Advisory Committee of the Action Programme on Essential Drugs in February 
1992. ^ � � 

The planned support to the Regional Office, the subregions and to country programmes will further 
strengthen the Programme in the African Region so that it can tackle the future challenges in essential drugs 
and also cooperate with primary health care financing programmes now being started in many Member States. 
In this regard, WHO and UNICEF have been working together on development and implementation of the 
Bamako Initiative in order to complement national programmes on essential drugs. Training and 
dissemination of information on pharmaceutical matters should also be intensified in order to promote sound 
drug management and rational use of drugs. 

THE AMERICAS 

The cholera epidemic in Latin America has led the public health sector to assign the highest priority to 
activities relating to its prevention and control. The staff assigned at country level to the Action Programme 
have worked closely with the national committees responsible for drawing up and coordinating comprehensive 
plans, and have been directly involved in estimating drug requirements, reviewing available stocks and storage 
facilities, and advising on procurement and production of needed items. The national drug information centres 
established with programme support in Central America have prepared and distributed educational materials 
to health professionals and the community. In Guatemala funds were provided to a major hospital to increase 
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its production of parenteral solutions and to the pharmacy school to prepare packages of oral rehydration salts 
for hospital use. 

A broad spectrum of actions covering the components of the essential drugs programme, with emphasis 
on pharmaceutical services and drug quality, were under way in all Central American countries and in four of 
the five Andean countries, with activities in the remaining one, Peru, addressing a specific area of concern, the 
national formulary. Four Central American countries have now at least one institution where upgraded 
pharmacy services are in place and which serve as training sites for pharmacists from other hospitals or health 
centres, such as is done in Costa Rica for the annual hospital pharmacy administration course. 

In the Caribbean, the Barbados Drug Service, a WHO collaborating centre, held annual subregional 
workshops on the provision of pharmaceuticals, and it continues to give assistance and information on drug 
supply to its subregional counterparts. The Caribbean Drug Testing Laboratory in Kingston has improved the 
efficiency of its analytical response to samples received from CARICOM member countries, particularly those 
participating in the Eastern Caribbean Drug Service. A proposal to further strengthen drug management in 
the subregion through improved utilization of existing resources has been prepared and will be supported by 
the Programme. 

The essential drugs programme in Solola, Guatemala, continues to ensure an improved supply of drugs 
to the health centres and posts in that province; this experience, based on the participation of the local 
officials and the community, is now being extended to other geographical areas. Preparatory activities for a 
national programme were initiated in the Dominican Republic, emphasizing integration of pharmacy services 
with the health services at the local level and better coordination with the centralized drug supply system. 
Technical support for setting up a drug regulatory system is being provided to Honduras, where Congress 
approved legislation that gives the Government authority for drug registration, a power that previously resided 
with the association of pharmacists. Training courses in good manufacturing practice for government, 
university and industry personnel were given in five countries using audiovisual materials developed by the 
Organization. 

The Government of Spain sponsored the fifth meeting of directors of the Latin American Network of 
Official Drug Control Laboratories. The Network will be expanded to include the officials responsible for drug 
registration to promote better coordination between these two components of drug regulation, to address local 
issues, and to follow up the recommendations of the International Conference of Drug Regulatory Authorities. 
Technical cooperation in implementing good laboratory practices has been provided to six national laboratories 
under an agreement with the Canadian Health Protection Branch. The trend towards free-trade zones was 
reflected in a meeting of Andean drug regulatory authorities, which agreed upon simplified registration 
procedures for generic drugs and mutual recognition of approvals of essential drugs utilizing the WHO 
Certification Scheme. A Latin American conference on the economic and financial aspects of pharmaceuticals 
was scheduled for March 1992. 

THE EASTERN MEDITERRANEAN 

During the 1990-1991 biennium the Action Programme in the Eastern Mediterranean Region worked 
along the following lines: an integrated approach that calls for further emphasis on the formulation of national 
drug policies in all Member States; strengthening of national drug quality assurance systems; promotion of 
rational use of drugs; and a scientific approach that necessitates more emphasis on operational research and 
on the collection of reliable data for planning and evaluation. 

The situation of national drug policies in the Eastern Mediterranean Region was reviewed at an 
intercountry meeting on drug policy and management held in Tripoli, in October 1990. Participants identified 
as major constraints to the successful formulation and implementation of a national drug policy the lack of 
political commitment; poor planning capabilities; lack of sufficient financial support; non-availability of 
well-trained human resources; irrational professional practices (prescribing and dispensing); and lack of public 
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The Action Programme collaborated with Member States in the Region in the formulation of national 
drug policies through national workshops, visits by WHO staff, and the assignment of consultants. More effort 
is still needed to promote among the Member States the importance of an integrated national drug policy as 
part of the national health policy. Political commitment to such a policy is of great importance for successful 
implementation. 

Assuring the quality of drugs available in various countries in the Region requires the establishment of a 
strong national quality assurance system. National training courses on drug quality control and drug inspection 
were conducted in Egypt, Jordan and Syrian Arab Republic. Several short-term consultants were assigned to 
Jordan, Libyan Arab Jamahiriya, Oman, Sudan, Syrian Arab Republic and Yemen to review and support the 
national quality assurance systems. It is now apparent that the quality of drugs has greatly improved with the 
strengthening of the national quality control laboratories. Furthermore, the establishment of a centre for the 
production of reference standards represents a major step forward. Preliminary studies were conducted in 
Egypt for the production of standard reference substances. However, coordination and collaboration between 
drug regulatory authorities in the Region are still weak and need to be strengthened. Working conditions for 
staff within the national quality assurance system should be improved in order to attract competent people who 
can maintain the standards required in this sensitive area. The first Eastern Mediterranean Drug Regulatory 
Authorities Conference was held in Nicosia during June 1991. The outcome of this conference was presented 
to the Sixth International Conference of Drug Regulatory Authorities. 

With regard to rational drug use, excellent training manuals and programmes for health workers have 
been prepared and training has been conducted in Sudan to promote the use of standard treatment schedules. 
Several national workshops were held on the rational use of drugs. The publication and distribution of the 
Eastern Mediterranean Region Drugs Digest, which includes articles on model prescribing, provide a good means 
for exchanging drug information and promoting rational use. However, irrational practices, dispensing of drugs 
without prescription, patient compliance and self-medication all need to be addressed in future activities. It is 
planned to hold several national and subregional workshops on introducing the concept of rational prescribing 
in the undergraduate curricula of medical schools. 

The lack of hard currency in the countries in central and eastern Europe is causing a shortage in most 
imported products, including pharmaceuticals and raw materials for pharmaceutical production. Ibis situation 
has created difficulties，sometimes severe, in obtaining much needed medicines. These countries therefore 
require support in deciding on the types and quantities of drugs that are necessary to cover the major health 
needs of the population and in purchasing these drugs. 

The transition to a free-market economy also exposes these countries to a wider problem which includes 
all aspects of drug regulation, drug prescribing and use. Comprehensive national drug policies are needed in 
order to ensure that necessary medicines of acceptable quality, safety and efficacy at a reasonable price are 
available on a long-term basis, and that they are prescribed and used in a proper way. 

A senior staff member from headquarters visited Albania in June 1991 together with a consultant to 
advise on a list of priority drugs for Albania and to collaborate in preparing quantity estimates for these drugs. 
The WHO Model List of Essential Drugs was used as a starting point when advising Bulgaria on the selection 
of priority drugs for that country. A WHO mission went to Bulgaria in 1991 to cooperate in the formulation 
of a national drug policy. 

SOUTH-EAST ASIA 

WHO collaborated with countries in strengthening different aspects of their essential drugs programmes. 
The major thrust was on promoting availability of essential drugs, quality assurance, rational use and human 
resources development. 

Drug policies and programmes. The Intercountry Consultative Meeting on the Action Programme on 
Essential Drugs in the South-East Asia Region held in New Delhi in March 1991 provided further opportunity 
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for Member States to review their countries' status of drug management and policies, and assurance of safe, 
essential and effective drugs of appropriate quality, especially for primary health care. A workshop was held in 
Sri Lanka in August 1990 on drug policy and quality assurance. 

Drug legislation and regulatory control. Contributions at the Sixth International Conference of Drug 
Regulatory Authorities were made by participants from Bangladesh, Indonesia, Myanmar and Nepal. Drug 
laws and regulations for control of pharmaceuticals are being strengthened with technical support from WHO. 

TCDC in pharmaceuticals. During the past decade, India, Indonesia, and Thailand have developed 
capabilities for the production and quality assurance of essential dru ind biologicals, setting the stage for 
technical cooperation among the countries of the Region. The ASE -WHO pharmaceutical project funded 
by UNDP is a successful example of technical cooperation. The ASEAN countries are developing five centres 
of excellence for quality control, reference substances, drug evaluation, good manufacturing practices and drug 
information. Training is being carried out at the centres by ASEAN countries as well as by other countries of 
the Region. The tenth ASEAN working group on technical cooperation in pharmaceuticals in February 1991 
identified the following areas for future cooperation: good manufacturing practices; inspection and auditing; 
drug quality assurance; drug evaluation; production and utilization of regional standards and reference 
substances; clinical pharmacy and improvement of communication skills of pharmacists; standardization, 
quality control and utilization of herbal medicine; and exchange of information on drugs and regulatory 
matters. 

Rational use of drugs and drug information. WHO is promoting rational use of drugs by improving 
rational drug therapy and drug management. Irrational drug combinations are being removed from the market 
in India and standard treatment regimens have been formulated in Bhutan, Myanmar, Sri Lanka and Thailand 
for use in primary health care. India and Indonesia are being supported in establishing drug information 
systems. In Indonesia, a national programme has been formulated to strengthen the information system for 
drug management and rational use. Indonesia and Thailand continue to monitor and participate in the WHO 
international adverse reaction monitoring programme. 

Drug efficacy and safety. Although different aspects of the quality assurance programmes have been 
supported and strengthened, including human resources development, a main thrust has been in promoting the 
WHO Certification Scheme. It is of great importance to those countries that have not yet developed a 
comprehensive quality assurance programme. Support has been provided to Member States in the quality 
control and quality assurance of drugs through strengthening of drug testing laboratories, provision of supplies 
and equipment, and development of human resources. Three WHO collaborating centres in India, Indonesia 
and ThaUand continue to play an important role in this regard. 

Research and development. Most people live in rural areas without regular access to health services, and 
self-care and medication are assuming increasingly important roles. Since data on knowledge, attitudes and 
practices are necessary to manage these conditions and to develop strategies for promoting rational use of 
drugs, a study on self-medication was initiated in September 1991. 

THE WESTERN PACIFIC 

Development of national drug systems. A comprehensive workplan has been drawn up and implemented 
in the Philippines and Viet Nam with the collaboration of WHO. The Philippines has been progressively 
implementing its national drug policy by passing the Generics Act in 1988 and establishing the National Drug 
Formulary vols. I and III in 1990. In Viet Nam, the pharmacy curriculum was further reviewed from the 
essential drugs viewpoint and, in 1991, the rational use of antibiotics was strengthened. A list of essential 
drugs was established in February 1990. 

Local production of drugs in China and Viet Nam has received continued support from WHO, especially 
for antibiotic production technology and quality control technology. Hospital pharmacy and a drug information 
system were supported in Malaysia. The country is now a member of the WHO international adverse reaction 
monitoring programme - the thirty-first member in the world and the fourth in the Region. 
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In 1990 a survey was undertaken in selected countries of the Region as a preliminary for data collection 
on a regular basis for evaluating and assessing the present pharmaceutical situation of each country or area 
and finding the best ways to improve it. In addition, this activity will help to expedite exchange of information 
among Member States. 

Drug quality assurance. Drug quality assurance mechanisms have received increasing attention from 
Member States. There are now 10 Member States in the Region that have joined the WHO Certification 
Scheme. Counterfeits are a serious problem. Viet Nam started campaign activities with the reorganization 
and strengthening of inspections. The ASEAN pharmaceutical project created 45 reference substances for 
routine laboratory quality-control use. 

Subregional projects. For the South Pacific countries, a project adviser was assigned to the South Pacific 
pharmaceutical project in Apia, Samoa, in 1990. The project provides cooperative mechanisms and a 
framework for the South Pacific as a whole. Pharmacy training, which has been a critical problem in the South 
Pacific countries, has received continuous support from WHO. 

The ASEAN pharmaceutical project has been further developed with the support of WHO and UNDP. 
The project has accumulated 10 years of close collaboration and provided an excellent model of technical 
cooperation among developing countries. ASEAN Member States collaborate in 10 areas, covering hospital 
pharmacy; drug supply management; communication, information and education on medicine to the 
community; herbal medicines; clinical pharmacy; good manufacturing practices; drug information; drug 
evaluation; laboratory quality control; and regional standards and reference substances. 


