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In resolution WHA41.16, the Forty-first World Health Assembly requested the Director-General: 

(1) to implement the remaining components of the revised drug strategy, seeking 
extrabudgetary resources in addition to those in the regular budget to this end; 

(2) to include in his biennial reports to the Health Assembly information on the 
implementation of the revised drug strategy, and to provide reports thereon to the Executive 
Board from time to time, as necessary; 

(3) to initiate programmes for the prevention and detection of the export, import and 
smuggling of falsely labelled, spurious, counterfeited or substandard pharmaceutical 
preparations, and to cooperate with the Secretary-General of the United Nations in cases 
when the provisions of the international drug treaties are violated. 

The ninety-third session of the Executive Board requested that a full report on the implementation 
of the revised drug strategy be submitted to the Health Assembly.1 This report is organized in two 
parts. 

Part I highlights regulatory issues, and particularly the need for countries to recognize and 
strengthen the role of the pharmacist within drug regulatory authorities, in pharmaceutical 
manufacturing facilities and in the community at large as a necessary prerequisite to assuring the 
quality of pharmaceutical and biological products both at the time of manufacture and within the 
distribution chain. It also reviews progress in the implementation of the normative aspects of the 
revised drug strategy. 

Part II reviews the efforts of WHO, governments and other bodies to improve the rational use of 
drugs and the access to essential drugs within the framework of national drug policy. It examines 
the current and emerging problems in this area and the way in which WHO'S operational support 
and research and development efforts are contributing to their solution. It draws the attention of 
countries, aid agencies, nongovernmental organizations and the pharmaceutical industry to areas 
of concern in the pharmaceutical sector today, such as insufficiently coordinated international aid, 
lack of trained staff, inadequate information and inadequate education of prescribers and 
consumers, outdated or unenforceable legislation, and lack of knowledge about the viability and 
long-term impact of new financing and other strategies. It calls for action by all interested parties 
for the development and implementation of national drug policies aimed at improving the access to 
and the rational use of drugs; recognizing WHO'S leadership and coordination role. 

1 See summary records of the Executive Board at its ninety-third session, eleventh meeting (section 2) and 
thirteenth meeting (section 2). 
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PART I. REGULATORY AND NORMATIVE ASPECTS 

1. REGULATORY ISSUES 

1. Quality assurance is no longer exclusively directed to ensuring that registered pharmaceutical 
products, including biological products and herbal medicines, are manufactured and stored in accordance 
with defined norms of good manufacturing practice and that they conform with pharmacopoeial or other 
officially-recognized specifications. In recent years its scope has widened; it is now also concerned with 
detecting and preventing the distribution of counterfeit, spurious and substandard pharmaceutical products. 
Both administrative and technical activities are involved that fall within the professional domain of the 
pharmacist. 

2. Concern about the prevalence of illicit products and active ingredients was first expressed at the 
Health Assembly in 1988.1 Since then, a large body of narrative evidence has confirmed the widespread 
existence of illegal manufacturing practices ranging from sophisticated production of counterfeit branded 
products to fabrication of poor-quality substitutes of authentic generic products.2 Insofar as these products 
escape every form of control, their existence is a threat to public health. 

3. No administration can regard itself as immune to the criminal activity involved. Indeed, in some 
countries, infiltration of these illicit products into the legitimate distribution chain has occurred on a scale 
that threatens to undermine public confidence in health-care delivery. Particularly vulnerable are countries 
that are rapidly developing an industrial infrastructure and in which large numbers of newly established 
small companies have gained a foothold in the domestic market.3,4 This diversification of the 
manufacturing base and the concomitant increase in the number of products on national markets have 
strained the capacity of regulatory authorities in many countries to assure the quality even of legitimately 
manufactured products. This frailty of control has been objectively documented within the past few years 
in many developing countries, and particularly those that are fast becoming industrialized.5,6,7 

1 See resolution WHA41.16. 
2 Counterfeit Drugs. Report of a WHO/IFPMA Workshop. 1-3 April 1992 (document WHO/DMP/CFD/92 

(English only)). 
3 See, for example, Scrip, No. 1785, 12 January 1993, p. 16 "... the trade associations claim that small companies 

make up 50% of the industry [of one important exporting country] and account for the bulk of its exports". 
4 See, for example, Scrip, No. 1791, 2 February 1993, p. 21, in which the Director General of an important 

exporting country's State Pharmaceutical Administration is quoted as saying that many aspects of the department's 
work have not kept pace with the establishment of a market economy. The article also notes that "the availability and 
use of spurious and counterfeit products is reported to be increasing, causing possibly hundreds of fatalities over the 
past few years ... Spurious drugs worth more than US$ 53 million have been seized nationwide since 1991 ... The 
spurious drugs are said to be manufactured mainly in small village factories". 

5 Counterfeit pharmaceuticals. Commonwealth Pharmaceutical Association Newsletter, 29: 18 (1992). A 
questionnaire directed to 72 national pharmaceutical bodies elicited 44 replies. Counterfeit medicines were known to 
exist in 14 of these countries. The analysis of replies included the following: "In the developing countries, with one 
exception, prescribed medicines were involved as well as [over-the-counter] OTC products. In only two countries was 
the incidence described as ‘insignificant，. Three countries were reported as having ‘significant，counterfeit problems, 
while two others had a ‘substantial, problem. In two countries, branded and generic counterfeit medicines were 
involved". 

6 WHO Drug Information, 6: 169 (1992). Within the past three years WHO has been notified of three 
apparently dissociated events in which many children are reported to have died after having taken locally formulated 
medicinal syrups in which the toxic industrial solvent diethylene glycol was substituted for propylene glycol. 

7 Children's Vaccine Initiative. Working Group Meeting on Asia Initiative. Rockefeller Archives Center, New 
York, NY, USA, 28-30 July 1993. This task force of the CVI reported that "only 3 of 10 vaccine-producing countries 
in the Asia-Pacific region were assessed to have internationally acceptable standards for vaccine production and 
quality control, and effective regulatory mechanisms ... Regulatory requirements were rarely enforced" (document 
CVI/MAC-5/93.12). 

3 



A47/8 

4. The possibility of increasing national regulatory capacity through greater governmental allocation or 
subvention is strictly limited in the prevailing economic climate. As a consequence, regulatory authorities 
in highly-developed countries are looking to pharmaceutical companies to meet the costs of product 
registration through "user fees11.1 These costs are ultimately passed on to consumers of pharmaceutical 
products not only in developed, but also in developing countries. Most developing countries, because of 
their relatively small drug markets, do not possess the leverage to impose significant charges on the 
industry. It is nonetheless vital that the staff in small regulatory authorities is adequate for both the 
administrative and the technical elements of an effective system of quality assurance. 

Guiding principles for small national drug regulatory authorities 

5. The legal and administrative framework needed to define and control the legitimate drug market must 
also be devised and equipped to frustrate trade in illicit products.2 WHO's Guiding Principles for Small 
National Drug Regulatory Authorities have been prepared to meet this objective.3 They place emphasis 
on the need to define the legitimate domestic market by compiling a comprehensive inventory of finished 
pharmaceutical and biological products, manufacturers, wholesale dealers and distributors, including import 
agencies, in both the public and the private sector. The inventory serves as the basis for creating a formal 
system of registration (or licensing) - a necessary prerequisite for effective enforcement. 

6. A critical examination of the legal basis of regulatory control in both developed and developing 
countries is now being undertaken within WHO to identify the loopholes which allow pharmaceutical 
products to be manufactured, imported, exported or distributed in such a way that they escape the controls 
of WHO's Good Manufacturing Practices, product licensing and other regulatory requirements. 

7. The basic objective is to provide an operational basis for effective enforcement of regulatory decisions. 
This is dependent, in turn, upon the existence of: 4 

_ a capacity to organize, store, retrieve and analyse technical and administrative data held by the 
central licensing authority; 

- a channel for information on products to be imported through the WHO Certification Scheme on 
the Quality of Pharmaceutical Products moving in International Commerce; 

- a n inspectorate including qualified pharmacists to assure compliance with good manufacturing 
practices and regulations concerning storage and distribution; and 

- a n efficient national drug quality control laboratory. 

Computerized databases for regulatory authorities 

8. Effective administration of a registration system requires the development of a computerized data 
storage and retrieval system. WHO has developed a model software package specifically for this purpose, 
which is intended to run on a desk-top computer. It is designed to support the licensing of both products 

1 See, for example, Scrip, No. 1798, 26 February 1993, p. 4, which states: "the standard fee for a full product 
application under the proposed [European Communities] centralized procedure should initially be set at ECU 200 000 
(about US$ 240 000), the European Commission suggests in a discussion paper on the financing of the future 
European Medicines Agency". See, also, FDA Backgrounder on user fees. 3 August 1993. The USA has begun to 
levy charges on submissions for new prescription drugs. These raised a total of US$ 36 million in 1993, and the 
charges will rise incrementally over 5 years to reach US$ 84 million in 1997. 

2 Document WHO/DMP/CFD/92. 
3 Guiding Principles for Small National Drug Regulatory Authorities, in WHO Technical Report Series, No. 790 

(1990), Annex 6’ pp. 64-72. 
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and manufacturers, and it is offered without charge in a form that can be readily adapted to accommodate 
specific national needs. It is oriented particularly to the pharmaceutical aspects of regulation and the 
assurance of quality. It provides an administrative tool for pharmacists engaged in drug regulation and it 
contains several databases, including a full transcript of the pharmaceuticals section of the United Nations 
Consolidated List,1 and a worldwide listing of 76 000 generic names and synonyms that facilitates their 
translation into the internationally-recognized International Nonproprietary Names (INN) for 
Pharmaceutical Substances.2 

The WHO Certification Scheme on the Quality of Pharmaceutical Products moving in 
International Commerce 

9. A comprehensive registration system must embrace imported as well as domestically manufactured 
products. The WHO Certification Scheme on the Quality of Pharmaceutical Products moving in 
International Commerce3 provides a channel for exchange of information between competent authorities 
in importing and exporting countries on drug products proposed for export. Guidelines for implementing 
the Scheme were provisionally endorsed in resolution WHA45.29, and further evaluations are in progress. 

Good Manufacturing Practices 

10. The implementation of the Certification Scheme is dependent upon timely revision of WHO's "Good 
practices in the manufacture and quality control of drugs" (GMP). Frequent updating of these practices 
is now required as a result of rapid evolution of new approaches to chemical and biological syntheses of 
active ingredients. Resolution EB93.R6,4 adopted by the Executive Board at its ninety-third session, 
recommends to the Health Assembly the adoption of a resolution which is intended to accelerate the 
adoption of proposed revisions and amendments by conferring upon the Board the authority to endorse 
proposals contained in forthcoming reports of competent WHO eq>ert committees rather than, as at 
present, by requiring formal adoption by the Health Assembly. In other respects the consultative 
mechanisms will remain unchanged. Proposed technical amendments to GMP are invariably developed in 
consultation with national drug regulatory authorities and bodies representative of the pharmaceutical 
industries. They are subsequently discussed within the biennial International Conferences of Drug 
Regulatory Authorities before they are submitted, for formalization, to the competent WHO e ^ e r t 
committee. 

Training needs 

11. WHO continues to sponsor and support training programmes at national, regional and interregional 
levels for drug regulators, including staff responsible for the registration process, pharmaceutical inspectors, 
and the staff of national drug quality control laboratories. Long-standing collaboration is maintained with 
the International Federation of Pharmaceutical Manufacturers Association in arranging training of 
individual inspectors in in-process quality control. 

12. WHO now also arranges, at the invitation of the national authority and with the active participation 
of local inspectors, informal assessments of the manufacture and regulatory oversight of specific products. 

1 Consolidated list of products whose consumption and/or sale have been banned, severely restricted or not 
approved by governments, United Nations, New York, 1991. 

2 International Nonproprietary Names (INNs) for Pharmaceutical Substances, Cumulative List No. 8, WHO, 
Geneva, 1992. 

3 WHO Certification Scheme on the Quality of Pharmaceutical Products moving in International Commerce, in 
WHO Technical Report Series, No. 790 (1990), Annex 5, pp. 57-61. 

4 See also document EB93/1994/REC/1, Annex 4. 
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These assessments, which were first made to assure the quality of vaccines distributed by UNICEF,1 are 
now also undertaken under the aegis of the Children's Vaccine Initiative.2 Assessments are also being 
undertaken of the manufacture of oral contraceptive products in collaboration with the Special Programme 
of Research, Development and Research Training in Human Reproduction. As an important step in 
assuring the quality of the products in question, these missions not only enhance standards of quality 
control, they also contribute to the training of national inspectors and promote international harmonization 
of standards of inspection. 

Quality assurance as a professional responsibility 

13. Quality assurance of pharmaceutical products is part of the professional training of the pharmacist. 
However, the potential contribution of pharmacists to the health team has yet to be fully recognized in 
many countries, and in some the profession remains virtually unrepresented. In an effort to define the 
scope and potential of pharmaceutical services, WHO has organized two meetings on the role of the 
pharmacist, the first in New Delhi in 1988 and the second in Tokyo in 1993.3 Without an adequate cadre 
of qualified pharmacists working in regulatory authorities, in pharmaceutical manufacturing companies and 
in the community, concern about falsely labelled, spurious, counterfeited and substandard pharmaceutical 
products expressed in resolution WHA41.16 is unlikely to be allayed. 

14. The Executive Board at its ninety-third session adopted resolution EB93.R12 on the role of the 
pharmacist in support of the WHO revised drug strategy,4 recommending to the Health Assembly the 
adoption of a resolution which is intended to recognize the role that the pharmacist can play in the health 
care system, particularly in quality assurance and the safe and effective administration of medicines. 

2. NORMATIVE ASPECTS 

Relationships with national drug regulatory authorities 

15. WHO's record of effective collaboration with national drug regulatory authorities is the product of 
several formal multilateral administrative arrangements: 

- f o r m a l nomination of a national information (or liaison) officer within each national authority, who 
assumes responsibility for receiving and acting upon information from WHO concerning the safety 
and efficacy of pharmaceutical and biological products, and who arranges for WHO to be kept 
informed of relevant national decisions concerning the regulation of these products when these 
decisions are of international relevance and concern; 

- inst i tut ion of the biennial International Conference of Drug Regulatory Authorities (ICDRA), 
created under the aegis of WHO in 1978 with the objectives of promoting collaboration between 
national authorities, forging a consensus on matters of mutual interest, facilitating timely and 
adequate exchange of technical information, and discussing contemporary issues of international 
relevance; 

1 Procedure for evaluating the acceptability in principle of vaccines proposed to United Nations agencies for use 
in immunization programmes (Revised 1988), in WHO Technical Report Series, No. 786 (1989), Annex 1. 

2 Children's Vaccine Initiative, Annual Report of Task Force on Quality Control: Assessment of Regulatory 
Procedures. Fifth Meeting of the Management Advisory Committee, Cairo, May 1993 (document 
CVI/MAC-5/93.10). 

3 See "The role of the pharmacist in the health care system". Report of a WHO consultative group. New Delhi, 
13-16 December 1988 (WHO document PHARM/DAP/90.1). 

4 See document ЕВ93/1994/REC/1, resolution EB93.R12 and Annex 4. 
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- l ia i son with the International Conference on Harmonization of Technical Requirements for 
Registration of Pharmaceuticals for Human Use (ICH), instituted in 1991 as a forum for discussion 
between representatives of regulatory authorities from the Member States of the European 
Community, Japan and the United States of America and experts from the pharmaceutical industry 
within these territories, WHO，s objective being consultation on the global applicability of the 
proposals emanating from ICH within the broader constituency of WHO's Member States. 

Channels for exchange of information 

16. A programme in which WHO has normative responsibilities on a global scale cannot operate 
effectively without efficient channels of communication with competent national authorities and other 
interested parties. 

17. In its normative functions - and particularly when updating the WHO Model List of Essential Drugs 
and issuing requirements and pharmacopoeial specifications regarding specific pharmaceutical and biological 
preparations - it continues to rely upon endorsement by the three expert committees concerned and the 
publication of their reports in the WHO Technical Report Series. 

18. Exchange of information with national authorities on national regulatory decisions, and particularly 
those of a restrictive nature taken on grounds of public safety, occurs rapidly in the monthly WHO 
Pharmaceuticals Newsletter and, when urgency demands, in special deliveries of WHO Drug Alert. They are 
recorded in definitive form within the United Nations Consolidated List, and the possibility is being 
explored of producing the section on pharmaceutical products, together with much other material produced 
by WHO under this programme, on CD-ROM for reading and transcription using desktop computers. 

19. Information of relevance to governments and prescribers, as well as commentaries and explanatory 
articles on normative activities, are issued in the quarterly subscription periodical WHO Drug Information. 
This also serves as the vehicle for lists of International Nonproprietary Names as required by resolution 
EB15.R7. Much of the information contained in this periodical is subsequently republished in journals 
issued by nongovernmental organizations and independent drug bulletins. In all, more than 6000 copies of 
WHO Drug Information are circulated in English, French and Spanish, for which 2000 annual subscriptions 
of Sw.fr. 60 are received for the English-language version alone. However, notwithstanding the revenue 
from subscriptions, and the fact that the periodical is currently produced within the programme, publication 
will cease as from 1995 unless US$ 50 000 per annum can be found to support the costs of printing. 

Standards and requirements for pharmaceutical and biological products 

20. The definition of pharmacopoeial standards and other requirements for pharmaceutical and biological 
products, which is one of the constitutional functions of WHO, continues. This work, which sets norms for 
in-process control of biological preparations and for the testing of all finished products within national drug 
control laboratories, is the basis of the International Pharmacopoeia and the annual reports of the WHO 
Expert Committee on Biological Standardization. It is now complemented by a series of rapid tests that 
can be performed by pharmacists, outside a sophisticated laboratory setting, in order to verify 
pharmaceutical substances in both starting materials and finished dosage forms. The objective is to enable 
pharmacists at all levels to become engaged at first hand in combating, with simple analytical controls, the 
infiltration of distribution channels by substandard and illicit products. 

21. The publication of a pharmacopoeial monograph for a pharmaceutical substance, or the issue of 
formal requirements for a biological substance, needs to be complemented by the establishment of an 
international reference substance. Collaborating centres in Denmark, Netherlands, Sweden, United 
Kingdom, and United States of America have this task. The collective costs far exceed the regular budget 
allotments for the WHO programme. 
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22. There is strong pressure on these International Laboratories for Biological Standards: as the result 
of the rapid development of biologically-assisted synthetic processes they have had to respond to the 
considerable challenge of establishing new International Reference Materials for a variety of vaccines, 
monoclonal antibodies and recombinant DNA products. 

New normative instruments 

23. With a view to facilitating international movement of finished dosage forms of essential drugs, a 
guideline has been drafted on marketing authorization requirements applicable to interchangeable 
multi-source (generic) pharmaceutical products. The draft developed in two consultations convened in 1993 
has been circulated for comment to national drug regulatory authorities and interested nongovernmental 
organizations. A novel aspect of the guidelines is the proposal that a single internationally-acknowledged 
reference product should be designated as a basis for testing bioequivalence or any other criterion of clinical 
interchangeability, when assurance is required. This is intended, for instance, to meet current concern that 
the bioavailabüñty of generic forms of some fixed combination antituberculosis drugs is unreliable and, in 
some instances, too low to ensure an adequate clinical response. 

24. National regulatory authorities long associated with the development of new drug products now 
recognize that the data on the basis of which such products are approved for marketing need to be validated 
through the application of WHO，s Good Clinical Practices and Good Laboratory Practices. Guidelines on 
the development of relevant global standards have recently been issued by the programme with a view to 
facilitating acceptance by any national regulatory authority of clinical data assembled elsewhere to support 
a product registration application. 

Essential drugs and model prescribing information 

25. The biennial meetings of the WHO Expert Committee on the Use of Essential Drugs continue to 
provide the mechanism for formal revision and updating of the WHO Model List of Essential Drugs. The 
basic format of the list remains unchanged. However, the continued emergence of bacteria and parasites 
resistant to first-line antimicrobial drugs has resulted in an extension of the concept of strategic "reserve 
antimicrobials". Previously limited to antibacterial drugs, this connotation has now been extended to some 
newly introduced antimalarial compounds. 

26. Work continues on extending the WHO Model Prescribing Information series to all the drugs 
contained in the Model List. The task has become more demanding because of the need to update the 
three booklets initially prepared (on drugs used, respectively, in anaesthesia, for parasitic diseases and for 
mycobacterial diseases) while at the same time creating new material. Booklets on sexually transmitted 
diseases and diseases of the skin are in final manuscript, while drafts of others are in preparation. The 
booklet on parasitic diseases has already become recognized internationally as an authoritative source. 

International programme for the monitoring of adverse drug reactions 

27. The activities of this programme - in which 41 national drug monitoring centres now participate -
continue to be conducted from a collaborating centre in Uppsala, Sweden, which is staffed and funded by 
the Government of Sweden. 

28. Participating centres now submit reports of spontaneously notified and serious suspected adverse drug 
effects to the collaborating centre, where the international database is used both to signal and to confirm 
suspicions regarding causal relations between the administration of drugs and the adverse effects. After 
25 years of existence, the efficiency with which the collaborating centre can operate and its operating costs 
continue to be compromised by failure of the other monitoring centres collectively to accept a single system 
of terminology and classification as a basis for entering data in the system. 
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29. Increasingly, other WHO units and divisions are involved in the surveillance of the performance of 
antimicrobials for use against infectious and other communicable diseases endemic in developing countries. 
Current studies relate to: 

_ review of community use of ivermectin to suppress onchocerciasis; 

-bioavailability of rifampicin in fixed-dose antituberculosis combination products; and 

_ development of resistance to newly introduced antimalarials including, in particular, artemisinin 
and its derivatives. 

3. MATTERS FOR THE PARTICULAR ATTENTION OF THE HEALTH ASSEMBLY 

30. The Forty-seventh World Health Assembly is invited to consider resolutions EB93.R6 on 
implementation of WHO's revised drug strategy: revision and amendment of WHO's Good Manufacturing 
Practices for Pharmaceutical Products, and EB93.R12 on the role of the pharmacist in support of the WHO 
revised drug strategy. 
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PART II. THE RATIONAL USE OF DRUGS 

ACTION PROGRAMME ON ESSENTIAL DRUGS 

1. INTRODUCTION 

31. In 1984 the Thirty-seventh World Health Assembly adopted resolution WHA37.33 on the rational use 
of drugs, which expressed concern about the inappropriate prescribing and use of drugs, and awareness of 
the need for better knowledge of drug consumption and prescription practices, unbiased and complete 
information for health personnel and the general public about drugs, and adequate training of prescribers. 
It urged Member States to tackle these needs, to strengthen drug selection and use, and to implement 
comprehensive and rational drug policies. The Director-General was requested to provide continued 
support at national, regional and global levels for this work, and to hold a meeting of e v e r t s of all 
concerned parties on the subject. 

32. In accordance with the resolution, WHO convened a Conference of Experts on the Rational Use of 
Drugs, in Nairobi in 1985. The following year the Director-General presented a report of this conference 
and WHO's revised drug strategy to the Thirty-ninth World Health Assembly; the report and strategy were 
endorsed by resolution WHA39.27.1 Highlights of the strategy were: to support governments in 
formulating and implementing national drug policies and action programmes on essential drugs; to expand 
normative functions; to intensify dissemination of information; to promote better training of health 
personnel; and to promote collaborative research. 

33. In 1988 the Director-General reported to the Executive Board on progress made and problems 
encountered in implementing the new strategy.2 Resolution WHA41.16 on the rational use of drugs 
adopted the same year requested, inter alia, the Director-General to implement the remaining components 
of the revised drug strategy and to seek extrabudgetary resources in addition to those in the regular budget 
to that end. 

34. In 1990 the Director-General reported to the Forty-third World Health Assembly on progress in the 
Action Programme on Essential Drugs,3 responsible for implementing the operational aspects of the 
strategy: the Programme's strategies had had a positive impact on the understanding, acceptance and 
implementation of the essential drugs concept, but methods of implementation needed to be improved; 
the priorities and approaches of the Programme differed with each country's socioeconomic situation but 
the conceptual basis was the same in all; while the generous support initially provided to the Programme 
was acknowledged, broader support would be needed in future years. 

35. In 1992 the Director-General reported to the Forty-fifth World Health Assembly on the 
implementation of the revised drug strategy through a progress report on the Action Programme on 
Essential Drugs4 and a report on the safety and efficacy of pharmaceutical products:5 activities had 
accelerated during the biennium and collaboration with Member States had been strengthened through 
intensified country support; however, half the population of developing countries still lacked regular access 
to the most needed essential drugs, and socioeconomic deterioration in the developing world had made 
progress difficult. The report concluded that the current level of cooperation was not sufficient to counter 
the socioeconomic decline in developing countries; Member States would need to increase their efforts 

1 See also document WHA39/1986/REC/1, Annex 5. 
2 Document EB81/1988/REC/1, Annex 6. 
3 Document WHA43/1990/REC/1, Annex 6. 
4 Document WHA45/1992/REC/1, Annex 5. 
5 Document WHA45/1992/REC/1, Annex 6. 
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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. 

2. SITUATION ANALYSIS 

A decade of development 

36. This report brings up to date the situation in aspects of the WHO revised drug strategy that 
contribute to the appropriate use of drugs throughout the world. The rational use of drugs is taken in its 
broad sense to encompass drug selection, procurement, supply and distribution, regulation, quality 
assurance, production, financing, information and education policies, including human resources 
development. These aspects of rational use comprise the fundamental elements of a comprehensive 
national drug policy. 

37. Although many WHO disease control programmes are involved in rational drug use, this report 
focuses on the work of WHO，s Action Programme on Essential Drugs. It describes the emphasis on direct 
country support and global WHO advocacy in support of measures for rational use. It also reports on the 
Programmed "development work" component and operational research undertaken on problems at global 
and national levels and on technical and policy tools that countries can use to rationalize their 
pharmaceutical sector and facilitate equity of access to an assured supply of safe and effective drugs. 

38. In 1981, when WHO launched its Action Programme on Essential Drugs, the main problem identified 
was the lack of drugs for the public sector, especially for primary health care. Although countries were 
spending between 20% and 40% of their scanty health budgets on importing drugs, most of the people in 
the rural areas and in urban slums had no access to these drugs. At all levels of the health system - national 
level, hospital or health centre, patient - many countries lacked drugs in sufficient quantities. At the same 
time a wide variety of drugs were available in private pharmacies but were out of reach for the majority 
of the population. From the earliest days of the WHO Action Programme, rational drug use was a major 
need; however, the availability of the most essential drugs had to come first. Limited resources alone did 
not explain the shortage of drugs at all levels; weak government capacity and commitment to develop and 
implement policies and programmes, lack of management skills, and poor training in the rational use of 
drugs for pharmacists, physicians and other health workers exacerbated the situation. 

39. The main questions were: Which drugs should be purchased with a limited budget? How could drugs 
be provided to the periphery and to the urban poor? How could a country reduce its expenditure of limited 
foreign exchange on imported drugs while increasing pharmaceutical coverage? One of WHO，s priorities 
therefore was to assist Member States in finding ways to ensure drug access while strengthening capacity 
building. 

40. The essential drugs concept was the basic answer to the main difficulties encountered. The strategies 
developed by WHO through the Action Programme on Essential Drugs focused on this concept, which was 
advocated as the most appropriate tool to make the best use of resources in selection, procurement, storage, 
distribution and use of drugs; with the formulation of essential drugs lists and the establishment of national 
drug policies and management programmes relevant to the health needs of populations, significant savings 
could be made by rationalizing the purchase, storage, distribution and use of drugs. Attention was initially 
mainly directed towards the public sector and the development of essential drugs programmes. The 
emphasis was on better use of the limited resources. Few activities focused on the private sector, although 
the essential drugs concept was largely valid also for this sector. 

41. After the Conference of Experts in Nairobi in 1985 and the adoption of the revised drug strategy, the 
scope of WHO's activities was extended: national drug policies, although always part of the mandate of 
the Action Programme, became an even more prominent concept. Rational use emerged as a major 
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concern; the nature and the scale of misuse were investigated by WHO and others. Socioeconomic aspects 
of drug use received increased attention. 

42. Throughout the 1980s, WHO，s work in the pharmaceutical sector continued to cover direct country 
support, responding to the needs of countries in developing and implementing essential drugs programmes 
and national drug policies; conducting operational research on subjects of 纽obal and national relevance; 
developing guidelines and training materials; promoting and advocating core concepts of rational drug use 
at the global and national levels; and providing normative information in support of rational drug use. The 
emphasis first placed on equity of access to health care at the International Conference on Primary Health 
Care in Alma-Ata in 1978 has continued to direct WHO,s work in this sector ever since. 

Progress 

43. Today the essential drugs concept is widely accepted as being in the interest of public health. A major 
accomplishment of WHO's work and leadership has been to make the concept a main item on the 
"international health agenda" of many organizations around the world and to change the conceptual 
framework for pharmaceutical policy in developing countries. The scope of the concept has expanded to 
form a policy and now includes all aspects of a national pharmaceutical system. Multilateral and bilateral 
agencies and nongovernmental organizations have adopted the approach promoted by WHO. Efforts to 
improve the efficiency of the public health system through the application of the essential drugs concept 
now meet with little criticism. 

44. Increasing attention has been paid by governments to developing mechanisms to improve the 
availability of drugs, and many have tried to rationalize their drug sector. Most developing countries have 
drawn up limited lists of drugs under international nonproprietary names (INNs) for the public sector and 
many have established national essential drugs programmes, often supported by donors. 

45. At the global level, the availability of generic drugs at low cost on the international market, and the 
services offered by such non-profit organizations as the International Dispensary Association (IDA), 
Equipment to Charity Hospitals Overseas (ECHO) and UNICEF's supply centre in Copenhagen have 
increased competition and contributed to a lowering of drug prices. 

46. Governments, often for cost-containment reasons, are now more aware of and have started to tackle 
the problems linked with irrational prescribing and use of drugs. The academic world has become more 
conscious of its responsibilities and of the dangers of inadequate training, and there is growing awareness 
of the need for strategies to combat irrational drug use. The public has also been sensitized to these issues 
through the important role played by consumer groups in advocating the provision of more and better drug 
information to the public. 

47. Finally, the concept of comprehensive national drug policies, covering both public and private sectors, 
has gained ground. Countries widely differing in socioeconomic development, such as Australia, Malawi, 
Philippines and Syrian Arab Republic, are implementing national drug policies. There is also a movement 
towards the adoption of subregional policies, as indicated by the current development of a common drug 
policy by the Andean countries. 

48. Despite these advances, strategies developed in the 1980s have not been successful in solving some 
of the problems, including the provision of financing mechanisms for drugs. 

Constraints and problems 

49. Access to essential drugs remains limited and inequitable in many countries, despite much effort. 
Structural weaknesses of the public drug sector continue to handicap the functioning of the health system. 
Although procurement and distribution have improved in a number of countries, progress has been 
challenged by the economic crisis and the structural adjustment process. Ministry-of-health budgets for 
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drugs have often decreased in real terms while alternative financing methods, including cost sharing and 
fiscal policies favouring essential drugs, are still not fully implemented and evaluated. Equity and access 
to drugs for the indigent and needy, particularly in societies where cash income is highly restricted, have 
not always been adequately assured. 

50. Planning, programming and budgeting capacities are still limited in many of the least-developed 
countries; and trained staff to establish and implement national drug policies, including the regulatory 
aspects, are scarce. 

51. Some essential drugs programmes and disease control programmes with a drug supply component are 
insufficiently institutionalized and are not fully coordinated with and integrated into national health policies. 
They continue to be fully dependent on donors, and strategies designed in the 1980s to ensure their long-
term sustainability have to be reviewed. 

52. Inappropriate use of drugs is a cause of great concern, not only leading to waste of resources but also 
to the possibility - as in the case of the misuse of antibiotics - of serious long-term public health 
consequences. In many countries, prescribers and the public have no access to objective information about 
the appropriate use of medicines, while commercial marketing practices continue to give cause for concern. 

53. Cooperation and coordination for a common policy framework need to be strengthened between all 
parties in and outside WHO. 

54. Improvements in regulation through the strengthening of the drug regulatory and quality assurance 
mechanisms, are a priority. Consequences of current poor regulation are, inter alia, an increase in retail 
drug prices, a concentration of the distribution network in the main towns, a shift to less essential drugs 
with a higher profit margin, and an irrational use of drugs and resources in general. These factors all 
impede access to needed drugs. 

55. Many of these failures are linked to slow development and to new problems and challenges. The 
pharmaceutical sector is part of a wider context, and structural constraints in other sectors in countries 
contribute to the failure of many programmes and projects. Moreover, there is a global imbalance in the 
pharmaceutical sector: a strong "supply side" influences consumption in the wrong way when the "demand 
side" consists of often poorly informed prescribers and public. This is particularly true in developing 
countries, where the administration often has limited resources and negotiating power. Such an imbalance 
contributes greatly to the difficulty of implementing rational drug policies. 

56. In conclusion, many countries face the critical problem of how to make the best use of limited 
available resources to improve access to high-priority drugs and how to use the drugs themselves rationally. 
This calls for the establishment of new priorities and strategies at country and global levels by all parties. 
It also necessitates an integrated approach: a national drug policy must be conceived within the overall 
framework of national health policy. WHO's support to countries in developing new strategies within the 
framework of such a coordinated approach is discussed below. 

3. RATIONAL DRUG USE WITHIN A POLICY FRAMEWORK 

Why countries need a national drug policy 

57. The present lack of adequate supplies of drugs appropriate for health needs, the problems of drug 
financing and the widespread irrational use of drugs not only result from financial constraints but also 
reflect the priorities and attitudes of governments, prescribers, dispensers, consumers and the 
pharmaceutical industry. 
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58. A national drug policy that covers both the public and the private sectors is an expression of goals 
for improving the supply and use of drugs, the priorities among those goals and the main directions for 
attaining them. It forms an integral part of a national health policy and provides a framework for action. 

59. Government regulation of the pharmaceutical market is necessary for appropriate drug use; drugs 
are different from other goods and their commerce differs from other markets. First, they are a basic 
necessity to maintain life and to relieve suffering. In these conditions they should be available to all, 
regardless of ability to pay. Secondly, the need for drugs is as unpredictable as major illness and cannot 
be planned within an individual�budget. This deduction has led in developed countries to the creation of 
health insurance systems. Thirdly, a major factor where drugs are concerned is the consumer's relative lack 
of knowledge; prescription drugs are complex chemical entities, and most consumers cannot judge the 
appropriateness and the quality of the medicines, even after use. The very nature of the pharmaceutical 
market contributes to this uncertainty. Finally, drugs are manufactured by a competitive pharmaceutical 
industry within a system which favours the proliferation of products. 

60. With such conflicting interests and powerful social and economic forces at work, and because of the 
distinctive characteristics of drugs, it is essential that the State defines the objectives of rational use and 
develops a policy for the benefit of public health and the patient rather than relying totally on free choice 
and the exchange between consumers and providers, which fails to ensure universal coverage or equal access 
to even the most essential drugs or their rational use. Only through a clear definition of the objectives and 
through coordination of the different components of the system and cooperation among the different 
sectors involved - mainly health, finance, trade and industry - can improvements be made. 

WHO'S support to national drug policy development 

61. Each nation, of course, has to establish its own drug policy according to its own political and economic 
realities and in the light of its own problems and possibilities. The choice made reflects its social values 
and culture. Whatever the process, each country has to specify its goals and priorities following the 
description and analysis of its drug problems. However, some core objectives have been defined which can 
be summarized as follows: 

- t o make effective, safe, low-cost drugs of good quality available to meet the needs of the entire 
population (essential drugs); 

- t o ensure that all drugs are used rationally; and 

- t o develop, where economically and technically feasible, national pharmaceutical production that 
supports economic growth and the overall development strategy of the country. 

62. To reach these goals, any policy should address all aspects of drug development, manufacture, 
financing, distribution and use in the public and the private sectors. Such a policy would include: 

-legislation to ensure drug safety, efficacy and quality, and to regulate production, marketing and 
dispensing; 

-national procurement on the basis of an essential drugs list in the public sector; 

-strategies to enhance the affordability of drugs in the public and private sectors; 

-provision of independent drug information, and measures to improve the education of both 
prescribers and consumers in rational drug use. 

63. To develop a comprehensive national drug policy and to bring about the reforms essential to realize 
goals are measures that require unequivocal political will and commitment of governments. But good 
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policy-making implies also that alternative goals have been considered; that the objectives decided upon are 
clear; that means for achieving them are known, feasible and agreed on by all parties; and that the 
progress and cost of implementation are measured, as well as the effects. WHO can and does cooperate 
extensively with countries in this process. 

64. The implications of the various strategies should be discussed with all the interested parties, including 
professional groups, health workers, consumers, teaching staff in the health field, and pharmaceutical 
manufacturers. Full consideration should be given to all their views and advice in order to ensure that the 
policy takes into account the needs expressed by the interested parties and encourages their participation 
in its implementation. Once decided, a written statement of the national drug policy is important, not only 
as it provides a comprehensive and detailed framework for all pharmaceutical development but also because 
it explicitly demonstrates the full commitment of the ministry of health and the government. 

65. In accordance with this approach WHO's Action Programme on Essential Drugs in the last decade 
has provided operational support to Benin, Bhutan, Colombia, Guinea, Kenya, Malawi, Mongolia, Myanmar, 
Syrian Arab Republic and other countries in the development of comprehensive national drug policies. 
WHO is currently cooperating with over 50 countries in one or more aspects of the pharmaceutical sector. 
In some countries support has focused on or started with a particular technical aspect, but it increasingly 
encompasses an integrated approach to the entire pharmaceutical sector within the framework of a national 
drug policy. Some examples are given under specific subject headings in the following sections. 

66. The Organization's extensive involvement in such direct operational support to countries enables it 
to share experience and information on policy and technical strategies in countries and regions, thus 
broadening the pool of common knowledge and enabling countries to draw on experience in other parts 
of the world. This cross-fertilization and networking approach has been systematically promoted and 
strengthened in the last two years through a series of regional meetings: for countries in the South-East 
Asia Region, in New Delhi in 1991 and 1993; for French and Portuguese-speaking countries in the African 
Region, in Cotonou and in Brazzaville in 1993; for French-speaking countries in the European Region, in 
Grenoble in 1993; for Andean countries (Americas), in Cartagena in 1993，and for ASEAN countries, in 
Jakarta in 1993. 

67. WHO's support to countries includes its normative work, such as that for international nonproprietary 
names (INNs), quality assurance and control norms, model prescribing information and guidelines for 
developing small regulatory authorities, thus providing an indispensable tool to countries in the long-term 
development and implementation of comprehensive national drug policies, strategies and plans of action. 

4. KEY ELEMENTS OF A NATIONAL DRUG POLICY 

68. The following are key components of a national drug policy on which WHO operational country 
support and the Programme's "development work" component has focused. The underlying principles of 
its structured technical approach, and examples of recent activities, are described below. 

Drug selection and procurement 

National drug priorities 

69. The cornerstone of an efficient pharmaceutical supply system is the selection of drugs. Drug selection 
and prioritizing have an important influence on a number of important fiscal, legislative, administrative and 
quality control requirements of the pharmaceutical supply system. In drug procurement, purchasing power 
is significantly diluted by the existence of large numbers of duplicate and non-essential products. By 
focusing on a reduced number of drugs the efficiency of the procurement process can be significantly 
improved, discounts for bulk purchase obtained, and quality control analysis undertaken more easily. 
Management costs for storage, record-keeping and personnel can be reduced, since these are directly 
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related to the number of different drug products in the inventory. Distribution is greatly facilitated and 
simplified when the number of products is reduced. When only products which meet real health needs are 
available, health care personnel can improve the efficiency and appropriateness of drug prescription and 
dispensing. Education and training are facilitated，particularly in countries where nurses and paramedical 
staff are often prescribers. The provision of objective prescribing information through formulary 
publications, therapeutic manuals or standard treatment guides is also greatly facilitated. 

70. In developed countries, selected drug lists are commonly to be found as hospital or practice 
formularies and within state and private reimbursement systems. A new development is the use of such 
lists as an educational tool. In many developing countries, drug prioritizing lies at the heart of national drug 
policy and strategies for rational use. Over 120 Member States have now developed and regularly update 
national essential drugs lists - many with WHO assistance. Most use the lists as a tool primarily for the 
public sector, but some countries - for example, Malawi, Sudan and Zimbabwe - do so for both the public 
and the private sector. It seems probable - with the present trend towards expansion of the role of the 
private sector, increased drug prices, and the proliferation of products marketed ¿obally - that national drug 
registration criteria will become more stringent in an increasing number of countries, particularly those in 
which foreign exchange is strictly limited. 

71. WHO's model list of essential drugs, first published in 1977 and updated biennially by the Expert 
Committee,1 has provided many countries with a very useful starting point from which to develop, adapt 
and update their own national list to meet their particular therapeutic needs and circumstances. 

Rational procurement 

72. Owing to the absence of a centralized purchasing system, many countries pay prices for drugs that 
are far above those on the international market, failing to obtain bulk discounts. At the same time 
inadequate planning infrastructures prevent them from estimating needs accurately and sufficiently far in 
advance, and they lack information about the best available market prices. Studies have shown that 
procurement is the area in which the greatest improvements and savings in drug supply can be made. For 
example, if drugs are ranked by value it generally appears that about 25-30 essential items account for a 
significant portion of the expenditure, so that procurement should concentrate on getting the high-value 
items at the top of the list at the best price possible. 

73. WHO's approach to aiding countries to strengthen drug procurement gives high priority to the 
development of human resources through national and regional training seminars, such as the series of 
workshops on the subject held under the auspices of the African Preferential Trade Area in 1991 and 1992， 

with WHO support, in Burundi, Kenya, Mozambique, Uganda and United Republic of Tanzania, and 
attended by 113 participants from 14 countries. There was also WHO collaboration, technical support and 
participation in a workshop organized by the International Trade Centre, United Nations Conference on 
Trade and Development/General Agreement on Tariffs and Trade in Benin in 1992 on drug procurement 
and trade in the Economic Community of West-African States to promote links between neighbouring 
countries. 

74. The International Trade Centre is collaborating with WHO in another approach to procurement. The 
first issue of a jointly sponsored monthly publication, the Pharmaceutical raw materials/essential drugs report, 
appeared in March 1992. It informs developing countries on purchasing prices of raw materials for the 
production of essential drugs, in order to improve the importers，opportunities for negotiation. 

75. The use of the international nonproprietary (generic) name is essential to standardize drug 
procurement and information. Procurement by generic name can result in significant savings on the cost 
of more expensive, brand-name drugs. It may also contribute to better drug use, enabling prescribers, 

1 The seventh and latest published model list of some 270 pharmaceutical substances is contained in the fifth 
report of the Expert Committee on the Use of Essential Drugs, WHO Technical Report Series, No. 825, 1992. 
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dispensers and the public to become familiar with a single common name for a specific active substance. 
An increasing number of countries have made inclusion of the international nonproprietary name on all 
advertisements and drug packages obligatory by law. 

Supply and logistics 

76. In its operational support WHO aims to build up a comprehensive logistics infrastructure and to solve 
supply problems. Its technical and financial support covers drug quantification, upgrading of local 
production, technology transfer, development of storage and inventory control systems, and drug 
management and distribution. In exceptional situations, an essential drugs supply component is included 
in WHO-supported country programmes. 

77. In response to the difficult economic situation in many countries some bilateral donors are providing 
drugs as aid in kind. During the decade WHO has helped a number of such countries to define and plan 
their overall needs, including donor financing of the development of human resources, educational and 
organizational structures, and regulation. 

78. Good drug storage and inventory practices at central hospitals and health centres are essential for 
a health service to function well. In Algeria, Benin, Bhutan, Guinea, Malawi and Myanmar training courses 
for health officers and supervisors in drug store management and inventory control at all levels were 
conducted in 1992. The stores management curriculum produced and used in the Bhutan Essential Drugs 
Programme has benefited other countries in the region, such as Maldives and Myanmar. 

79. After developing reliable consumption data using the WHO Action Programme's methodology of 
combined morbidity standard treatment and past consumption statistics, the Governments of Bhutan and 
Burundi have increased their drug budgets in 1992 better to meet their needs. 

Quality assurance 

80. Ensuring that drugs produced, entering or available in a country are of acceptable quality is a 
responsibility that can ocJy be taken by the government and exemplifies the role of the State policy in both 
the public and the private sector. Quality assurance encompasses good manufacturing practices, drug 
registration, effective regulation, quality control facilities and inspection, and supervision of the supply and 
storage of drugs. 

81. WHO is cooperating with countries both at the global development level and at the national 
operational level to ensure that only drugs which are safe, effective and of acceptable quality are marketed. 
ТЪе full range of the Organization's normative functions described in the Director-General's report to the 
Forty-fifth World Health Assembly1 continues. 

82. As part of measures for strengthening drug quality assurance systems in developing countries, WHO 
assessed the effectiveness in both importing and exporting countries of its Certification Scheme on the 
Quality of Pharmaceutical Products moving in International Commerce, with technical assistance from the 
United States Food and Drug Administration and financial assistance from USAID's Office of Health. 
Field work has covered 15 countries in Africa, the Americas, South-East Asia, the Eastern Mediterranean 
and the Western Pacific. Data and a full report will be available in 1994. 

83. With the increase in liberalization of pharmaceutical markets, drug regulatory control, quality 
assurance and inspection systems required urgent attention in many developing countries. WHO responded 
to these needs by supporting human resources development; submitting analyses and recommendations on 

1 Document WHA45/1992/REC/1, Annex 5. 
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reorganizations in ministries of health; indicating the application of WHO's technical guidelines; and 
giving technical, managerial, administrative and financial assistance. 

84. As an integral part of the national drug policy framework, and within an agreed master plan for 
development of the drug sector, drug registration systems are under development or being strengthened in 
many countries, including Benin, Gambia, Guinea, Maldives, Mongolia, Myanmar, Philippines and United 
Republic of Tanzania. This involves making an initial standardized inventory of marketed products, 
adopting drug registration criteria, and applying them in pre-registration product evaluation. The first 
module of WHO's software package for drug regulatory authorities is now in use in five countries in the 
Americas and Eastern Mediterranean. Courses on all aspects of regulatory control are receiving support 
in the countries in question, and in others where regulation and inspection need to be strengthened. 

85. WHO also provides advice to countries on the feasibility of establishing national drug quality control 
laboratories and on the technical and financial resources necessary, as it did in a 1993 evaluation mission 
to the United Republic of Tanzania. Ideally, each country should have its own capacity for quality control. 
However, some countries will not be in a position to establish their own laboratories for some time. To 
meet their needs, WHO is focusing on the development and strengthening of regional drug quality control 
laboratories, such as that in Zimbabwe, and on cooperating with countries in establishing a mechanism 
whereby drug samples can be tested in a neighbouring country that has quality control facilities. A meeting 
to review the functions and management of four regional laboratories in Africa (Cameroon, Ghana, Niger 
and Zimbabwe) was held in November 1993 in Niger. 

86. Despite the concern expressed at the public health and economic consequences of counterfeiting 
drugs,1 very few reliable data on the extent of the problem exist in the public domain. WHO, through its 
Action Programme on Essential Drugs and in collaboration with the French Réseau Médicaments et 
Développement y is undertaking a study of the quality of drugs on the African Pharmaceutical Market, 
focusing specifically on the problem of counterfeit drugs. A report of the first phase of the research, 
covering an analysis of the literature and a questionnaire completed by 25 countries, is now available.2 One 
striking finding from the first phase of the research is that no reliable independent or government data 
concerning the magnitude of the problem could be obtained. The review of the specialized and popular 
press concluded that, apart from a few known cases which were always cited, published information was 
vague and that few documented studies existed on drug counterfeiting that would permit the nature of the 
problem, the supply and production routes or the financial implications to be determined. Field studies 
under way in five African countries are attempting to elucidate the extent of the problem. 

87. Quality assurance of legitimate drugs is also the object of operational research under the Action 
Programme. A longitudinal study of 10 potentially unstable drugs distributed in Sudan followed them 
through the supply chain for 12 months in 1991 and 1992. Another study in 1992 investigated the stability 
of injectable oxytocics in tropical climates.3 Oxytocics are potentially life-saving drugs used in the treatment 
and prevention of excessive uterine bleeding following obstetric delivery. Previous research had indicated 
problems with their stability under tropical conditions. Field-testing in Gambia, Malawi, Sudan and 
Zimbabwe was followed by laboratory analysis. The research concluded that the stability of oxytocin is 
better than that of ergometrine and methylergometrine, a finding with significant public health implications. 
In the case of ergometrine the study produced an easy way to determine visually whether the level of active 
ingredient was still adequate. Further stability-testing of essential drugs is being undertaken. 

1 Resolution WHA41.16. See also the report of a joint WHO/IFPMA workshop on counterfeit drugs in 1992 
(document WHO/DMP/CFD/92). 

2 Qualité des Médicaments sur le Marché pharmaceutique africain: Le problème de la contrefaçon, Paris, Réseau 
Médicaments et Développement, 1992. 

3 Stability of injectable oxytocics in tropical climates (document WHO/DAP/93.6). 
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88. Quality assurance is a necessity and a government responsibility, but it has to be recognized that many 
developing countries have not yet been able to establish a comprehensive and enforceable drug regulatory 
system. A number of reports during the past biennium have indicated that the rigorous safety and 
information standards imposed in countries with well developed regulatory systems are not always 
maintained for drugs that are exported. Developed countries have a particular responsibility to disallow 
such double standards. 

Financing 

89. Faced with the new socioeconomic environment of the open market economy, many countries are 
reconsidering their public health and pharmaceutical policies with a view to a more rational use of drugs 
and the best use of resources. In the great majority of countries, and particularly in developing countries, 
expenditure on drugs is the most critical aspect of the financing of the entire health sector. Such 
expenditure is not, financially speaking, the major element of a health budget (salaries absorb a higher 
percentage) but it is the most important and sensitive. 

90. Rapid economic, political and social change has occurred in the past two years in many countries. 
The proper role of government in health care is being redefined. Changes in the structure of drug markets 
may change the quality and affordability of health care. Clearly there is a need - probably one of the 
highest priorities today in the health sector - to understand how the objectives of countries in health and 
pharmaceutical policy may be affected by economic changes. 

91. One tool developed by WHO for governments and policy-makers is a guide to the economic aspects 
of drug supply and use,1 which offers a framework for policy-makers and administrators to analyse the 
economic and financial aspects of pharmaceutical policies based on the essential drugs concept. A 
companion volume, offering detailed guidance for the development of practical economic strategies in the 
pharmaceutical sector, is in the final stages of preparation. 

92. Another aspect of WHO's support to ministries of health facing the new economic situation was the 
organization in 1992, by РАНО and the Ministry of Health of Venezuela, of a conference in the Americas 
to study the economic and public health advantages of the essential drugs concept and the implementation 
of comprehensive national drug policies. It concluded that new approaches to the financing of drugs were 
needed, always with the ultimate objective of greater accessibility and equitable supply. ТЪе new context 
called for more effective competition and greater market transparency. The conference recommended the 
adoption of generic drug policies as a central point of the essential drugs strategy in Latin America. 

93. In the difficult circumstances created by the devaluation of the CFA franc (approximately 50%) WHO 
is providing technical support at the country level under the Action Programme for governmental measures 
to mitigate the impact on drug supplies, and at the global level to coordinate a range of measures also 
aimed at safeguarding the availability and affordability of essential drugs. 

94. As economic pressures continue to make it difficult for many countries to provide adequate funds for 
the supply of drugs to health services, increasing reliance is placed on pharmacies and drug outlets in the 
private sector, but their prices are often beyond the reach of much of the population. Many countries are 
now experimenting with a variety of ways of providing additional funds for drugs or of determining how 
available funds are spent, for example, through fiscal policies favouring the production or marketing of 
essential drugs. Recent discussions on financing of drug supplies have often focused on "cost recovery" or 
"cost sharing" - charging patients for drugs at the time of their illness - but still insufficient attention is being 
paid to improving the use of existing resources and to reducing waste in the drug supply system. 

1 Access to drugs and finance (document WHO/DAP/91.5). 
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95. Decisions on drug financing affect the availability of drugs and how drugs are used. Technical support 
to countries in this area can be crucial, but more information is still needed on the short- and long-term 
consequences of various modalities of drug financing. Through the Action Programme WHO is supporting 
a number of studies in this field; subjects include the contribution of the private sector to drug accessibility 
in Africa, the impact of modes of payment on drug use, and the expenditure of individuals and families on 
drugs. 

96. WHO is also playing an important role in the development of tools for analysis and research, and 
"intervention" strategies to enable countries and communities not only to get the best value from the money 
spent on drugs but to ensure that decisions on financing are consistent with public health goals. 

Education and training 

97. Inappropriate drug prescribing by physicians and health workers and inappropriate use of medicines 
by the general public are growing problems in both the public and the private sector of developed and 
developing countries. In the case of prescribers, contributing factors in education and training include: 
pharmacological instruction that is theoretically rather than practically oriented; outdated information and 
absence of continuing education programmes; lack of skill in evaluating different sources of prescribing 
information, or lack of information itself; and the influence on younger personnel of poor prescribing 
practices by senior staff. In the case of consumers, problems include lack of basic education in schools 
about the use of medicines - how they work in the body and how they can do harm as well as good; the 
lack of culturally sensitive education campaigns on appropriate drug use; aggressive and misleading drug 
promotion; and the often poor communication skills of prescribers and dispensers which inhibit 
understanding and contribute to failure to follow treatment. 

98. WHO is seeking improved prescriber and manager education through a number of strategies: at the 
national level they include comprehensive training programmes within the framework of the planning and 
implementation of essential drugs programmes. At the global and regional levels, recent activities have 
included: 

- t h e development, with the University of Groningen (Netherlands), of a student manual on the 
principles of rational prescribing1 which can be used as the basis for an interactive course in 
practical drug therapeutics (the manual deals with problem-solving skills rather than the rote 
learning of time-limited information; it was field-tested on groups of students in seven medical 
schools in Australia, India, Indonesia, Nepal, Netherlands, Nigeria and the United States of 
America in 1993; standardized tests of student performance made before, immediately after and 
six months after the course indicate substantial and sustained learning gains compared with control 
groups; the manual will be available for widespread distribution during 1994); 

-col laboration with the International Network on the Rational Use of Drugs in the organization of 
training courses on rational drug use, which were held in Indonesia in 1990, Nepal in 1992，and 
Zimbabwe in 1993 (the latter heavily oversubscribed, was attended by 42 participants from 19 
countries; a course in Ghana in 1994 was equally successful; the approach is highly participatory 
and practically oriented, and covers drug use problems, the task of developing and evaluating 
interventions, and public and prescriber education materials and campaigns. Participants receive 
an extensive file of lecture and teaching notes and visual material which enables them to reproduce 
the course in their own countries); 

- t h e development, in collaboration with the School of Pharmacy of Robert Gordon University, 
Aberdeen, of a pioneering course in drug management and rational use to meet the needs of 
middle-level pharmaceutical and other health personnel from developing countries (the curriculum 

1 Model guide to good prescribing (document DAP/91.12). 
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covers drug policy and legislation, and all aspects of pharmaceutical management, including the 
provision of formularies and information; teaching staff all have extensive experience of drug 
management in developing countries and guest lecturers include staff of the WHO Action 
Programme; the response to the first two courses has been very positive and a record number of 
applications has been received for the 1994 course); 

_ another collaborative project with Robert Gordon University on the development of a "distance 
learning" project on drug supply and management, aimed specifically at developing countries, 
together with the United Kingdom Commonwealth Pharmaceutical Association and Commonwealth 
of Learning; 

- a n ambitious programme to expose key staff (professors of clinical pharmacology and internal 
medicine) of all 90 medical and pharmacy schools in the Eastern Mediterranean to the essential 
drugs concept with the aim of promoting teaching on the rational use of drugs in the 
undergraduate curriculum (the programme consists of a three-day workshop: on the first day the 
essential drugs concept is discussed; the second day is used to present various methods of teaching 
pharmacology, therapeutics and rational prescribing; and on the third day possible changes in 
curricula are discussed and plans of action prepared; extensive documentation is available and 
follow-up support is given on request; by the end of 1993 over 80% of the schools had been 
covered); 

- prototype audiovisual material, developed in collaboration with La Trobe University, Australia, to 
guide medical students in determining and evaluating sources of drug information, with special 
reference to WHO's Ethical Criteria for Medicinal Drug Promotion. 

99. The Action Programme's approach to education of the public is to promote the development in 
countries of carefully tested materials and strategies that are culturally appropriate, taking into account 
people's knowledge, attitudes and practices in the use of medicines, and the realities of the national drug 
supply situation. WHO has supported research for the development of such programmes in countries 
including Kenya, Malawi, Myanmar, Nepal, Sudan, Thailand and Zimbabwe, and further projects are under 
development in the Syrian Arab Republic and Yemen. Major public education campaigns, using printed 
materials and the mass media, are under way within the framework of country support to Bolivia, Colombia 
and Philippines. WHO tries wherever possible to involve a wide range of other organizations and bodies 
in such work in order to maximize the impact and disseminate the material as widely as possible. The 
contribution of consumer organizations, in countries where these exist, is particularly significant. 

100. Effective education of the public in the rational use of drugs is not easy, particularly in developing 
countries. There is still resistance on the part of the prescribers to the "empowerment" of the consumer; 
human and financial resources for research and educational campaigns are scarce; the campaigns are 
expensive and have to be repeated; and little has been done to determine how such education can be 
sustainable and how it is to be evaluated and followed up. Yet it is vital. Users’ expectations can and do 
influence prescribing patterns, and an informed dialogue between patient and prescriber is essential if the 
purposes of medicines and the manner in which they should be taken are to be properly understood. 
Furthermore, over 50% of medicines are bought directly from pharmacies or other outlets, including the 
informal sector. This proportion can be expected to increase if the role of the public sector continues to 
diminish. It is essential that education of the public should become recognized as fundamental to rational 
drug use and part of policy. WHO, through its Action Programme, using advocacy material and direct 
country support, is endeavouring to promote this important aspect. 

Information 

101. A medicine has been described as "an active substance plus information". Yet in many parts of the 
world the information is lacking or is inadequate to permit a fully informed decision for rational use. 
Throughout the world physicians are the target of powerful commercial marketing campaigns, but these are 
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intended to promote a specific product and do not provide the prescriber with the comprehensive 
information needed for objective comparison and assessment for the best possible prescription. 
Pharmaceutical marketing is covered in document A47/7. In contrast to the plethora of commercial 
material, objective and comparative drug information is very limited in many countries. In the developing 
world, especially, prescribers often have little or no access to the type of relevant and up-to-date drug 
information that is essential for effective clinical practice. 

102. A major focus of WHO，s country support is therefore to assist with the development of therapeutic 
guides, formularies, and standard treatment regimes, in collaboration not only with ministries of health but 
also with other development and aid agencies. WHO's normative materials, such as the WHO model 
prescribing information series, and treatment guidelines developed in such programme areas as diarrhoeal 
diseases, acute respiratory infection, AIDs, tuberculosis and sexually transmitted diseases are invaluable 
tools in this work. The Action Programme collaborates closely to ensure that the essential drugs concept 
prevails in selection of the proposed drugs and in the clinical management guidelines produced. 

103. Other publications that are important in providing drug information to countries include the WHO 
Pharmaceuticals Newsletter and the WHO Drug Alert, containing notifications from Member States on drug 
regulation and surveillance of marketed products, and WHO Drug Information, which reviews topics related 
to drug development and regulation, embracing socioeconomic as well as technical matters. WHO also 
collaborates closely with the United Nations in its production of the Consolidated List of Products whose 
consumption and/or sale have been banned, withdrawn, severely restricted or not approved by governments. 

104. Despite the value of WHO,s normative functions, global norms have to be adapted to the local level. 
Experience has shown that if there is to be real commitment to the use of therapeutic guidelines within a 
country and if they are to relate meaningfully to local circumstances, they must be developed nationally, 
albeit drawing on the normative work of WHO. Such in-country development should involve all 
professional groups, such as pharmacists, physicians, primary health care workers and specialists from 
different sectors and organizations who would not commonly share experience in their daily work. There 
should also be field-testing at national level, and a plan to maximize dissemination and impact of the 
guidelines. WHO promotes and supports this integrated and collaborative approach within the context of 
a national drug policy. In two workshops held in Kenya in 1993, for example, one group, with technical 
assistance from WHO, provisionally updated the national essential drugs list, while a parallel group, 
supported by USAID, worked on the development of clinical treatment guidelines. The two groups then 
worked together to ensure that the material was compatible and supportive of the draft national drug policy, 
which has since been adopted. 

105. If they are to be effective for prescription, therapeutic guidelines must be enforced by an appropriate 
training programme. WHO, through its support to national essential drugs programmes, facilitates this 
integrated approach of combined information and training. Staff from countries that have already prepared 
material using this approach provide valuable technical support to other countries at a similar stage in the 
process. 

106. In addition to such financial and technical cooperation with Member States, therapeutic guidelines 
and essential drugs lists already prepared with countries under the Programme can also be drawn upon by 
others.1 

107. Drug bulletins are another important source of information. WHO sponsors participants from 
developing countries in the training workshops organized by the International Society of Drug Bulletins for 
editors of new or planned publications. It also provides direct technical support for the development of 
national drug bulletins, of which those in Cameroon and Philippines are the latest examples. 

1 National, regional and international essential drugs lists, formularies and treatment guides (document 
WHO/DAP/92.15). 
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108. Such support is not limited to printed material; in most developed countries national or regional 
information centres are important sources of data for prescribers and - in some cases - the public; they are 
equally, if not more necessary in developing countries, where their impact may be even greater. WHO has 
supported the establishment of drug information centres in the African and Western Pacific Regions, and 
is cooperating with Bolivia, Philippines and Syrian Arab Republic, among others, for similar purposes. 

109. Information for consumers is another pressing need, and one which is likely to increase as drug supply 
in the public sector diminishes and consumers turn to the informal sector and buy medicine over the 
counter. Self-medication is already estimated to account for over 50% of drugs consumed in many 
countries, and the indications are that the majority of consumers lack the information needed to purchase 
and use them appropriately. WHO's country support strategy in education of the public is covered under 
education and training. 

110. The Documentation Centre for the Action Programme continues to act as an invaluable source of 
reference material and information for Member States, WHO and other agencies, national staff, researchers 
and nongovernmental organizations. It was strengthened in 1993 by the creation of a computerized 
database，with key documents related to all aspects of drug policies and programmes. It distributes over 
20 000 documents per year free of charge, the majority to developing countries. The third edition of the 
Annotated Bibliography of Essential Drugs will be produced in 1994 and is also available on computer 
diskette. 

5. WHO'S ADVOCACY ROLE 

111. WHO, through its Action Programme on Essential Drugs and disease control programmes, plays a 
leading role in the advocacy of rational drug use, including the essential drugs concept, and comprehensive 
national drug policies. 

112. The Essential Drugs Monitor, published in English, French and Spanish, continues to be a cornerstone 
of advocacy and information strategy under the Action Programme. The Monitor, which has a readership 
of over 200 000, covers developments in rational use and national drug policy, operational research, product 
development and evaluation. The editorial policy is to provide a global forum to promote an integrated 
approach to drug policy and measures for rational use. The Monitor's impact is widened by its common 
use as a teaching tool by institutions in both developed and developing countries, and by the frequent 
reproduction of its articles in other publications. A readership survey found that it influenced professional 
decision-making in the majority of its readers and that it contained information not available elsewhere. 
The April/May 1992 issue of WHO's magazine World Health took essential drugs as its theme for a lay 
readership, with articles on the benefits of drug policy, common areas of drug misuse, drug donations, and 
initiatives for consumer education. 

113. Audiovisual material is highly effective and increasingly widespread. Under the Action Programme 
WHO is preparing a series of video films on regional approaches to the essential drugs concept and rational 
drug use. The first two, covering South-East Asia (in English) and Latin America (in Spanish and English), 
will be available in 1994. The series is intended to provide an effective tool for advocacy and training and 
to present key concepts relating to essential drugs and rational use to a lay and a professional audience. 

6. OPERATIONAL RESEARCH 

114. How much is known about patterns of drug use in different parts of the world or influences on 
prescribing behaviour? What, how and where do people learn about the drugs they take and often buy over 
the counter? Surprisingly little is known about behaviour that results in the spending of thousands of 
millions of dollars and that has profound social, health and economic consequences. Comparatively little 
is invested to learn how the drugs already available are actually used, what the impact of commercial 
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marketing, procurement and other factors on such use is, or how new drugs compare with those they 
replace in therapeutic efficacy and cost. Despite the pioneering work of a few schools, there has not been 
much investigation of what medical students and health workers are taught about pharmacotherapy, and 
whether they acquire the necessary skills for a lifetime of prescribing in an increasingly complex area. The 
limited information available from both developed and developing countries stron^y indicates that drugs 
are not generally obtained and used in the best conditions; it further suggests that outdated methodology 
for training and the discrepancies between commercial and non-commercial drug information contribute 
to misuse, while for some prescribers objective therapeutic information is totally lacking. 

115. Information is needed in key areas to permit change and intervention - to know what measures will 
work, under what circumstances, and why. WHO's operational research under the Action Programme on 
Essential Drugs is aimed precisely at providing such information and solutions to the many challenges faced 
by countries wishing to improve drug availability and use. The Programme seeks to strengthen such 
research as a real means for monitoring changes in the world drug situation, defining problems and testing 
solutions. Its operational research contributes to its "development work" and country support components 
with reliable, validated data. Increased attention is being paid to operational research at the country level, 
concentrating on the rational use of drugs. Research projects are under way in 21 countries covering such 
areas as drug financing, monitoring of pricing levels, prescribing practices, people's perception and use of 
drugs, pharmacotherapy training for medical students, injections, the effects of training workshops, ration 
kits for drug supply, and the impact of essential drugs policies. 

116. An operational research component has been included in all national essential drugs programmes 
started since 1992; in that year, support was provided to 15 new projects. 

117. Experience with country support under the Action Programme has been built on to design appropriate 
and standardized research methodology. The methods include investigation of drug use at the community 
level and in health facilities，development of indicators to monitor progress in the implementation of 
national drug policies, and national surveys of the pharmaceutical sector (not only for the Programme but 
also for policy-makers, managers and other international cooperating agencies). The national drug policy 
indicators will be used to develop a database for the regular updated editions of WHO's World drug 
situation. 

118. The Action Programme has strongly promoted the practical application of research results in current 
projects, promoting increased awareness in ministries of health of the value of operational research in 
problem-solving and the monitoring of implementation. However, much remains to be done; research at 
country level still has many constraints, including lack of expertise, slow decision-making at government 
level, and inadequate use of the research results. In accordance with the recommendations of a 
consultation on operational research in 1992，the Action Programme has created a system based on modern 
techniques of data-processing that allows the processing and retrieval of information on all research 
projects. 

119. The Action Programme has strong links with universities and networks such as the International 
Network on the Rational Use of Drugs and the European and African drug utilization research groups. 
The African group has been reactivated with WHO，s support, and it is expected that its membership will 
be extended and that it will be able to play a more significant role in strengthening research capabilities in 
the African Region. 

120. Greater priority has been given in the 1990s to the dissemination of research findings, both through 
peer review of the scientific press and in the new research series Action Programme,1 which is widely 
distributed and available free of charge. 

1 DAP Research Series, Geneva, World Health Organization, Action Programme on Essential Drugs. 
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7_ CONCLUSIONS AND OUTLOOK 

121. The difficulties of the health sector in ensuring access to essential drugs and the rational use of drugs 
are increasingly complex and arise in a rapidly changing environment, calling for innovative solutions, 
according to region and country; nevertheless, the main issues are: 

- Availability of resources. Owing to the world economic crisis the purchasing power of households 
has decreased in many countries, especially in Africa. This seems to be a contributory factor in 
increases in malnutrition and various diseases, such as acute respiratory infections, cholera, 
tuberculosis, AIDS, and sexually transmitted diseases, which in turn lead to a greater demand for 
health services and drugs. Demand is further exacerbated by population growth in some regions. 
The increases come at a time when diminishing revenue has further restricted the ability of 
households to pay for drugs, and when structural adjustment policies, by increasing the price of 
imported drugs and reducing public expenditure, have in many countries aggravated drug shortages 
in health services. Demand is therefore growing while resources, public or private, are decreasing 
or static. This trend will continue in many countries for the foreseeable future and the challenge 
will be for WHO to help countries to make the best use of limited public funds and the private 
sector. 

-Technical efficiency. In most developing countries there is a serious lack of adequately trained 
health personnel, particularly at primary health care level, which is still not fully developed, 
provision of drugs at the periphery remaining a major concern; many countries also suffer from 
inefficiency and waste of resources at the secondary and tertiary levels. Consequently, the public 
health services in many poorer countries cannot meet the needs of the population. National 
training and management capacity is crucial to ensure the best use of existing resources at all levels 
and the sustainability of national drug policies. 

-Expansion of the private sector. In most developing countries the private sector is increasingly 
taking over drug supply, either as a result of deliberate State policy, or because financing for the 
public sector is lacking. The profile of the pharmaceutical sector has therefore changed, affecting 
access and consumption. The State often has little control over the private sector and cannot 
enforce its policies. The legal framework is often inadequate, outdated and unenforceable with the 
staff available. Action is needed by Member States to ensure that the private sector complements 
the public sector in a way that contributes to public health goals and national development, and 
that laws and regulations are designed and enforced to match these goals. 

- D r u g financing. Although different modalities of drug financing are currently being implemented, 
most notably "cost recovery" or "cost sharing" systems, little is known about their long-term viability 
and public health consequences. Such data are urgently required, and caution is needed when 
considering applying model systems at national level. 

-Information and education. In most countries the use of prescription drugs and self-medication 
are far from rational. In many, if not most developing countries, training and information of 
prescribers is inadequate, education of consumers is non-existent and drug promotion practices 
continue to give cause for concern. A concerted effort is needed by ministries of health and of 
education, the academic world, consumer organizations and the pharmaceutical industry, WHO and 
other health and development agencies in their respective fields of competence to ensure improved 
drug information and use and related education and training. 

-International aid. The present world drug situation is characterized by the increased interest of 
major development agencies in supporting the drug component of health services (the World Bank, 
regional development banks, UNDP, UNICEF, the European Community, bilateral agencies, etc.). 
However, weak coordination, the absence of clear strategies, the lack of consistent policy and the 
absence of specific expertise in these agencies often leads to poor integration of cooperation in 
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national drug policies and to low investment in setting up a framework and structures for their 
implementation. This reduces the effectiveness of cooperation, even when it relates to an 
important and growing part of the pharmaceutical market in a country. Donations also continue 
to cause problems, especially because the increasing donations in kind often do not match needs. 
In certain cases aid may even conflict with overall government drug policies. Agreement is needed 
between all the agencies that support in the pharmaceutical sector will be consistent with national 
drug policy; if a policy framework has not yet been established, WHO, as the agency in the United 
Nations system for health, with its extensive experience in national drug policy development 
support, has a clear mandate for technical advice and cooperation. 

-Legislation and regulation. Many countries still have outdated or non-existent regulatory control 
systems for the pharmaceutical sector, causing increasing concern as free market economies gather 
momentum. Drugs must not be treated like other goods, and governments have a responsibility 
to regulate their import, manufacture, distribution, marketing and use. WHO is already 
cooperating with States in updating or devising adequate and enforceable legislation. Regulatory 
control is a key element of national drug policy, and this must be recognized by governments and 
all those contributing to development of the pharmaceutical sector. 

- Quality assurance of drugs. Substandard drugs and counterfeit drugs continue to be a cause for 
concern; collaboration at national and international levels must be reinforced to ensure a better 
understanding of the extent of problems and how they may be tackled. 

-Research, monitoring and evaluation. Research on the many problems relating to drug supply and 
use, and careful monitoring and evaluation of the impact of different approaches, intervention 
strategies and national policies on the world drug situation are needed. WHO, through its 
operational research support and the development of methodology for drug sector analysis, has a 
vital role. Academic institutions throughout the world should be encouraged to contribute to 
research in this field of high priority. 

8. MATTERS FOR THE PARTICULAR ATTENTION OF THE HEALTH ASSEMBLY 

122. The attention of the Health Assembly is drawn to the progress made and the efforts of WHO, 
governments and other bodies to improve access to essential drugs and the rational use of drugs within the 
framework of a national drug policy. WHO's direct intensified collaboration with and support to countries 
in drug policy formulation and implementation, the research underlying this work, and the development of 
technical tools to improve and monitor national programme development are described in this report. 
Continued action by all interested parties is needed to attain all the objectives of a national drug policy: 
access to essential drugs of good quality; rational use of drugs; sufficient human resources; adequate 
information and education of prescribers and consumers, and up-to-date and enforceable pharmaceutical 
legislation. 

123. Moreover, responses are sought to the many new challenges in an increasingly complex 
pharmaceutical sector, including the impact of structural adjustment policies and economic recession, the 
changing share of the public and private sectors in health care including the provision of drugs, assessment 
of the viability and long-term effects of new financing strategies and other interventions, and strengthened 
coordination at international and national levels to ensure that policies and the contributions of donors 
support public health goals. 

124. The attention of countries, aid agencies, nongovernmental organizations and the pharmaceutical 
industry is drawn to these crucial areas of concern and to the need to mobilize resources and all interested 
parties to ensure improved access to drugs and their rational use, recognizing WHO's leadership and 
coordinating role. 
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