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This report provides the Executive Board with a brief outline of WHO action and experience 
in implementing the WHO revised drug strategy, including rational use of drugs and quality 
assurance. In that context, the attention of the Board is drawn to the desirability of 
introducing a more timely procedure for updating WHO'S Good Manufacturing Practices, 
and the need to better define the role of the pharmacist in support of the WHO revised drug 
strategy. The Board is invited to consider suggestions for two draft resolutions for 
submission to the Health Assembly. 

INTRODUCTION - WHO REVISED DRUG STRATEGY 

1. In 1985 the Organization prepared a W H O revised drug strategy
1
 which was reviewed and approved 

by the Thirty-ninth World Health Assembly (1986) in resolution WHA39.27. The revised strategy calls for 
support to governments in formulating and implementing national drug policies and action programmes on 
essential drugs, promoting the availability and rational use of drugs, and at the same time ensuring the 
quality and efficacy and safety of drugs in accordance with recognized standards, such as good 
manufacturing practices and pharmacopoeial specifications. 

WHO ACTION IN IMPLEMENTATION OF THE STRATEGY 

2. A number of progress reports have been made over the years to the Executive Board and the Health 
Assembly on the rational use of drugs, and on development of and compliance with recognized standards. 
Information on these aspects of the W H O revised drug strategy is also published in the Director-General's 
biennial reports on The Work of WHO. More detailed current information on specific action taken and 
activities carried out by W H O can be provided on request to interested members of the Executive Board 
at its ninety-third session. 

1 Document WHA39/1986/REC/1, p. 103. 
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3. Activities of W H O in pursuance of the W H O revised drug strategy have included, besides 
international action, provision of direct advice and support to countries in policy formulation, standard-
setting, regulatory practices, rational procurement, logistics, financing, education and training, information, 
advocacy, operational research and institution strengthening, as well as worldwide situation and trend 
assessment. Internal reports and documents on these specific activities are available to any Board member 
on request. 

ASSESSMENT OF EXPERIENCE 

4. Experience with the W H O revised drug strategy has revealed both progress and constraints. Although 
procurement and distribution have improved in the majority of countries, progress has been impeded by 
the global economic crisis, structural adjustment process, and other factors including inappropriate use of 
drugs, and traffic in substandard products, with consequent negative impact on health. In accordance with 
resolution WHA41.16, adopted in 1988，WHO has had to cooperate with Member States in initiating action 
for the prevention and detection of a growing traffic in falsely labelled, spurious, counterfeited or 
substandard drugs. Activities have included work with drug regulatory authorities, promotion and 
evaluation of the W H O Certification Scheme on the Quality of Pharmaceutical Products Moving in 
International Commerce, updating of WHO's Good Manufacturing Practices for Pharmaceutical Products, 
and definition of standards and requirements for pharmaceutical and biological products. Assessment of 
experience in implementing the W H O revised drug strategy will henceforth form a part of the new approach 
to regular W H O programme reviews and evaluation by the Executive Board. 

UPDATING OF WHO'S GOOD MANUFACTURING PRACTICES FOR PHARMACEUTICAL 
PRODUCTS 

5. In view of the rapid evolution of new approaches to chemical and biological synthesis for the 
production of drugs, it is considered important at this time to adopt a more timely method of updating 
WHO's Good Manufacturing Practices for Pharmaceutical Products.

1
 A draft resolution is presented for 

consideration in Annex 1 that is intended to accelerate and simplify the procedure for formalizing technical 
amendments to the Good Manufacturing Practices, which are invariably developed in consultation with all 
national drug regulatory authorities through the formally designated national information officers and 
subsequently discussed within the biennial International Conferences of Drug Regulatory Authorities. The 
effect of the suggested draft resolution would be to accelerate the adoption of technical amendments by 
conferring authority upon the Executive Board as the executive organ of the Health Assembly to endorse 
such amendments and additions to the Good Manufacturing Practices as may be proposed in subsequent 
reports of competent expert committees rather than, as at present, by formal adoption by the Health 
Assembly. The Health Assembly would nevertheless be kept informed of changes effected by the Board 
under the new procedure. 

DEFINING THE ROLE OF THE PHARMACIST 

6. Implementation of WHO's revised drug strategy in countries and communities requires the full 
participation and support of various disciplines. In this regard, the pharmacist is a key figure, who by 
training and occupation is well qualified and well placed to contribute substantially to the rational use of 
drugs as well as quality assurance of pharmaceutical products, including biologicals and herbal medicines. 
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 on the team. In an effort to 
define the scope and potential role of the pharmacist, W H O organized two meetings of experts on this 

1 See W H O Technical Report Series, No. 823, 1992. 
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subject, the first in New Delhi in 1988 and the second in Tokyo in 1993. The main elements of the role 
of the pharmacist, derived from these two meetings, are contained in a draft resolution presented for 
consideration in Annex 2. 

ACTION BY THE EXECUTIVE BOARD 

7. The Executive Board is invited to consider two draft resolutions for eventual submission to and 
adoption by the Forty-seventh World Health Assembly: 

(1) Revision and amendment of WHO's Good Manufacturing Practices for Pharmaceutical 
Products; 

(2) Role of the pharmacist in support of the W H O revised drug strategy. 
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ANNEX 1 

Draft resolution 

IMPLEMENTATION OF WHO'S REVISED DRUG STRATEGY 

Revision and amendment of WHO'S Good Manufacturing 
Practices for Pharmaceutical Products1 

The Executive Board, 

Noting the report of the Director-General on the implementation of WHO's revised drug strategy, 

R E C O M M E N D S to the Forty-seventh World Health Assembly the adoption of the following draft 
resolution: 

The Forty-seventh World Health Assembly, 

Recalling resolutions WHA20.34, WHA22.50 and WHA28.65; 

Recognizing the importance for the purpose of facilitating international trade in pharmaceutical 
products of the W H O Certification Scheme on the Quality of Pharmaceutical Products Moving in 
International Commerce; 

Noting that the implementation of the W H O Certification Scheme is dependent on 
promulgation of "Good Manufacturing Practices for Pharmaceutical Products" that meet 
contemporary requirements; 

Aware that pharmaceutical technology is currently passing through a phase of rapid 
development which it is anticipated will continue over many years, and that frequent amendments to 
Good Manufacturing Practices are likely to be proposed in future expert committee reports as a 
consequence of regular consultations with national drug regulatory authorities and discussions within 
the biennial International Conferences of Drug Regulatory Authorities, 

1. A P P R O V E S the revision of the Good Manufacturing Practices for Pharmaceutical Products as 
contained in the thirty-second and thirty-third reports of the W H O Expert Committee on 
Specifications for Pharmaceutical Preparations;

1
 and 

2. A U T H O R I Z E S the Executive Board, as the executive organ of the Health Assembly, to 
approve such technical amendments to "Good Manufacturing Practices for Pharmaceutical Products" 
as may be proposed in subsequent reports of meetings of the Expert Committee, and to keep the 
Health Assembly informed. 

1 See W H O Technical Report Series, No. 823, 1992; and No. 834, 1993. 
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ANNEX 2 

Draft resolution 

IMPLEMENTATION OF WHO'S REVISED DRUG STRATEGY 

Role of the pharmacist in support of the WHO Revised Drug Strategy 

The Executive Board, 

Having considered the report of the Director-General on the implementation of WHO's Revised Drug 
Strategy, 

R E C O M M E N D S to the Forty-seventh World Health Assembly the adoption of the following draft 
resolution: 

The Forty-seventh World Health Assembly, 

Recalling resolutions WHA37.33, WHA39.27 and WHA41.16 on the rational use of drugs; 

Noting in particular the need to encourage the fulfilment by ail concerned parties, including 
health personnel involved in prescription, dispensing, supply and distribution of medicines, of their 
responsibilities with respect to rational use of drugs as specified in WHO's Revised Drug Strategy; 

Recognizing the economic benefits and the therapeutic advantage of advocating and reinforcing 
the rational use of drugs; 

Recognizing that the pharmacist plays a key role in public health and particularly in the field 
of medicines, and that the rational use of drugs is contingent upon the availability to the whole 
population at all times of essential drugs of good quality at affordable prices; 

Emphasizing the need for the utmost vigilance to ensure the detection and prevention of the 
manufacture, export or smuggling of falsely-labelled, spurious, counterfeited or substandard 
pharmaceutical preparations; 

Concerned about the continued poor state of development of pharmaceutical services in many 
countries as emphasized in W H O meetings on the role of the pharmacist held in New Delhi in 1988 
and Tokyo in 1993; 

Appreciating the contribution made by organizations representing pharmacists, in collaboration 
with W H O , in pursuit of the goal of health for all; 

Stressing the importance of collaboration between pharmacists and all other health professionals 
involved in patient care and the safe and effective administration of medicines, 

1. CALLS U P O N pharmacists and their professional associations everywhere, through their 
contributions to regulatory control, pharmaceutical manufacture and community service, to support 
WHO's policies as embodied in WHO's Revised Drug Strategy and develop the profession at all levels 
in accordance with the reports of the above-mentioned meetings, and, in particular: 

(1) to assure the quality of pharmaceutical products at the time of manufacture or 
importation and at all stages of the distribution chain; 
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(2) to cooperate in efforts to detect and prevent the distribution of falsely labelled, spurious, 
counterfeited or substandard pharmaceutical preparations; 

(3) to provide informed and objective advice on medicines and their use to the public, and 
provide technical advice to other health professionals, to drug regulatory bodies, health planners 
and policy-makers; 

(4) to promote, in collaboration with other health professionals, the concept of 
pharmaceutical care as a means of furthering the rational use of drugs and of actively 
participating in illness prevention and health promotion; and 

(5) to support relevant training programmes; 

2. U R G E S all Member States, in collaboration with national organizations representing 
pharmacists, where such exist: 

(1) to define the role of the pharmacist within the national drug policy and health-for-all 
strategy; and 

(2) to make full use of the expertise of the pharmacist at all levels of the health care system 
and particularly in national drug policy development; 

3. REQUESTS the Director-General: 

(1) to support Member States in their efforts to develop drug regulatory and pharmaceutical 
services; 

(2) to encourage Member States to assess their needs for pharmaceutical services and 
manpower, and for relevant training facilities; 

(3) to encourage regular publication of the World Directory of Schools of Pharmacy; and 

(4) to report on progress made to the Executive Board at its ninety-seventh session in 
January 1996. 


