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FOURTH REPORT OF COMMITTEE A 

(DRAFT) 

Committee A held its tenth and eleventh meetings on 13 May 1992, and decided to recommend to the 
Forty-fifth World Health Assembly the adoption of the attached resolutions relating to the following agenda 
items: 

19.1 Essential drugs 

One resolution entitled: 
WHO Action Programme on Essential Drugs 

19.2 Safety and efficacy of pharmaceutical products 

One resolution entitled: 
Harmonizing drug regulations 



Agenda item 19.1 

WHO ACTION PROGRAMME ON ESSENTIAL DRUGS 

The Forty-fifth World Health Assembly, 

Recalling previous resolutions of the World Health Assembly (resolutions WHA37.32, WHA37.27, 
WHA39.27, WHA41.16, WHA41.17 and WHA41.18 and in particular resolution WHA43.20), in which the 
Director-General was requested to strengthen his support for the promotion of the essential drugs concept, to 
ensure that adequate human and financial resources are provided for the WHO Action Programme on 
Essential Drugs, and to seek extrabudgetary resources in addition to those in the regular budget; 

Having reviewed the report on the Action Programme; 

Satisfied with the Programme's accelerated activities and strengthened collaboration with Member States 
through intensified support to countries; 

Noting with satisfaction that Member States, development agencies, and a number of other parties are 
increasingly responding to the challenge of making essential drugs and vaccines of good quality available to 
those who need them; 

Recognizing nevertheless that well over half the population of developing countries still lacks regular 
access to the most needed essential drugs and that socioeconomic decline in the developing world has made 
progress difficult; 

Reaffirming the continued validity of the essential drugs concept as a means of achieving greater equity 
of access to safe and effective medicines, 

1. ENDORSES the report of the Director-General on the WHO Action Programme on Essential Drugs in 
the light of the discussion in the Executive Board;1 

2. URGES Member States: 

(1) to increase significantly their efforts to demonstrate the required political will and to make optimal 
use of the momentum gained in implementing national drug policies and essential drugs programmes 
consistent with WHO's revised drug strategy; 

(2) to utilize global and local experience in developing national drug policies and in strengthening 
national drug infrastructure with a view to ensuring, where appropriate, the regular supply and rational 
use of a selected number of safe and effective drugs and vaccines of acceptable quality, at the lowest 
possible cost, based on the concept of the WHO Model List of Essential Drugs; 

(3) to sustain the development of national capability to define, implement and evaluate rational drug 
policies and programmes in particular through the intensification of training and education of 
professional personnel and the public as well as through the utilization of operational research; 

(4) to strengthen cooperation among themselves for the implementation of the WHO Action 
Programme; 

(5) to strengthen efforts in research and production of drugs from medicinal plants in collaboration 
with WHO and other United Nations agencies; 

1 See summary record of the eighty-ninth session of the Board, eleventh meeting, section 2, and twelfth meeting, section 1 
(document EB89/1992/REC/2). 



3. URGES the development agencies and other collaborating organizations to increase their efforts and 
contributions through continued support for the Programme; 

4. REQUESTS the Executive Board: 

(1) to continue to review closely the progress achieved within the Action Programme as a central 
component of WHO's activities in support of the revised drug strategy; 

(2) to report periodically to the World Health Assembly on the above; 

5. REQUESTS the Director-General: 

(1) to intensify WHO's support, in conformity with the mandate of the Action Programme, to countries 
in formulating, implementing and evaluating national drug policies and essential drug programmes as well 
as in strengthening their resources and capacities in these respects, including operational research; 

(2) to strengthen the role of WHO in providing conceptual leadership and advocacy in mobilizing and 
coordinating a global collaborative effort to improve the world drug situation; 

(3) to ensure that adequate human resources are provided to implement the Programme and to find 
financial resources from regular and extrabudgetary sources; 

(4) to report periodically to the World Health Assembly through the Executive Board on progress 
achieved and problems encountered. 



Agenda item 19.2 

HARMONIZING DRUG REGULATIONS 

Draft resolution proposed by the delegations of Australia，Canada, Finland, 
Jamaica, Myanmar and United Arab Emirates 

The Forty-fifth World Health Assembly, 

Recalling resolution WHA26.30 regarding the implementation of an international drug information 
system, resolution WHA28.65 on good manufacturing practices and resolutions WHA37.33, WHA39.27 and 
WHA41.16 on the rational use of drugs; 

Appreciating the contribution made to the promotion of harmonized activities and information transfer 
between regulatory authorities by the International Conference of Drug Regulatory Authorities (ICDRA); 

Recognizing that international harmonization of technical requirements for drug registration will 
contribute to reducing the costs of pharmaceuticals, increase their availability worldwide and accelerate the 
development of new drugs, while maintaining high standards of quality, safety and efficacy; 

Noting the recent initiatives by regulatory agencies and the pharmaceutical industries in the 
harmonization of standards and requirements for drug regulation, including the First International Conference 
on Harmonization of Technical Requirements for Drugs, held in Brussels in November 1991; 

Noting also the effectiveness of the information network established by WHO, 於了办 

1. URGES Member States: 

(1) to complete the implementation of their national drug strategies, including a full inventory of drugs 
available in their markets; 

(2) to support and participate in sessions of the International Conference of Drug Regulatory 
Authorities concerning harmonization of drug regulatory activities; 

(3) to review and adopt where appropriate, through national processes, internationally accepted 
standards for the testing and registration of pharmaceuticals and biologicals; 

2. INVITES the pharmaceutical industry to continue to collaborate with drug regulatory authorities and 
with WHO, where appropriate, in order to ensure that the advantages of harmonization benefit all concerned; 

3. REQUESTS the Director-General: 

(1) to continue to offer Member States appropriate technology to assist with drug inventories and to 
further the international harmonization of drug regulatory regimes; 

(2) to strengthen ICDRA with a view to increasing the effectiveness of national drug regulatory 
activities. 


