
С^Ш) World Health Organization 
^^^^ Organisation mondiale de la Santé 

FORTY-NINTH WORLD HEALTH ASSEMBLY 

Agenda item 17 A49/A/Conf.Paper No.2 
23 May 1996 

Quality of biological products 
moving in international commerce 

Draft resolution proposed by the delegations of Argentina, Australia, 
Bahrain, Barbados, Belize，Bolivia，Brazil, Canada，Chile, Colombia, 

Costa Rica, Ecuador，Egypt, El Salvador, Guatemala, Honduras，Jamaica, 
Mexico，Morocco, Namibia, Nicaragua, Peru, Togo, United States of 

America, Uruguay and Venezuela 

The Forty-ninth World Health Assembly, 

Noting the increasing movement across international boundaries of vaccines and other biological and 

biotechnological products aimed at prevention and/or treatment of diseases, together with the rapid 

development and introduction into public health programmes of medicines produced by modern 

biotechnology; 

Recalling previous resolutions of the Health Assembly mentioning the vital need to ensure the quality, 

safety and efficacy of both established and new biological products; 

Bearing in mind the responsibility of governments to ensure that biological products, whether imported 

or manufactured locally, are of good quality; 

Recognizing the specialized technical expertise needed for evaluating and controlling biological 

products; 

Recalling the role of WHO in coordinating technical assistance to countries from various sources, 

including assistance given on a bilateral and multilateral basis, and aware that, according to its Constitution 

and the decisions of previous Health Assemblies, WHO's coordinating role is one of its most important 

functions, 

1. URGES all Member States: 

(1) to use only vaccines and other biological products of recognized and certified quality, safety and 

efficacy and to adopt WHO requirements as part of their national regulations or to ensure by national 

regulations that products are at least as safe and as potent as those prepared in accordance with the 

requirements of WHO; 

(2) to strengthen their national regulatory authorities and national control laboratories; 
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2. REQUESTS the Director-General: 

(1) to strengthen the mechanisms for providing clear norms and active leadership to guarantee the 

quality, safety and efficacy of biological products; 

(2) to ensure that the importance and global effectiveness of WHO's biological standardization 

programmes is given the greatest attention and that decisions taken by the WHO Expert Committee on 

Biological Standardization are widely disseminated in good time; 

(3) to keep Member States informed of the development of new biological products and of their 

potential value and application; 

(4) to extend the assistance offered to Member States within the limits of existing resources to 

develop and to strengthen their national regulatory authorities and control laboratories so as to increase 

their competence in this area. 


