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The Forty-ninth World Health Assembly recognized and endorsed the aim and intentions of a 
draft resolution on the quality of biological products moving in international commerce. It 
recommended to the Director-General that he convene an ad hoc working group to study the 
technical and legal implications of the draft resolution and to report to the Executive Board at 
its ninety-ninth session in January 1997.1 An ad hoc working group was therefore convened 
in Geneva on 4 and 5 October 1996; the Director-General is herewith submitting his report to 
the Executive Board on the group's findings and recommendations for consideration noting that 
additional funds will be required for implementation of the recommendations and that therefore 
alternative sources of funding would need to be considered, including fees for services. 

1. An ad hoc working group was convened by the Director-General in accordance with decision WHA49(11). 
Dr F.S. Antezana, Assistant Director-General, acted as Chairman, Dr I. Gust, Australia, acted as Rapporteur and 
Dr E. Griffiths, Chief, Biologicals, was the Secretary. 

2. Dr Antezana described the background of the meeting and explained its purpose of assisting the Director-
General to respond to a request from the Forty-ninth World Health Assembly to study the technical and legal 
implications of a draft resolution on the quality of biological products moving in international commerce. 

3. It was also explained that WHO, through its Biologicals unit and the four International Laboratories for 
Biological Standards, together with the Expert Committee on Biological Standardization, is responsible for: 

(1) the development, evaluation, establishment and distribution of a range of WHO international 
biological reference materials; 

(2) the publication of guidelines and requirements for the production and quality control of specific 
biologicals; these documents guide national health authorities and serve as a basis for deciding on the 
acceptability of biologicals, thus facilitating their exchange between countries. 

i
 

Decision WHA49(11) on quality of biological products moving in international commerce. 
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4. During a wide-ranging discussion, while there was broad agreement with the concept that many Member 
States needed independent advice from WHO and other bodies to assist in selecting biological products for local 
use, differing views were expressed on the mechanism to be used. Although incorporation of WHO 
requirements into national health regulations had proved useful for many countries, concern was expressed that 
recent changes in international trade laws could result in the requirements having the status of international 
standards, perhaps requiring some countries to license products which would not meet the standards set by their 
own national control authority. 

5. The group encouraged the Director-General to seek a solution which would meet the intent of the draft 
resolution without the danger of inadvertently creating trade disputes, to review potential issues of conflict of 
interest and confidentiality as they relate to the application of WHO requirements and guidelines, and to provide 
advice on the acceptability of vaccines intended for purchase by organizations of the United Nations system. 

6. Many countries find the information contained in WHO's guidelines and requirements invaluable for the 
guidance of national control authorities and manufacturers. The group recommended that WHO should continue 
to provide such guidance but that its documents should focus on principles and essential elements that ensure 
product safety and efficacy, and that the finer details of specifications, assays and processes be presented as 
appendices or references. It is important that recipients recognize that such data are intended for guidance and 
are not prescriptive. 

7. Attention was drawn to the difficulties encountered by WHO in continuing to fulfil its mandate in 
biological standardization at a time when products are being developed at an unprecedented rate. Many new 
techniques are being introduced and the resources available to the Organization and its collaborators are 
decreasing. Given that WHO's role concerning biologicals was established almost 50 years ago, the group 
suggested that it was time to review the role of the responsible unit, the scope of its activities, its mechanisms 
for establishing priorities and its links with other bodies having related functions. It was suggested that this 
could be accomplished by an independent high-level review, perhaps along the lines of the recent scientific 
review of biological standardization and control conducted on behalf of the United Kingdom National Biological 
Standards Board. 

8. The group made the following recommendations to the Director-General (the recommendations appear 
unedited, as approved by the group): 

(1) revise its approach to the development of Requirements and Guidelines for Biologicals to ensure 
that the documents focus on principles and essential elements that ensure product safety and 
efficacy. Details of specifications, assays and processes could be provided as appendices or 
references, as appropriate. 

(2) review and update existing Requirements and Guidelines for Biologicals and ensure that there is 
a mechanism to rapidly address and resolve scientific and medical inconsistencies in available 
documents. 

(3) convene an independent review of the remit and operation of BLG including how it interacts with 
other groups with related functions within the Organization and externally. The review should 
recommend actions that will assist in the harmonization of standards and requirements and 
minimize duplication of activities. 

(4) maximize its influence by expanding its interaction with other Agencies and increase the use of 
selected WHO collaborating centres and other organizations in the preparation and review of 
documents (including draft guidelines and requirements) and production of WHO International 
Reference Materials. 
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(5) review the relationship between its technical reports, requirements and guidelines and the impact 
of WTO agreements on international trade of biological medicinal products. In addition, the Group 
encouraged the Director-General to seek an outcome to decision WHA49(11) which would capture 
the intent of the draft resolution without the danger of inadvertently creating unnecessary trade 
disputes. 

(6) when requested by an NCA, serve as the point of reference for quality, efficacy and safety of 
biological products. Efforts to upgrade the quality of biological products should focus primarily 
on increasing the capabilities of NCAs. When requested, WHO should assist in networking of 
authorities and promoting exchange of information. 

(7) review issues of potential conflict of interest and confidentiality as they relate to the application of 
WHO Requirements and Guidelines including advice on the acceptability of vaccines intended for 
purchase by UN agencies. 

(8) respond rapidly to new issues affecting the safety and efficacy of biological products and provide 
balanced reports on specific issues including risk-benefit considerations. 

(9) note that the spreading of technology and scientific capabilities throughout developing countries 
will require an enormous resource mobilization which is clearly beyond WHO financial 
possibilities. However, WHO should set that goal and stress its importance. WHO has an advocacy 
role in supporting and assisting developing countries in the necessary negotiation process with 
potential sources of science and technology and resource mobilization. 

ACTION BY THE EXECUTIVE BOARD 

9. The Board may wish to consider the above recommendations, bearing in mind that additional funds will 
be required for implementation. The Board may wish to provide guidance regarding sources of funding, 
including fees for services. 


