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Introduction

The WHO Expert Committee on Biological Standardization met in
Geneva from 19 to 23 October 1998. The meeting was opened on behalf
of the Director-General by Dr M. Scholtz, Executive Director, Health
Technology and Pharmaceuticals.

Dr Scholtz welcomed the members of the Committee, Temporary
Advisers and representatives from nongovernmental organizations and
industry. He emphasized the importance of the work of the Committee
for both developed and developing countries. Biological medicines make
an enormous contribution to public health. However, the very nature of
biological products raises particular questions regarding their quality
control, and he stressed that the considerable potential hazards
associated with some of these substances required continuous vigilance.

Dr Scholtz recalled that in May 1997 the World Health Assembly
unanimously adopted a resolution on the quality of biological products
moving in international commerce (WHAS50.20). The resolution
recognized the special technical expertise needed for evaluating and
controlling biological products, as well as the long-standing and
valuable role of WHO’s Biologicals unit and the Expert Committee on
Biological Standardization. However, the resolution also recognized
that WHO’s biological standardization activities needed to be strength-
ened to meet the challenges of the rapid expansion and increasing
complexities of the biologicals field.

In pursuance of the resolution, an independent review of WHO’s
activities in biological standardization was commissioned with a view to
recommending action that would enable WHO to respond to scientific
developments in a timely manner and to strengthen the mechanisms for
providing clear norms and active leadership in promoting the quality,
safety and efficacy of biological and biotechnological products. This
review was now complete and a draft report of the external review team,
which had consulted widely with experts inside and outside WHO, was to
be discussed during the meeting.

Dr Scholtz concluded by thanking scientists who participate in WHO
meetings, such as those of the Expert Committee on Biological
Standardization, and in collaborative studies organized by WHO
International Laboratories for Biological Standards and WHO Colla-
borating Centres, and those members of the Expert Panels on Biological
Standardization and on Human Blood Products and Related Substances
who comment on proposed standards and requirements. Dr Scholtz also
thanked the various nongovernmental organizations that provide
support in many ways, as well as the donors of candidate reference



materials, which are, in most cases, the manufacturers of biological
materials. All had contributed much to the success of WHO’s
international biological standardization activities.

General

Developments in biological standardization

The Committee was informed that the change of custodianship of many
international reference materials, which had been made necessary by
changes in the functioning of two former custodian laboratories, had
now been completed. The transfer of international reference materials
from the Statens Seruminstitut, Copenhagen, and the Central Veterinary
Laboratory, Weybridge, England, to the National Institute for
Biological Standards and Control, Potters Bar, England, had been
accomplished in a safe and timely manner. This consolidation of the
stocks of international reference materials had provided an opportunity
to review the continued need for certain preparations and to prioritize
needed replacements.

The Committee warmly welcomed the establishment of a new WHO
Collaborating Centre for Biological Standardization at the Center for
Biologics Evaluation and Research, Food and Drug Administration,
Rockville, MD, USA. This significant development was further
enhanced by a recent bilateral agreement between the Center for
Biologics Evaluation and Research and the National Institute for
Biological Standards and Control, to collaborate on regulatory research.
The Committee strongly endorsed the development of coordinated
international collaborative research initiatives in regulatory areas that
concern the safety and efficacy of biological medicines of global public
health importance.

The Committee commended the Secretariat for its resourcefulness in
obtaining external financial support for many activities in the area of
biological standardization. In addition to support provided by the WHO
International Laboratories and Collaborating Centres, the Children’s
Vaccine Initiative had provided support for harmonization activities, the
International Society on Thrombosis and Haemostasis had contributed
much to the work on standards for haematological products, and the
International Association of Biological Standardization had organized
specialist meetings to discuss scientific issues relevant to biological
standards and the control of biological products during the previous
year. The Committee expressed its thanks to these organizations for their
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