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Introduction

The WHO Expert Committee on Biological Standardization met in
Geneva from 25 to 29 October 1999. Dr M. Scholtz, Executive Direc-
tor of the Health Technology and Pharmaceuticals cluster at WHO,
opened the meeting on behalf of the Director-General.

Dr Scholtz explained that WHO was emerging from a period of
considerable restructuring over the previous 12 months under the
leadership of the new Director-General. The main goal was to foster
better coordination and cooperation at all levels of the Organization.
Strengthening activities in the field of biological standardization was
an important objective, and additional resources were being sought to
support that work. WHO was grateful to organizations that had sup-
ported biological standardization work at WHO through staff second-
ments to help with special projects.

The Committee would consider a large number of topics, which
reflected the increasing complexity of the field of biologicals. Indeed,
the number of new biological medicines was likely to outstrip the
number of new chemical medicines coming to the market in the next
few years. The challenge faced by manufacturers and national control
authorities alike was to ensure the quality and safety of new and
existing biologicals and the Committee had an important role to play
in this regard.

General

Independent review of WHO’s remit and activities in the
field of biologicals

The 1997 World Health Assembly resolution (WHA 50.20) on the
quality of biologicals moving in international commerce called for an
independent review of WHO'’s remit and activities in this field,
particularly of the Organization’s Biologicals unit and the way in
which it interacted with other groups within and outside WHO. The
review was to recommend action to assist in the harmonization of
standards and requirements, minimize duplication of activities, and
enable WHO to respond to scientific developments in a timely
manner.

The review team consulted widely and submitted its report to WHO
in November 1998. There was a clear consensus on the continued
importance of WHO’s work on standardization and control of
biologicals for public health programmes worldwide. Indeed, this was
a constitutional obligation of WHO. The review team recommended



that the Biologicals unit should be renamed to reflect its responsibi-
lities more accurately and that staff and resources at WHO dedicated
to biological standardization should be substantially increased. The
review also recommended that a clear focus should be established for
policy on biological substances used in medicine, to ensure that there
was “one voice for biologicals” within WHO. Finally the review also
recommended that the transparency, openness, and effectiveness of
the standard-setting process should be improved.

The response from WHO had taken place within the context of the
wider restructuring of the Organization under the new Director-
General. The former Biologicals unit, following a name change to
Quality Assurance and Safety: Biologicals (QSB), had been inte-
grated into the Vaccines and other Biologicals department in the
Health Technology and Pharmaceuticals cluster. Quality and Safety
of Plasma Derivatives and Related Substances (QSD) had been given
greater visibility, and was located in the Blood Safety and Clinical
Technology department in the same cluster. QSB and QSD would
continue to work very closely together as a cross-cutting biologicals
team within the cluster and would provide a clear focus for biologicals
activities within WHO. The advantages of this arrangement were the
necessary degree of independence for the standard-setting process,
greater access to funds for priority projects, and increased potential
for collaboration on quality issues that affect all types of biological
medicines.

WHO also proposed that the Expert Committee on Biological
Standardization should be restructured by establishing three sub-
committees that covered vaccines, blood products and related sub-
stances, and biological therapeutics. The objective was to ensure greater
transparency and efficiency of the standard-setting process. The WHO
Informal Consultation on Cytokine Standards, already in existence,
provided a successful model for the subcommittees. The possibility
of a fourth subcommittee on diagnostics was under consideration,
but this required wide consultation with interested parties and no
decision had yet been reached.

The Committee endorsed the new management structures and the
priority that WHO had placed on the importance of quality and safety
in all types of medicines. The Committee encouraged WHO to ensure
that responses to matters such as transmissible spongiform enceph-
alopathies, which potentially affected all types of medicines, were
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