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WHO EXPERT COMMITTEE
ON BIOLOGICAL STANDARDIZATION

Twenty-seventh Report

"The WHO Expeit Committee on Biological Standardization met in
Geneva from 2 to 8 December 1975. The meeting was opened on behalf
of the Director-General by Dr D. Tejada-de-Rivero, Assistant Director-
General, who spoke of the emphasis that was now being placed on the
application of standards and of the increased use of the blologlcal
standardization programme in a more practical way, especially in the
developing countries. He asked the Committee to pay particular atten-
tion to the type of meetings needed in the future and to consider whether
the format used at the twenty-sixth meeting of the Committee, in which
a single group of substances was discussed, should be repeated.

GENERAL

The Committee was of the opinion that in future all requests from
various organizations for the establishment of international biological
standards, reference preparations, and reference reagents should be
channelled through the World Health Organization. The Committee
considered that priority should be given to substances used in prophy-
laxis, therapy or diagnosis of human diseases and for which, by use of
international standards and reference preparations, a designation of
activity could be made in quantitative terms. There may be occasions,
however, when the Committee will have to consider biological reference
reagents for use in qualitative procedures, and for which the assignment
of a unit of measurement is not applicable. In such cases a careful
selection will have to be made of those substances that could serve as
international reference reagents on the basis of their need and value in
diagnosis. On the other hand, the Committee considered that the
establishment of standards, reference preparations or reference reagents
for biological substances used only for research purposes should not
be the concern of the Committee.

There are also occasions when WHO technical units ask the Com-
mittee to give international recognition to certain biological materials
which those units have themselves obtained and investigated. Previous
examples of such occasions are the diagnostic sera for viruses and lepto-
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spires. The Committee considered that this was a valuable service and
one that should be continued in future. The biological substances
concerned must be of the high quality required by the Committee.

The Committee was of the opinion that its work should continue to
advance on a broad front and where a special subject called for treatment
in depth this could be done by holding a workshop prior to a meeting of
the Expert Committee. As a result of such a workshop, the formulation
of requirements and the establishment of international standards,
reference preparations, or reference reagents could be recommended
to the Expert Committee. The Committee agreed that such a procedure
might be adopted in the case of blood products and related substances
before its next meeting. The Committee concluded, therefore, that the
procedure followed: at its twenty-sixth meeting of devoting the whole
agenda to a single special subject should not be repeated.

SUBSTANCES
ANTIBIOTICS

1. Doxycycline

The Committee noted the results ! of the collaborative study referred
to in its twenty-fourth report.2 The Committee also noted that in
accordance with the authorization in its twenty-fifth report® the National
Institute for Biological Standards and Control, London, on the basis
of the results of the collaborative assay had established the International
Reference Preparation of Doxycycline and with the agreement of the
participants in the collaborative assay had defined the International
Unit for Doxycycline as the activity contained in 0.0011494 mg of the
International Reference Preparation of Doxycycline.

2. Neomycin .

The Committee noted the results ¢ of the collaborative study of the
proposed second International Reference Preparation of Neomycin. The
Committee also noted that in accordance with the authorization in its

1 Unpublished working document WHO/BS/75.1099.
2 WHO Technical Report Series, No. 486, 1972, p. 9.
3 WHO Technical Report Series, No. 530, 1973, p. 5.
¢ Unpublished working document WHO/BS/75.1097.
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