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WHO EXPERT COMMITTEE ON
BIOLOGICAL STANDARDIZATION

Nineteenth Report

The WHO Expert Committee on Biological Standardization met in
Geneva from 28 November to 3 December 1966.

Dr P. Dorolle, Deputy Director-General, on behalf of the Director-
General, welcomed the members of the Committee. He also welcomed the
representative of the Food and Agriculture Organization of the United
Nations.

Recalling the development of biological standardization, the Deputy
Director-General stated that most of the members of the Committee had
had long association with it and could be depended upon to maintain the
high standard expected of the Committee. Reviewing briefly the agenda
before the Committee, he said that over the years many international bio-
logical standards, reference preparations and reference reagents had been
established, but more were needed. He cited some of the more important
substances for which standards were to be considered. He also referred
to the increasing responsibility of the Committee for adopting the sets of
international requirements for biological substances.

GENERAL

The Committee considered some aspects of the general problems that
exist when valid assays of certain biological preparations cannot be made
with particular international standards because of differences in constitution
between the standards and the test preparations, which may or may not be
related to their biological activity. Examples of materials that present
problems of this kind are : adsorbed and non-adsorbed vaccines, the tuber-
culins, snake antivenins (against the same species), families of antibiotics
and hormones of human and animal origin. This last example is of concern
in relation to the assay of certain hormones in human material by radio-
immunoassay procedures. These recently introduced techniques have
aroused much interest on account of their greater sensitivity and precision
as compared to conventional assay methods. In many instances, existing
international standards prepared from animal materials, which may be used
satisfactorily in conventional bio-assays, cannot be used for assays of human
material by radio-immunoassay techniques; for this purpose, reference
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8 BIOLOGICAL STANDARDIZATION

material, generally of human origin, has to be provided. In view of the
difficulties so often encountered in characterizing human reference material
in terms of the relevant international standard, the Committee asked the
WHO Secretariat to collect information that would enable a decision
to be made on the general principles to be followed and the measures to be
adopted in establishing international standards for particular biological
substances of importance in medicine and in selecting suitable material.

PHARMACOLOGICAL

ANTIBIOTICS

1. Gramicidin

The Committee noted * that the collaborative assay of the proposed
international reference preparation of gramlcldm had been completed
and that in accordance with the authorization in its seventeenth report,?
the National Institute for Medical Research, London, had established
the International Reference Preparation of Gramicidin and, with the agree-
ment of the participants, had defined the International Unit for Gramicidin
as the activity contained in 0.001 mg of the International Reference Prepara-
tion of Gramicidin.

2. Dihydrostreptomycin

The Committee noted 3 that the collaborative assay of the proposed
second international standard for dihydrostreptomycin had been completed
and that in accordance with the authorization in its sixteenth report,? the
National Institute for Medical Research, London, had established the
second International Standard for Dihydrostreptomycin in replacement
of the first international standard and, with the agreement of the partici-
pants, had defined the International Unit for Dihydrostreptomycin as
the activity contained in 0.001219 mg of the International Standard for
Dihydrostreptomycin. -

‘3. Viomycin

The Committee noted ® that the collaborative assay of the proposed

international standard for viomycin had been completed. The Committee

1 Unpublished working document WHO/BS/858.
2 WId Hith Org. techn. Rep. Ser., 1964, 293.
‘ 3 Unpublished working document WHO/BS/829 and Bull. Wid Hith Org., 1966,

| 34, 429.
1 4 Wid Hith Org. techn. Rep. Ser., 1964, 274.
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