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TELEPHONE HUDSON 3.6126

Manufacturing Chemists’ Association, Inc.

(FOUNDED 1872)
1825 CONNECTICUT AVENUE, N. W,
wasHINGTON, D. C. 20009

September 7, 1967

TO: Members of the Food, Drug, and Cosmetic Chemicals Committee

SUBJECT: Report of Carcinogenicity Task Group

Gentlemen:
I am enclosing a copy of the report prepared by

Drs. Treon, Shaffer, and Zapp for your consideration prior
to the September 12 meeting.

Sincerely yours,

/Mm

Morgan M. Hoover
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Enclosure
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P 3¢ sition Paper
for FCA - PDCC Subcopmigtee
on _Carc igﬁongcgg

We balieve there is ample quidance in the published
literature (1,2,3,4,5) to technigques for the conduct of tests for
carcinoganicity. The important gquestions are the extent to wvhich

these tests should be used in the routine evaluatiom of the safety
of chemical food additives, etc,, under what circumstances such t sts

should be carried outs and what strains and species should be used as

test animals,

Since the interest of the MCA is primerily in chemicals, as
components of food and cosmetics, our commsnts will be confined eo'
these clauel.

Mod chemicals reach the public by the ingestion route, and
/th/ Pood Additive Amendmant of 1958 takes cognizance, appropriutcly,
ot only those substances which are found to induce cancer when, n‘\g sted
by man or animmls, We believe that this is (loqurlnc%

Any recommended test for carcinogenicity on or in animals should
therefUId® be one in which the test substance is applied or administered
by the route in which the public is to be exposed. For substances to be
ingested, tests by parenteral injection (4,5) or topical applicati n are
of doubtful relevance and should not be required. PFor substances to be
applied to the skin, topical application is the relevant route of ad-

ministration, etc.
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Carcinogenicity is only one aspect of testing for chronic
toxicity (1,5). We believe that it should be conscientiously looked
for in the course of all tests performed to evaluate the chronic
toxicity of a substance. If a chemical food or cosmetic additive
produces no hint or suggestion of carcinogenicity in the course of
all the tests currently required for the evaluation of the safety
of such chemical additives, additional specific tests by other
techniques or different routes of administration appear to us to be
an unnecessary burden unlikely to produce results of practical
significance. |

The position, which we have enunciated here, is essentially
that which has been taken by the FDA, since the Pood, Drug and Cos;

{ metic Act of 1938 was enacted and which we believe has been successful
in protecting the public against the introduction of significant car-
cinogenic hazards into foods and cosmetics.

5 MANUPACTURING CHEMISTS' ASSOCIATION, INC.

;3 PDCC COMMITTEE,
) SUBCOMMITTEE ON CARGINOGENICITY STUDIES
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?' - ) . Boyd Shatfer, Ph.D.
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