


and Cosmetic Act. If it is to be con
tinued as a drug for investigational use
on human patients, it will have to com
ply with the requirements promulgated
in accordance with the Kefauver-Har
ris Drug Amendments of 1962. These
regulations provide that for drug in
vestigations that were under way on
August 10, 1962, the sponsor of the
investigational program has 120 days
from February 7, 1963, to gather and
present to the Department the neces
sary information about the composition

This statement was released in February 1963.

and identity of the drug, its preclinical
investigations, the plan and results of
clinical investigations carried out thus
far, and a rational plan for the con
tinuation of such investigations.

It is the Department's purpose to
gather the clinical records on patients
who are claimed to have been treated
successfully, in an effort to answer
definitively the question of Krebiozen's
merit, and, at the same time, to assure
that the distribution of this product
comports with Federal regulatory laws.

The Slow AdvanceAgainst Breast Cancer

AXILLARY METASTASES IN DIFFERENT PERIODS OF TREATMENT

Patientswithaxillarymetastasis
Total no. of

Period patients No. Per cent

1919-1924 2,363 1,573 66.6 1

1925-1934 2,032 1,350 66.4 I
Decreaseof

1935-1944 2,480 1,413 57.0
only 19/0

1945-1949 1,358 695 51.2

1950-1954 1,416 674 47.6-. .1

Total 9,649 5,705 59.1

(Table adapted from a study by Berkson reported by 1. R.
Trimble in Surg. Gynec. & Obst. (February 1962); p. 106)
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