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FDA Seeking Wz-iys
To Reduce Hazards
Of New Medicines

By L. T. EASLEY
0Of the Assoviated Pres

WASHINGTON — Prompted in part by recent disclosure
that a new drug is being blamed for birth malformations, the
government is seeking ways to reduce hazards from use of ox-
perimental medicines,

A Food and Drug Administration official said Saturday that
agency lor some time has been considering changes in its
regulations concerning distribution of experimental drugs, and
that reports on the dire effects of thalidomide when used by
women during pregnancy has sharpened interest in the matter.

Thalidomide is a8 German drug blamed for some 3,500
severe birth deformities in West Germany and hundreds else
where in Britain and Western Europe

The drug was kept off the US. prescription market when
Dr. Frances Oldham Kelsey an FDA physician and pharma-
cologist insisted for more than a vear that proof of ils salely
wis inadequate

Although her action prevented the drug from being placed
on the regular prescription market, therg was some disiribu-
tion of it 1n the United States through physicians for “investi-
gatlonal use™ under lawful procedure. It was prescribed for
morning sickness

SAMPLES GIVEN T0 DOCTORS .

The W. S, Merrell Co., of Cincinnati, an old and reputable
firm, held exclusive U.S. rights to distribute thalidomide, It
made samples availabhle to ahout 1,200 physicians but there is
no way of knowing exactly how many doctors gave it Lo
patienis

A point in the law not widely known, is that & drug firm
may make arrangements with doctors for the experimental or
investigational use of & new drug without FDA approval. The
law requires only that the firm keep a record of these ship.
ments and that they are plainly labelled “caution, new drug
limited by federal law to investigutive use.”

The doctor must sign a statement to the effect that he is
qualified to investigate the safety of a drug. The doctor is not
required to inform the patient that the drug is experimental,
and at his discretion, may or may not charge for the prescrip-
tion

An FDA official shied away from the use of the term
"Humin guinea pig” when it was used by a reporter. He
hastened to say that no final proof of the safety and efficacy
of & drug could be obtained until it had been used by human
beings, and that this has been the practice in production of
new drugs,

FDA Commissioner George P, Larrick said last week the
firm which was distributing thalidomide in this country ad.
vised doctors to whom it had jssued the drug to return all of
the material it had on hand and 1o use no more on pither
mules or females.

Even before that, the Merrell company had cautioned physi-
cians to whom samples of the drug had been issued not to give
it to any women of child-bearing age. Thot was last Detember
‘eral months before the recall directive

SAFETY IS OVERRIDING EMPHASIS

That recall order wag issued in March., Reports of births
with mulformations may come in a few weeks, related 1o use of
the drug. Only last week a Phoenix, Ariz,, woman who had
used it petitioned the courts for authority to undergo abortion
legally to avert possible birth of a deformed child. The FDA
sald that in this instance, the drug had been obtained from
abroad

Under existing regulstions issued by the FDA, firms seok-
ing to market new drugs must get an FDA approval to distrib
ute drugs in interstate commerce for general sale

The firm must set forth rescarch that has been done on
animuls, and results of use on humans. The overriding em-
phusis of the FDA in granting this approval, or preclearance
action, s on safety

Questioned about the matler of physicians warning patients
ahead of time that they were receiving experimental drugs, the
officinl said that under existing law this is a matter left to the
discretion of the physician.

He said there 15 a question, becsuse of phychological
factors, wether tests would produce true and accurate results
if patients knew in advance that théy were using an experi-
mental drug.

He suggested that perhaps the answer lies in controlled
tests in which volunteer individuals knew anly that they were
receiving medicines which might or might not incorporate an
p:ponmrnm drog.
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