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are taken, new drugs must be tested on man with the greatelst caution. A central )
computlng office’ for the evaluation of these reports is essential. Such an oﬂice
must be. 1mpart1a1 and must have no financial interest in the product.

‘Absolute safety is impossible. The final test of any drug used by man is how
it affects man. Nevertheless, the medical proféssion must make a concentrated
effort to give the public the greatest possible protection. Therefore, extremely
careful records must be kept when drugs are first given to various groups of
persons. Furthermore, these records must be filed in such a manner that possible
untoward late complications can be correlated with the various drugs Although
this is especially important for drugs used ‘durmg pregnaney it is by no means ,
limited to such drugs. Other drugs may have late untoward effects on man: con-
sequently, all new drugs require careful scrutiny. Therefore, it should be re-.
emphasized that drugs should be prescribed Wlth the greatest of cautlon to women-
in the childbearing age.

The list of drugs in Table 1 that I have been able to verlfy is not a complete one
since Dr. Fanconi (10) told me that he had seen a list in Switzerland containing
more nearly 100 than 50 names. Nevertheless thig list illustrates the many names
under which a s1ngle drug may be marketed, and thereby shows the wisdom of the
recent change in the laws requiring that official names be prmted on. the Iabel
in letters half the size lOf the trade name. . .. . . 5 Co
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‘[From the Washington Post July 15, 1962]

“HEROINE” oF FDA KEEPY BAD DRUG OFF MARKET
(By Morton Mmtz)

This is the story- of how the: skeptlclsm and stubbornness of a Government
physician prevented what. could have been an appalling American. tragedy, the
birth of hundreds or indeed thousands of armless and.legless children. . = -

The story of Dr. Frances Oldham Kelsey, a Food and Drug Administration
medical officer, is not one of 1nsp1red prophes1es nor-of dramatic: researeh break-
throughs.

She saw her. duty -in sternly s1mp1e terms, and she carned 1t out, 11v1ng the‘
while with insinuations that she was a bureaucratic nitpicker, unreasonable—
even, she said, stupid. That such attributes could have been ascribed to her is,
by her own acknowledgement not surprising,. cons1der1ng all of the circumstances.

‘What she did was refuse to be hurried into approving an application for mar-
ketmg a new drug. She regarded its safety as unproved desplte cons1derab1e data
arguing that it was ultra safe. -

Tt was not until last April, 19 months after the apphcatlon was ﬁled w1th ‘the
FDA, that the terrible effects of the drug’ abroad were widely reported in this
country What remains to be told is how. and why Dr; Kelsey blocked the mtro-.
duction of the drug before those effects were suspected by anyone. :

Dr. Kelsey invoked'her high standards and her belief that the: drug was
“pemhar” against these facts T



