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Senator Nerson. Clinical tests.
Dr. Gopparp. Very rarely. IS RTINS
Mr. GoooricH. But we say in every instance, Senator, that you can
refer to and use in your New Drug Application scientific' data in the
open published literature as part of the New Drug Application. We
want to be sure that these drugs are safe and effective and we believe
that as a general rule, there should be at least some clinical testing of
all new drugs by whomever put them on the market. ; S ;
Senator Nerson. Well, I understand the Commissioner to say that
the New Drug Application is almost better than the patent. - .
" Dr. Gopparp. 'I‘Eat is what I am told, Senator.- SRR I S T
~Mr. Goroon. It is better.. : R IRTID RIS N TOTPUPS NS ON
Senator NeLsoN. Now; when company A makes a New Drug Applica-
tion which meets the standards of clinical and other testing angyou
issue the New Drug Application, is there anything to prevent company
‘A from licensing company B to produce that drug i o :
Dr. Gopparp. Company B would then have to provide proof that
they had obtained such permission and also get an NDA approval by
FDA., This would be done on the basis of in¢orporating by reference
in their NDA the material submitted by company A. . o

Senator NeLsoN. So we are in the most unusual position where a, pri-
vate company has more authority to delegate the right to manufacture
a drug than is exercised by the FDA ? L : it

Dr. Gooparp. Yes,sir;masense. . - . .

‘Senator NeLson. That is an incredible situation., . SOTHS S

Dr. Gopparp. We hold the final approval authority, Now, that is a
business arrangement, the licensing arrangement, over which I do not
believe we should have any control. Now, we do, however, control the
NDA that the second firm may get. JN . Wl T

‘Senator NEerson. If you require that company B makes a New Drug
Application for exactly the same compound for which an NDA has
already been granted to company A, the basis for your position that
there has to be some clinical testing is, I assume, the protection of the
patient. Why is it that then company A, fine as it may be, which has
no official public responsibility, can take the New Drug Application
that the FDA gave them and license B, C, D, E; if you look at pred-
nisone there are at least 22 companies that Schering licensed. You say
“you do not have any right to interfere in licensing. This is not a licens-
ing question, it is a health question. : :

Dr. Gopparp. Oh, we do have the authority to make certain that the
health of the public is being protected in this fashion. Fach one of
those 22 firms then has to get an NDA approved by FDA. .
__‘Senator Nrrson. But you allow them, if I understand you correctly,
Doctor, to incorporate the testing that was done by company A.

Dr. Gopparp. The clinical testing. Lo o

iSenator Nerson. Yes. - i s

Dr. Gopparp. The manufacturing controls and manufacturing pro-
cedures and submission of samples and the factory inspection, how-
ever, are carried out de novo. The labeling is also under our jurisdic-
tion, and thus the advertising is controlled. The only thing that is
omitted in that instance is the animal toxicity study and the clinical
testing on humans. v e

Senator Nrrson. But why can’t you have confidence in company B
taking a compound that is available to everybody in the market, and



