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ingredient without notifying the FDA?’ Mr. Gordon stated that, “That is cor-
rect.” :((Page 2272) On the contrary, it appears that the active ingredients were
not changed after the product was on the market. o . o
I request that this letter be made part of the hearings and that in the final
printed record it be inserted immediately after the ‘materials presently ‘con-
tained on pages 2269 to 2272, V3 - e
= Sincerely, e o RN
a e : C. JosePH STETLER.
- Mr. SreTLER. Are you saying this is a situation where they should
have and did not have it approved by the FDA ? L ;
Mr. Gorbon. That is right. o R f o
Mr. SrerLer. What I.am stating is, I cannot account for any excep-
tion. But the rule is that to make a change of significance of this type
in a product, it shall be cleared with a supplemental NDA. So this is
not a free right the company has to make these decisions. .
. Mr. Gorpox. Let me read part of the NDA summary on Lomotil :
Taboratory work was "practie‘ally nonexistent. That is such things as stool
cultures. In many cases there was current therapy with other drugs, such as
steroids, sulfanomides, tranquilizers. In many cases it was difficult or Aimpossible
to read and interpret the individual case histories which were lacking in sig-
nificant detail— - S Lo Co B R
and so on. G O
No mention is made of laboratory work, and there are no individual
case higtories. Thisis still about Lometil: =~ =~ =~
oIt fimmedi&ﬁelyfbeedmes_a,DDaréﬁt “that the drug Lomotil as:promoted is a
combination of dighenolxylate: and atropine sulfate whereas all of .the investiga-
- tional studies, both on man and animals, and all of the clinical work was done
only on diphenox‘ylatéhy-dr‘oghloride. B R Rt e
. This is an example where the FDA approved a diug and then the
formula waschanged. =~ . 0 7 L 0T o T
. Mz, Sgurier. Obviously, I do not know, what you are reading from.
- Mr. Gorpox. I am reading from the summary of NDA, which came
from the files of the ‘Eood”-j‘a;n%I Driug Administration. . .~
Mr. SteTLER. Is that an NDA ‘that they filed and the FDA found
that the evidence was inadequate? Is it a complaint against Searle
that they did not file a supplemental NDA ¢ My point is, it is required
to be filed. If somebody did not do it properly, and you ‘have one
specific example of it, that does not prove therule. -~~~
_ Mr. CurLer. May we have the document you are reading from, Mr.
Gordon? T i
. Mr. Gorpon. Yes; you can haveit right here. . SR
- This is a summary of the NDA 12-462, volume IT, on NDA 12-462,
Lomotil, and it was signed by John O. Nestor, Medical Director, FDA.
Senator NuLson.: Are you saying that after a: New Drug Application
was granted, the company involved .added another active ingredient

without notifying the FDA ¢ ‘ ,

~ Mr. Goroown. Thatiscorrect.. . .~ - . - ,
Mr. SterrEr. T am not saying they did or did not. All T am saying is
that the rule requiresthat it be done.” =~ e : s
Senator Nrrsow. That was not clear from what you were saying. I
suppose the only point of that is that a substantial number of com-
panies have had drug recalls, both brand- and non-brand-name firms.
And the problem we deal with here continuously is the assertion by
- brand-name companies or supporters of brand-name companies that



