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to be printed in4 journal in 2 weeks, a document which is not given
 to others for review despite the known controversy whiek exists. Then
the AMA ealls a prepublication press conference, and -announces an
- article that is to be printed in 2 woeks, and the result is a headline
~ which appears in papers throughout the country which speaks of
15,000 people dying each year, which has nothing whatsoever to do
" 4ith any of the material to be publishied. I think it is irresponsible,
and T am extremely disappointed that the AMA hag seen At to take
this meagure; T cat only aséribe it to some naivete, they never should
- have functioned in this marnner. ‘ SRR ‘
" The Craremax. T have not; by the. way, seen either the editorial
nor have I yet seen the report of the Bioretric Society. = S
~ Mr. Omayer. You ought to read it. It is most interesting, particu-
larly the editorial. s o :
The CrateMAN. Well, [ have not seenit. - =
- Mr. Cetayet. Senator, I am sorry to goon for o long, but you said
something previously about the légnl aspects involved in this matter,
and you yeferred to the Food, Drug and Cosmstic Act. I would like
6 address myself to this aspect of this very important question. - - -
“We have dependedion a regulation’of the FDA itself, which reads
ag follows: IRETIN S s B R
. The existenice of a difference of opinib’ among experts qualified by trdining
and expebience; as to the truth of 4 'representation made. or siggested in the
Jabeling iy 4 fact the Tailure to reveal which tay revder the labeling mislead:
ing, if there is a miaterial weight of opinton. vontrary to such representations.
 What this means is, if a manufacturer sooks an NDA :and he knows
that there is controversy over his product, ‘he has & duty to come
 forward, if there is n material welght of opinion ‘}si%a&nst his drug,
- and inform the FDA. Why ddes not the Goyernment have a similar
obligation” to inform physicians thab there is a materinl weight of
~ opinion cotitrary to its findings? Why has the Government sotight to
tepenl this’ regalation when the case was Teturned to the apency by
the eourt of appeals? Does this principle exist only ‘for the matiu-
facturers? If there is material weight of opinlon agdinst a position
why is it stifled and not reflected—just becatise it i8 the Government
position ¢ That is my question. T have not-yet recéivéd an appropriate
ANSWer. T - :
“The Crrarkwart, Well; just let me say--if we are addressing ours

- gelves to the sathe thing—that T carry no brief for everything the

FDA. does, but, as a matter of faet, they have in a very tassive way
wzha.t you oy they have not done. Tn siceordahes with

dons exactly
o FDA conbratted with

the 1962 amendments to the ] ofauver Aet, th
the National Academy of Seiénces-National Researc
get up panels on all kinds of drugs. These pahéls evaluated thous-
ands of drugs artld then m’%de recbmr;)aend%ﬁms. Arnd the FDA -took
. very potitive action on a large number of drugs, srhaps ‘as man;
as 6,000 of themi . - g R Lo g’ pe‘r ? R Y
L Mr. CHA‘YE . Thatdstrue. - s BRI T AR
- The Caamsax: Informing the public about their deficiencies; -

sseatch Coundil which =~

Mr. Crayer. I do not want to iniply that the FDA does not do any- .. -

thing proper bt all. The FDA has done a- gregt de

al of!
valuable; very important: work, and I never wa - def

fine,




