- Dr. Freepman. Tt is an mcompléte %V{;y. What is now needed:
I think there isa movement afoot—if we are concerned about effica
+ is further work on the criteria by which you establish efficacy. A
once we do that, there. 'will be an impact. Somebody. out thet
making drugs and needs to test them. Do they have the appropria
guidelines of what they need to do, from cost accounting to specialized
personnel, to safeguards for clinical testing, the whole gamut-—do th
know how to proceed ? Do the. Government officials in. FDA. know p
c}g@ly what to require, now that we have begun-to look at eriteria
efficacy ? ; B e RN RIS S ST AT
 Senator NxtsoN. You aretalking about—— EETPRE Y
Dr. Frerpmax. The consequences of beginning to make that a leg:
_requirement. . ' S SREIAY
enator NuLson. Do I correctly understand that the requiren
that was laid down with respect.to the various panels of NAS-
was that there had. to be presented well-controlled scientific studies
that supported the claim for the drug? \ o
Dr. FreepmaN. Each claim, exactly. ‘ - ok
Senator NerLson. Then in  addition to that, do I understand o
rectly that the individual understanding, eXEerti'se and expérience:
the panel members was brought to bear on the question also?
Dr. Frerpmax. Exactly. And they could eall on any consultants o
side the room that they wanted to represent either that or any othe:
kind of expertise, correct. : DRI T S
Senator Nerson. And if a drug was not supported by an adequaté
controlled ‘scientific test, it failed at that point forthwith, didn’
“Dr. Fregpman. It certainly did.’ , R
Senator Nerson. Have you been raising the question.as to whe
or not the so-called well-controlled scientiﬁc:\ tests are thems
adequate. : , . L
Dr. Freepmaw. Yes. They have to be developed. In some arve:
are adequate, they will be improved. In others we need improy
'You run into some problems'that you don’t know how to adjudi
in terms of objective tests. You run into the problem that there aj
fact different modes of practice and you finally run into the busi
of regulating it. I think we did a good job; it was an dwfu
have to do, because it is very hard to be the official person sayin
this is veritably the truth. You can’t progrant drug use; is what
trying to say. So occasionally you will come into differences 6f op:
And that. was accommodated for in the study; you have '
report and a majority report. I don’t think our panel ran into tl
we almost did onee or twice, but we came to agreement. But you w
about being the arbiters of medical practice and patterns of miex
practice. You don’t know how the FDA is going to use your mate
. Nor do we knew if what we say is going to have standing in
And all of this is what I mean by the health network. What staite:
of public bodies do indeed have adjudicative validity and .w
- used—or misused—as such in individual instances, such as malp;
suits or other kinds of instances? One should be very, very
as to the burden of an objective scrutiny of the:data and asse:




