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industry.

DR. SCOLNICK; I would not say that
certainly about many of us sitting around the
table. It may not be in other industries, but
I think it is to us. Because when we evaluate
our drugs, and there are three or four of us
here, we collect safety data as well as
efficacy data, and have to weigh that benefit-
risk, and should be responsible, Jjust as you
are.

DR. LANGER: Bob, you wanted to make a
comment?

DR. NEREM: It's sort of a follow on.
He really triggered me to ask for the
following, either in the way of written
information or probably preferably a
presentation.

I think I have some understanding,
from a qualitative point of view about the
research effort at FDA. I really don't have

any hard datab and I'd like to know, because I
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have a feeling there's a lot of differences

between differen enters as to how much money

goes into resear how many people are
involved in rese I'd like to understand
earch agenda of the
lecause it may be driven by
a totally differ set of igsues, and that's
fine.
How do the different centers, because
that's really where the research resides, how
do they set an agenda and drive their research
program?
DR. LANGER:| We'll see what we can do
on that.
Let me wrap [up and just cover what I
consider the action items, and follow-up, and
beople add or subtract to what T say.

On Doris Hare public comments, the

Boardiwill let th

!

agency know what we
recommend, and I ave an e-mail in to everyone

and a number of responses already.
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Secondly, on the CDRH~éXtérnal‘review,

CDRH is going to present an external review

with Bob Nerem at the fall meeting. CDRH will
consider the top|ten things that Ed 'suggested,
or David Letterman T think is how we look at it

-- as part of the review. I think everybody,

Bob Nerem were talking about how we were going

to introduce fhi at promotion éChedﬁigs.at
universities, so ycufve made ay?igfi@pagt;
:'I'WOnftégéfgq;rédiaﬁd  
N ‘ L :
My idea, Ea, ie that when
ber to chose their best
five papers, you 1d also ask them to give
papers.
vThat's right. We'll also
consider looking eﬁder differenceé.
Third on the| ORA external review,
again consider th top ten. I'll look at both
I thought that was very

positive and negativel.

important what was| salid there. Second, look at
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how data gaps in science are handled as part of
the review; third, he scope may be too broad;

consider continus: reviewing components of

ORA each vyear. itutionalize the review.

Fourth, review C 's peer review to address

comments about 0O

And finally on the FDA University, I
think this is clearly something we all want to
continue and next time wé should‘get an FDA on
progress in this |and continue this discussion.
And maybe there shoulld be some interchange in
thé meantime to g‘t'~eady for that between some
of the people here and members of the FDA.
Is there lan thing that ‘I've forgotteﬁ,
or anything shoul modified?z
[No resp
Okay. Again, the comméﬁts iﬁvévheard
from the FDA is that |this is a EérrifichOardQ
I think everybody |redlly appre;iateézthe

comments and suggestions; and I -just want to

thank everybody, on b th‘sides,ffor ffthink a
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today.

Thanks very much. And the next

meeting is November
[Whereupon, at

concluded. ]

1le6.

2:53 p.m., the meeting
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