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DR. KATZ: Thanks very nuch. It is a pleasure to be
here. And I think the reason | have the honor of wel com ng and
doi ng sone introductions this norning -- can you hear nme back
t here?

The reason | have the honor of doing sonme introducing
Is because | think | was there at the inception of this
contract, that we are seeing sone of the conclusions that have
been drawn, and this conponent of the roadmap was one that there
was pretty nmuch uniformty that was needed.

So let ne, for those of you who don't know about the
roadmap and how this effort canme about, through NIH funding, it
canme about because we had many neetings with the extranural
community. Sone of you who | see in the audience were a part of
those neetings. And we tal ked about what are sone of the
roadbl ocks in terns of science noving forward that the NIH and
probably no one el se woul d support.

And out of that canme three different, although often
interdigitating, activities. One was new pat hways to di scovery.

Anot her was interdisciplinary research. The third was re-
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engi neering the clinical research enterprise.

What we heard, and these were all neetings that Dr.
Zerhouni chaired, with other of the institute directors, what we
heard with regard to re-engineering the clinical research
enterprise was what were sone of the roadbl ocks.

One of the major roadbl ocks was that there was really
no real home for clinical research, which, as you will hear from
Dr. Zerhouni, is being addressed now t hrough the evol ution of
t he roadnap.

O her areas were areas of being able to assess quality
of life issues, which we have addressed; the devel opnent of nore
clinical research scientists, which we have addressed.

But one recurring theme that we heard was that the
devel opnent of clinical research networks was a real difficult
procedure. That is, they would be devel oped for a project and
then they would fold.

And | am sure many of you all have been a part of sone
of those types of research networks. Many of the institute
directors and many of the people fromthe community enbrace the
concept of trying to develop a systemwhere we don't have to
build up and break down a network every tinme we want to do a
st udy.

The exanple that | gave early on was in the pediatric
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arena. So for pediatric rheumatic di sease, we woul d, whenever
the institute had a need to do a study or the comunity cane in
with a very good study, a network was devel oped; after the study
was done, the network was fol ded.

Vell, there nust be nore efficient ways to do that and
I think that is what we are all about for these next two days,
is to figure out how best to do that w thout the enornous
expense of building up these networks and then not utilize them
or utilizing themfor unique types of questions, rather than to
try to build a hone and a region for networks where there can be
continuity of studies and better utilization of all of the
el enents that are required for these types of studies.

Early on, O aude Lenfant and | co-chaired this part of
the roadnmap activity and then Steve Straus, who is the Director
of the National Center for Conplenentary and Alternative
Medi ci ne, co-chaired it with ne.

A critical person in the inception of this particular
activity that we are going to be tal king about these next two
days was | ed and spearheaded by Larry Friedman, who was at N H
for quite sonme tine, a renowned clinical investigator, and, when
he left, JimKiley, fromthe National Heart, Lung and Bl ood
Institute, took over, and now Jody Sachs. W are grateful to

Jody for carrying the banner not only for |last year's neeting,
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but also for this year's neeting, and for publicizing it to a
poi nt where |ots of people are not only here, but, also, as |
understand it, watching this on a Wb cast.

So | think that is an accol ade. Thank you very nuch.

From Westat, we have Nancy Dianis and her assi stant
Smta Amn and all of her staff, who have been very, very
hel pful in putting this--critical in putting this activity
t oget her.

| nmust say that the person who is really in charge
fromthe NIH at this point is the acting Director of the
National Center for Research Resources, Barbara Al ving, where
this whole activity is in her aegis at this particular point.

| have had an opportunity to | ook at the executive
summary and at the report that has been provided; not the total
report, because it has not been out yet, but npst of the report
that canme from Westat.

For those of you who have seen it, you will know there
are no real surprises there. It is, what you woul d say, "Hey
that is what we woul d have expected.” But in its totality, from
nmy standpoint, it does provide a blueprint for putting together
networks that are going to not pop up and die down, but that can
persi st and answer questions that cut across the board in the

clinical research arena, not only in terns of clinical trials,
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but other types of clinical research that is so critical to the
heal th of our nation.

So | think that this provides a blueprint. | [|ook
forward to hearing the deliberations of this neeting. | know
t here are breakout sessions.

We are anxious to hear what you all think about the
vari ous subdivisions that Wstat has put this perspective in.
know that they actually sent out inquiries to sonething |ike 700
di fferent groups, and |I know that this evening there will be
sone recognition of those networks that have the senbl ance of
best practices, and we | ook forward to making those
presentations this evening.

So this is a wonderful start. It is the culmnation
of a lot of things that have been going on at NIH for a nunber
of years.

And | do think that those people who cane to those
nmeetings and tal ked about the roadbl ocks in ternms of networks
woul d be gratified by seeing this particular report and by
heari ng sone of the deliberations and presentations that are

goi ng on in these next days.
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So | have told you a little bit about the history,
and, now, Dr. Elias Zerhouni, who has been the Director of the
NIH for al nost exactly four years, perhaps four years and a few
days, who, actually, when he cane to NIH, said that we need to
address sonme of the roadbl ocks that we haven't addressed
collectively, and I think it is to his credit that all of this
cane about.

And wi thout further ado, Dr. Zerhouni is going to give

us an NI H roadmap update.



