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MR. DURAKO.  Thank you very nuch, Jody, and wel cone,
everyone. It is great to see that we have such a | arge audi ence
here this norning.

As Jody said, | am Steve Durako. | ama vice
president at Westat and | amthe director of our clinical trials
ar ea.

| have been involved in nulti-center clinical research
for the past 30 years, including sonme of the projects that were
nmenti oned before, where networks were fornmed, and then they
termnate after a single project.

But | have al so been involved in the operation of
clinical research networks for the past 20 years and | have to
say | ama big, big fan of clinical research networks.

So it has been a great honor for ne to be able to
serve as the principal investigator for the | ECRN project.

And | amdelighted to be here today with so many
peopl e who are experts in the field of clinical research and |
think this is going to be a golden opportunity for us to share

i deas and to make recomendations to the NIH about how to
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i nprove the use, the efficiency, and the effectiveness of the
clinical research network infrastructure in this country, as
wel | as around the world.

| know many of you and | appreciate you being here and
| hope that | will be able to neet a |ot nore of you over the
next two days.

| think that both Dr. Katz and Dr. Zerhouni, in their
tal ks, should have notivated you to really address the issue of
how clinical research networks can be nade even better and can
contribute even nore to the translation of basic discoveries
into the clinical setting and | hope that ny speech wll
continue with that notivation and start giving you sone
i nformati on about our project.

So exactly why are we here? Basically, why has NI H
chosen to sponsor a national |eadership forumthat deals with
the issues of clinical research networks?

And even though Alan Morris would prefer not to hear
this phrase, | think that, in a nutshell, it is because clinica
research networks are one of the nost effective vehicles for
transl ating basic scientific discoveries frombench to bedside
and | think a recognition of the questions that were raised to
Dr. Zerhouni, when | am speaki ng about bedside, | am not

speaki ng about the academ c research center bedside, but I am
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real |y speaking about inplenentation of clinical discoveries
into practice-based nedi ci ne.

So that the patients who are in the real world, the
maj ority who actually are seen by physicians in the comunity,
are actually reaping the benefits of discoveries that have been
made.

So what is so special about clinical research
net wor ks?

Vell, innmy mind, | think there are four key aspects
of clinical research networks that nmake themvery interesting
and very inportant to the translation of basic science into
clinical nedicine.

The first point is that clinical research netwrks are
al ready existing groups of investigators who have nmade sone
conmitment to conduct coll aborative multi-center research.
think this is very, very inportant, as Dr. Katz nentioned
earlier, so that you are already in existence and you are not
going to be starting fromscratch every tine.

The second is that clinical research networks are
generally formed around a dedi cated, nulti-project, integrated
agenda that is dealing with either a particular di sease or a
particul ar patient popul ation.

So there is a continuity. There is a sense of
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coherence and cohesiveness to a full agenda that is trying to
address a particul ar problem

The third inportant feature of clinical research
networks is that they already have sone sort of organi zationa
structure in place that allows for rapid devel opnent and
i npl enentation of studies, and, again, this gets to the issue of
not having to re-invent the wheel, starting from scratch.

And then, finally, clinical research networks, by
their very nature of having nultiple organizations involved,
multiple clinical sites, generally have nmuch greater access to
patient popul ations than would research that is being conducted
in a single site environnent.

So | think we are all believers that clinical research
networks are inportant and I think we all believe, fromthe
tal ks we have heard this norning, that N H recognizes that
clinical research networks are inportant and NITH wants to use
clinical research networks nore and nore effectively in
pronoting translation of basic science into clinical practice.

So what can we acconplish here today at this forun? |
think we have four nmajor goals for the next two days. The first
is our teamfromthe | ECRN Project wants to comrunicate to you
the findings that we have obtained from our study.

The second, and | think nore inportantly, is that we
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actual ly want to discuss those findings and what they nean to
you and to the clinical research enterprise.

So as you will see in this forum we only have three
hours of presentations about what we have done and then we have
all the rest of the tinme available for you to participate and to
tell us what you think and to cone back with reconmendati ons.

Third, we want to be able, as | said, to devel op
recomendations that we think will enhance the translation of
research findings through the use of clinical research networks.
W want to be able to present those to the NIH

W, obviously, have sone that we have devel oped from
our project, but we are very interested in hearing your ideas
and we hope to incorporate theminto our final report to the
NI H.

And, finally, we are here to try to engage the
research community in inplenenting reconmendations that w ||
cone out of this.

So | think that is not the end of the process here,
these two days. After this is over, we want to continue with
this process. W want to continue to engage you and we want to
work with you and NIH on projects that will help us inplenment
t he recommendati ons.

So, first, to give you a little bit of background, so
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you wi || understand what we are tal ki ng about today, | would
like to go over, briefly, the mgjor conponents of the | ECRN
Proj ect .

There are basically four conponents to our data
collection work. The first one we called the core survey and
that was an effort to actually create an inventory, which I wll
talk about in a few mnutes, of all of the clinical research
networks that are in existence throughout the world.

The second conponent is what we called our
guantitative or witten conponent of the descriptive survey and
the intent of that particular conponent was to actually devel op
a baseline of current practices in many different areas as to
how clini cal research networks carry out their work.

The third conponent was a foll owup piece of the
descriptive survey, which was actually a qualitative tel ephone-
based i ntervi ew ng conponent, where we did sem -structured
interviews with many representatives of the CRNs, to ask them
about barriers and facilitators to themactually carrying out
their work and acconplishing the mssions that they had set for
their clinical research networks.

Finally, the |ast conponent is sonething we called the
best practices study. In the best practices study, we | ooked

for networks that could denonstrate particul ar acconplishnents
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in achieving their goals and in achieving inportant
acconpl i shments that NI H has recogni zed, and then, again, we
conducted tel ephone interviews with these networks, | ooked at
what they had acconplished, and tried to determ ne what
approaches they had used to acconplish these and those were
consi dered the best practices that are integrated in our
present ati ons today.

So this is just a second attenpt to try to help you
understand what we did. This is a schematic that shows all the
pi eces and how they fit together.

As you will see at the top, the core survey is the one
that | tal ked about that was our effort to identify all of the
networ ks, and there are two purposes for the core survey.

One is to create the inventory that is available on
our public Wb site, which is seen on the | efthand side of this
slide. The second function of the core survey was to give us a
sanpling franme fromwhich we could select clinical research
networ ks for our descriptive survey.

The descriptive survey, as | said, had two conponents.
There was the witten quantitative conponent that dealt with
current practices within clinical research networks, and then
there was the qualitative tel ephone interview conponent, which

solicited opinions about barriers and facilitators to conducting



May 31, 2006 | ECRN Overvi ew Dur ako

clinical research networks.

And then over on the right-hand side, a separate piece
of the project was the best practices survey. And as you can
see as you go down the slide, towards the bottom the core and
descri ptive surveys have been summarized in what we call our
core and descriptive reports, very aptly nanmed, | think. W
spent a lot of time working on that.

And those are avail able on our project Wb site, which
I will show you in a nonent.

The best practices study interviews are sumari zed in
a best practices report. That also is on our project Wb site.

And, finally, all of those pieces are being brought
together today in the National Leadership Forum where we are
actually integrating this information over all of these pieces
into a nunber of short presentations that will lead you into the
br eakout sessions with food for thought and di scussi on.

So | guess one thing that we haven't actually done yet
-- as | said, | ama great fan of clinical research networks. |
think probably all of you are. But we really never said what we
mean by a clinical research network.

What | am showing on this slide here is a definition
that actually came out of the statenent of work for our | ECRN

project. So this is a definition fromthe NIH and | think
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there are three inportant pieces of this definition.

First, a clinical research network is an organi zation
of clinical field sites and investigators. It is a multi-
organi zation entity. Second, a clinical research network is
organi zed to conduct nmultiple research protocols, sonetines
consecutively, sonetinmes concurrently, and | think this is where
this differs fromwhat Dr. Katz said about earlier clinica
research networks, which were forned to do a single study.

And, finally, the clinical research network coul d be
either a formal or informal structure, as long as it had
denonstrated sone col | aborative acconplishnents.

So with this definition, we set out to conduct the
core survey and there were three primary objectives of the core
survey.

The first was fromthe list of entities that we had
identified, we wanted to confirmthat each of themwas actually
a clinical research network, according to the definition that I
showed on the previous slide.

Second, we wanted to collect sone basic
characteristics about each network that would hel p peopl e
understand how it was organi zed, what type of work it did, what
di seases it studied and so forth, and that was going to be part

of what we called the network profile, which we are including in
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our public inventory.

And, third, we wanted to create the public Wb-based
resource by putting all of these profiles into an inventory that
the public can access.

So what did we find when we set out to do the core
survey?

Well, one thing that you m ght be surprised to hear, |
was a little bit surprised nyself, is there was actually no
avai l able list of clinical research networks anywhere.

It appeared that nobody had even attenpted ever to
create a list and, sonmewhat to ny surprise, even sone of the NIH
institutes had some difficulty being able to tell us how many
clinical research networks they sponsored, because the
institutes are large, conplex. They have many divi sions, nany
branches, and there seenmed to be, in some instances, none who
actually knew exactly how many clinical research networks were
bei ng funded by an agency.

So when we submitted our proposal, we had a fair
anount of experience with CRNs and we made an educated guess as
to how many networks we thought we would eventually find, and we
guessed about a 150, sonewhere between a 150 and 200.

When we got questions back about our proposal, sone of

the reviewers said, "Well, that is way, way too low. There are

10



May 31, 2006 | ECRN Overvi ew Dur ako

probably 2,000 clinical research networks out there."

You can appreciate that that nade it a little bit
difficult for us to budget and to figure out how rmuch work we
were actually going to do.

So we went back in and said, "Well, 2,000 mght be a
little bit high, but we will plan for maybe 300."

So after we were awarded the contract, we started
snoopi ng around every place we could. W used a |ot of
different nmethods to try to track down potential CRNs.

Part of it was personal know edge. Part of it was
contacting every governnent agency that did health research.
Part of it was talking to many of you here in the room

We, also, of course, surveyed all of the nedica
literature to look for any nane that sounded like it mght be a
clinical research network, and, also, we went out and we Googl ed
to I ook for names that sounded like clinical research networks.

And after doing that, we canme up with nore than 700
nanes that we thought could possibly be clinical research
net wor ks.

So with those nanes, we set out, we went out and tried
to exam ne their publications, the Wb sites of each of these
groups to figure out whether they net the definition that I

presented earlier.

11
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W made sonme contacts by tel ephone, if we couldn't
figure it out fromtheir Wb sites. And we eventually settled
on 294 of these entities as probably being clinical research
net wor ks.

So then we set out to do the core survey. W
contacted all 294 of these potential CRNs by sending themthe
core survey questionnaire and what we found, in the end, was
that 32 of themactually were ineligible, according to our
definition.

But it appears that 262 are actually clinical research
networks. And one thing that | amvery proud of, and |I wanted
to thank all of the | ECRN team nenbers who worked so hard at
this, we got a positive response from 249 of the 262 networks
that we contacted, which is a response rate of 95 percent,
which, to ne, | think, is amazing and | think that not only is
it acredit to our team but | think it indicates a recognition
on the part of all of you, many of whomare in this database,
that this is really an inportant project and that this inventory
is really an inportant piece that is going to help us pronote
research within clinical research networks.

If there are any of you that are in the 13 that have
not yet responded, you still have a chance. Please feel free to

contact. We would love to have all 262 in our inventory.

12
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So | amjust going to whet your appetite a little bit
with a couple of results fromthe core survey, but there is nuch
nore of this that is in the report that is on our Wb site.

O the first 244 responses that we were able to
anal yze, we found that CRNs are as old as 50 years, which is
quite a long time, but sone of themare as young as si x nonths.

So these indicates that clinical research networks are
still being formed and | think there will probably be nore than
come in the future, and we want to have themin our inventory.
But the nedian age is about six years.

So a lot of the networks, alnost half the networks are
five years or less. So there are quite a few new networks.

Not surprisingly, the U S. Federal Governnent is a
maj or funder of clinical research networks. More than 60
percent have the U S. Governnent as their primary funding
sour ce.

And the nost frequent types of studies done by
clinical research networks, again, not surprisingly, clinica
trials are 39 percent.

One finding that | found interesting, there is also 28
percent who are doi ng sone kind of observational research. So |
think that this, again, addresses the point that not everything

is aclinical trial and not all research has to be clinica

13
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trials.

There is a lot to be done both in the epidem ol ogy
field, as well as in the observation of translation of findings
into clinical practice.

One other finding that | thought was interesting about
clinical research networks is where they are. This pie chart
shows you just a quick snap of the location of clinical research
net wor ks.

As you can see, the majority of clinical research
networks are U S. based and | think that that is because the
U. S. Federal CGovernnent is a primary sponsor of clinica
research networks.

But that only accounts for 52 percent, just over half
of the clinical research networks that we identified.

About a third of the networks actually now conbi ne
U S and international sites in their networks. And | think
this is an interesting devel opnent that | have foll owed over the
past ten years, especially in the areas of infectious diseases,
H V, tubercul osis, and others, but, also, in other chronic
di seases, whether there has been an increased interest in
dealing with these health problens, not just in the U S.
popul ation, but in the world as a whole, and | think that that

Is acredit to NNH that they have supported that very
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aggr essi vel y.

And, finally, there are actually sonme clinica
research networks that we discovered that are totally outside
the U S., have only foreign conponents to them

This is not a large nunber and | think, in part, it is
due to the fact that nost other governments do not provide the
ki nd of support that the U S. Government, and, particularly,

NI H, does for clinical research, but nonethel ess, there are sone
dedi cated investigators out there who have established networks
and are conducting research.

So those are a few findings. But what | want to
enphasize is | think the inventory is actually the nost
i nportant acconplishnment fromthe core survey.

This inventory is Wb-based. It is searchable. As
Jody has nentioned, it has a profile of each of the clinica
research networks on the Wb site so that people can see who you
are and what you are doi ng.

It is available to the public. It is intended to
pronote clinical research networks and to encourage people from
the outside to actually contact you if they are thinking of
doi ng research and perhaps that they can work with you in sone
way.

| think it is also inportant, we would like to

15
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encourage all of you to use the inventory and contact each
ot her.

One of the key missions in inproving the use of
clinical research networks is to create greater external
Interactivity anmong research networks and we think this is a
val uabl e source for you to use to find out who is doing research
i ke yours and how you m ght be able to collaborate with them

So this is hard to see. This is a sanple of a network
profile that is on the inventory Wb site. | didn't put this up
here intentionally to pronote the bl ood and marrow transpl ant
clinical trials network, but I hope that the nenbers of that
network will appreciate just a little bit of free adverti sing.

Each of you who is in the inventory has one of these
that is available for access by the public.

So this is the URL for the inventory. | have given a
slightly |l onger screen nane than Jody has. You actually don't
need to wite this domm. You will be able to get it on the copy
of the slides. It is actually on our little sunmary sheet that
was out on the table before you cane into the room

There is also a denonstration of this that is
accessi ble in the Randol ph Roomright across the way. That wl|
be up there for the next two days and it is also where Kevin

Pet erson has his denonstration, for alittle bit nore free
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advertising for all of those of us who are denonstrating any
el ectroni c systens today.

So just a few nore slides on the inventory status. As
| said, 249 networks have responded to us. W now have 239
profiles posted on the inventory.

There are a few networks who have asked us not to post
their inventory and | think there can be sone legitimte reasons
for that and we certainly respect that. W are not posting
anyt hi ng wi t hout your approval.

But we certainly think that this is a great vehicle
and if anyone wants to change their mnd, we certainly wel cone
contact so that we can include you on the public inventory.

This inventory is intended to be a living, breathing
vehicle. This is not going to stop today because we have had
the forum

Qoviously, if this is going to be of use to you and to
the public, we have to keep it up to date. W have to continue
to add networks as we find themor as they are created.

So as part of this project, we are going to be doing
an ongoing collection to try to identify additional clinica
resear ch networks.

We al so have given you the ability to update your

profile on this inventory at any tinme that you want. There is a
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sel f-update feature that you can see when you go onto the
inventory and if things change, such as your |eadership or other
t hi ngs, you can send us a request to change your profile and we
will do that.

W will also, just to nmake sure that people are
| ooking at this, send out an annual query to everyone in the
inventory to ask if the information that we currently have is up
to date, and we woul d appreci ate any changes back from you when
we do that.

So is this inventory really any good and is it
wor t hwhi | e?

This particular bar graph attenpts to denonstrate how
many hits we are getting on the inventory Wb site and as you
can see, we had a spike in one week in March, which I am not
sure exactly why that happened, but on average, we are getting
about 800 hits a week on this Wb site and the average | ength of
time seens to be about 12 m nutes, which neans whoever is
getting out there is actually | ooking at something.

Now, many different people are using this Wb site,
but we have seen that there are lots and | ots of individua
users. It is not just Westat and NIH that are using the Wb
site.

And one thing | find very interesting is the |argest

18
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single user of the Wb site is the Google search engine. So we
are up there high on the list with Google and that neans that
peopl e who don't know anythi ng about this are actually finding
us because we are a high profile site for clinical research.

So, again, | encourage you to use it and encourage you
to beinit, if you are not init.

In the rest of ny slides, | amjust going to go over,
briefly, sone of the methodol ogy about the rest of the project
and I will try to nake it short and not too boring.

The descriptive survey, as | said, consisted of two
pi eces. There was the quantitative witten conponent, where we
tried to collect information on current practices.

We sanpl ed networks for this conponent based on the
core survey inventory and we sanpled, roughly, 40 percent of the
net works who were in the core survey sanpling frane.

We sanpl ed, over-sanpled clinical trials networks and
NI H f unded networ ks and we under-sanpl ed international networks.

And the reason for this was that NIH and we felt that
NI H woul d obtain the nost information and nost benefit fromthis
project by |ooking at the clinical trials networks and N H
funded networks in terns of what NIH would be able to do to
pronote the use of clinical research networks.

So we nuil ed surveys on practices, current practices,

19
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to the sanpled networks and we did this in seven practice
domai ns that we felt were key to the operation of clinical
resear ch networks.

And here in living color are the seven practice
domai ns. The first is managenent and governance. The second is
financial practices. And those two, | amsure you realize, are
fairly closely |inked.

Then we had a set of very operational donains, network
operations, recruitment and retention, and training and
pr of essi onal devel opnent.

And, finally, we had those that were related to
conmput er systens and use of technol ogy, the information
technol ogy domain, and the data nanagenent domain, which is al so
closely linked with information technol ogy.

And | know that a nunmber of you in here at |east were
participants in the descriptive survey and your network received
all seven of these nodul es.

Sone of the networks chose to have one respondent
respond to all nodules, which I thought was actually very
sadi stic, because it took somewhere in the nei ghborhood of five
hours to answer all of these.

W attenpted to find the best respondent for each of

the nodul es, and the nodules varied in |length fromabout an hour
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and 15 m nutes to about a half-hour.

But we definitely, definitely appreciate all of the
tinme that you spent responding to us. This is very inportant
i nformati on and we know everyone is busy and this was a rea
comm tnent for you to conplete these nodul es.

So then after we conducted the quantitative data
collection, we followed this in the second half of the
descriptive survey with a qualitative conponent, which were
open-ended intervi ews conducted by tel ephone and these were
focused on, as | said before, barriers and facilitators.

They were sem -structured interviews. W had expert
interviews with experience in qualitative research and we
actually did this for six of the nodules. W did not include
barriers and facilitators for financial practices.

| think we perhaps didn't want to hear all of the
barriers that we mght find there. But the barriers and
facilitators in financial practices cross over nost of the other
domains. So we certainly found a lot of information related to
fi nanci al practices.

Then the best practices study itself. This was done
in a conpletely different way fromthe rest of the research.

VWhat we felt we wanted was to find networks that could

denonstrate that they had actually had sonme acconplishnents.
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So what we did was we devel oped a call for
nom nations. That call was very wi dely distributed through
advertisenents in journals, mailing to everyone who was in the
core survey, and through a variety of other ways, including
contacts with all of the agencies that sponsor clinical research
net wor ks.

This call was open from June to Novenber |ast year
W decided that it was fair for networks to nom nate thensel ves
if they felt particularly strongly about acconplishnments they
had made, but others could al so nom nate networks for this best
practices study.

And we focused on denonstrated achi evenent in eight
categories and the next slide shows these eight categories.

These were actually al so derived fromthe statenent of
wor k of our IECRN contract. | amnot going to read themall.

| think a fewthat we fond particularly interesting
and fruitful for our research were the first two on the |eft
side, internal interactivity within the network, external
interactivity across the network, and, certainly, informatics,
trai ning, and expandi ng the research agenda.

But you are going to hear sonething in the follow ng
presentations that will basically touch on all of these key

acconpl i shnment areas.
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And then the sel ection process, once we received the
nom nati ons, we created a selection and review commttee. This
comm ttee consisted of a nunber of | ECRN project team nmenbers
who were content experts in the various areas, such as
informatics, training and so forth.

It al so included a nunber of our evaluation
researchers and, finally, a substantial supplenent from our
out si de expert advisory panel, who are people who are highly
experienced in conducting clinical research networks.

And | have not had tine to actually recogni ze the
advi sory panel by nane. | don't have a slide here with that.
But the advisory panel is |listed on our project Wb site. |
encourage all of you to look at it.

| want to thank the advisory panel for all of the work
they did in guiding us along and maki ng sure that we were on
target in what was inportant about studying clinical research
net wor ks.

So fromthe review process, we actually selected 29
networks for followup study and, as | said, these were based on
evi dence of acconplishnents in one or nore of the eight
acconpl i shment areas that | showed on ny previous slide.

W were willing to take networks that had only

denonstrated acconplishnment in one area, if that was our
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particul ar focus, because we wanted to see what their practices
were, but we also took networks that denonstrated
acconpl i shments in rmultiple areas.

So this was foll owed by in-depth tel ephone interviews
by qualitative interviewers, along with content experts in the
parti cul ar donai ns.

W tried to identify the person who was the best
respondent for the network. Then fromthose interviews, we
tried to find the practices that contributed to their
acconpl i shnent s.

And | think that is actually ny last slide. There is
alot, ot nore information. So if you want nore information,
again, you can visit our Wb site and |ook at the reports part,
where all the reports | showed on this schematic are up there.

And before | wap up, | want to say thank you to al
of the team nenbers of the IECRN project. | would certainly
like to thank Nancy Di anis, our project director, who will be up
here later this nmorning giving you sone of the results.

| would |ike to give a special thanks to the | eaders
of our evaluation and qualitative research team Susan
Berkowitz, from Wstat, and Darcy Strouse, from Aspen Systens,
and to the hundreds of others who have contri buted.

| won't name you all, but thank you very nuch.
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| have a little bit of tinme for questions before we
nove into the break. So the floor is open.

[ Appl ause. ]

DR. BRUBAKER. My nane is Linda Brubaker. | am
Assi stant Dean of Cinical and Transl ati onal Research at Loyol a
i n Chi cago.

And | find this really fascinating and | am hopi ng
that in your future plans or future contracts, you will be able
to begin to work to integrate this registry with the
registration of clinical trials that are open for enroll nent.

Is that going to be a possibility? So that people who
go to update their network or their trials don't have to do
si mul t aneous or --

MR. DURAKGC Yes. That is a very interesting and
i mportant question. |In fact, we had sone discussion about that
during the course of the project.

Jody and we were working together to see if we could
directly link fromour inventory into Cinicaltrials.gov, so
that you could actually see the trials that a network is doing.
It's conplicated.

The nanes of the networks, the way to link to themis
not the sane. | think Jody wants to say sonething a little bit

nore about what we actually did, what we found, but |I think it's
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certainly a goal for the future.

Yes, Jody.

DR. SACHS: Thank you. W are trying to nake that
process stream ined so that you can actually |link and | ook at
what networks do what trials and | think that is what is
essential and needed.

Thank you.

MR, DURAKG | think we actually now do |let you junp
into dinicaltrials.gov, but it doesn't give you that network
specifically. It gives you a list of studies that seemto be
related to the disease that you were interested in.

So it is not perfect now W have to work with the
NLM f ol ks on that.

Carol ?

DR. HAM LTON: Carol Hamilton, Duke University and
Duke Cdinical Research Institute.

| had a couple of questions and comments. One, it was
very interesting, the graph that showed how many of the networks
were U. S.-based versus el sewhere.

So one question was did you -- | assune you only
searched in English. So there could be sites that are totally
listed in other |anguages.

Wul d that be true?
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MR DURAKG It is fair to say we only searched in
Engl i sh, although we certainly found networks, |ike the
Net her | ands- Australia H V NetworKk.

Yes. W did not have that capability and | think we
felt that in ternms of, | guess, the U S. orientation,
particularly NIH orientation that those networks probably woul d
be alittle bit difficult for us to be able to work with at this
poi nt .

DR. HAM LTON: And probably the najor ones would be on
a site that is listed in English.

MR. DURAKO.  Yes.

DR HAM LTON: But | think that will be really
interesting to | ook at over time, because as you know, | nean,
know, for instance, Singapore has made really a governnent
comm tment to devel oping an infrastructure so that they can
carry on clinical research in the future.

So it will just be interesting to see how that evol ves
over tine.

Which | eads ne then to the next question, which is did
you have an opportunity to talk to any of the pharmaceuti cal
i ndustries, because they also fund and coordi nate vari ous
networks and | didn't know if they would show up in your survey.

MR. DURAKO. We certainly tried. If there were any,
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they woul d show up. Wat we found, nuch to our anmazenent, is
there seenmed to be no actual clinical research network,
according to our definition, that is totally sponsored by the
phar maceutical industry.

And, again, | think, as Dr. Katz says, they are
usual |y one-study groups of clinical sites. Pharmaceutica
i ndustries are not necessarily in the business of just
conti nuously funding a general research agenda. They are

targeted to approval of particular products.

So we did not find any. | was very, very surprised by

t hat .

DR, SACHS: And | just wanted to make one
clarification that CROs were not included in this inventory.

MR. DURAKO. Yes. | think with that clarification,
CRGs conduct and manage projects, but they aren't, in our view,
actually networks thensel ves.

O herwi se, Westat and many ot her organi zati ons woul d
be in this inventory, and that is not what it is for.

DR. G LBERT: Gegg Glbert, University of Al abana at
Bi r m ngham

O the 264 or so clinical research networks that you
i nventoried, what percent of those would also classify

t hensel ves as practice-based research networks, do you think?
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MR. DURAKO  You know, that is a nunber | don't have,
off the top of my head. W could find that. | think there are
a fair nunber of them

There are probably at least 60 or so. |In fact, Kevin
Pet erson, you now the federation. How many? You said yesterday
50-sonme in the Federation of Practice-Based Research Networks.

DR PETERSON. ( OFF- M KE)

MR. DURAKG So Kevin says there are probably 80 to 90
practi ce-based research networks. | hope we got themall. W
certainly tried.

DR. CAMARGO This is Carlos Camargo, from Mass.
General. Thank you for expandi ng the bedsi de across the | and.

MR. DURAKG Yes. | thought that was very inportant.
It is not just to the tertiary care center.

DR. CAMARGO | had a question for you, which is you
mentioned that this initiative will be going into the future,
with plans of integrating with other databases.

Just briefly, what kinds of outcomes will you be
tracking to neasure the success of the enterprise?

MR. DURAKG | think we haven't totally defined that
yet. W are going to have a session after this with NNH to see
what ki nds of recommendati ons cone out of here.

And | would say that sonme outcones that | would |ike
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totry to neasure are -- you know, how many networks actually
start working together with each other, this is sonmething we
will, obviously, have to collect additional data on to know

t hat .

| guess | would like to see whether we start seeing
some individual investigators who are applying for research
funding actually being directed toward clinical research
networks to support and facilitate their work and I think this
is sonething that, obviously, NI H needs to consider in ternms of
how it nmakes awards.

| would like, in the information technology area, to
see whether, in fact, we start nmaking inprovenents in sone of
the things that you will hear about |ater, about use of
el ectronic systens for data transfer.

One outcone | amparticularly interested in, and | can
tell there are lots of practice-based researchers here, | would
like to see whether the support for practice-based research
networ ks actually increases in sone fundanental and neasurabl e
way.

One of the things that we found in our research, one
of the difficulties we had, actually, in surveying practice-
based research networks is many of them don't have an

i nfrastructure.
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So we contacted sone of themand they said, "Wll, are
not really active now W are funded study-by-study. W are
dormant. W don't have funding. W don't have anybody who can
answer your questions.”

So | think that if we are really going to take
advant age of the comunity, and this is sonething that Dr.

Zer houni tal ked about, as well, you have to get out into the
community where the real patient are.

You have to provide sonme nechani sns of support to do
that. So that is sonething that is a very strong recommendati on
on ny part.

It is not all basic science. It is |ike what do you
get out into the real practice community and how do you make it
easier for investigators or clinicians to practice as
i nvestigators.

Anot her slight corollary to that is | wuld like to
see whet her any changes are made in the academ c pronotion
process in terns of what is inportant.

Il will presenting that on ny next slide as to what it
takes to participate in nmulti-center collaborative clinica
research.

DR. SACHS: In order to keep noving, we have tine for

one nore question and then we are going to take a break.
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Thank you.

MR. DURAKGO  Steve? Two nore questions, one at this
end, one at these end.

DR. SACHS: One nore question over here and then we
are going to take a break.

Thank you.

DR MOLD: | amJimMld, fromthe University of
&l ahoma, with the Okl ahoma Physici ans Resource/ Research
Net wor k.

| now belong to three registries that | am aware of:

t he Federation of Practice-Based Research Networks Registry, the
AHRQ the Agency for Healthcare Research and Quality's resource
center registry, and now your registry.

The last two of those required a fairly | engthy survey
and nore survey is comng. So |l would argue that this is the
first one, this is not the first one, but that we need to sort
of coordinate our efforts, at least in the Federal Governnent.

| realize that there are going to be sone private
sector things that maybe can't be coordi nat ed.

My question is that with -- | aminvolved in one of
t he breakout groups and it struck ne, as | read the data, that
there is a trenendous non-honogeneity anong the networks that

you surveyed, | mean, anywhere from-- |'mnot sure whether the
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dental networks were involved in the surveys or not, but
anywhere from I CU to nursing hone to hospice to primary care
practice.

How did you deal with that non-honogeneity with regard
to analysis of the data or even comng up with the right survey
questi ons?

MR. DURAKG  Thank you, Jim Those are inportant
I sSsues.

First, | would say that we did hear as we were doi ng
this survey that AHRQ had beat us to the punch for the practice-
based research networks and we appreciate your tol erance for
partici pating.

And | think that points, again, to trying to link
t hese dat abases so that we don't becone 20 of them

On the issue of honobgeneity, we certainly were
interested in honpbgeneity. W were trying to find everything
that was a clinical research network and we defined clinica
very broadly as conducting any kind of research in humans, any
kind of health-related research in humans.

So certainly dental is in there, hospice is in there,
epi dem ol ogy studies are in there, behavioral research is in
there, and that did nmake it difficult for us to ask the

questions broadly enough that everybody coul d answer them
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We did this partly by spending a lot of time on survey
design, with a variety of folks fromdifferent networks. W did
some pilots with a group of networks to see if the questions
made sense. W used our expert advisory panel, which covered a
spectrum of research types, to see if the questions nmade sense.

And then we sent them out and sonetines they didn't
make sense to certain people and they sinply couldn't answer
them because it didn't apply, but we tried to do the best we
coul d.

DR. SACHS: Thank you, but we are running out of tine.
So what we would like to do is take a short break, 15 m nutes,

cone back around --
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