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DR SACHS: W're going to lead off the section with
managenent and governance. |'d like to introduce you to the
content experts and noderators of that session, which is Pat
Dol an Mull en, Ira Shoul son, and Andrew N er enberg.

Thank you.

DR MIULLEN: [I'Il tell you a little bit about who was
part of the managenent and governance breakout group and al so
i ntroduce you to sone our global ratings and then we'll give
nore successive, concrete information by our two content
experts.

The first slide was part of our presentation and,
al so, part of the discussion, which is to rem nd us of why we're
here, why we have these networks, sonmething that was really
front and center for our group.

W were primarily academ c and gover nnent - based

people, with clinical research and organi zati onal networks
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represented, also. Notably, we don't have the private sector
represented here and someone who described the affiliation of
being with a conpany, at l|least not to a very great degree.
That's nunber four, two percent, one person.

W had the right people in the room There was | ost
of | eadership both on the sponsor side and on the network side
and it led to a really very exciting conversation and | ots of
experience and perspectives on | eadership and on managenent and
gover nance.

Here is our ranking of the facilitators. These are
kind of global facilitators to managenent and governance.

You can see that the scientific agenda, funding,
communi cation, and collegiality were really highly rate. And
what you will notice when you see the other side, the barriers,
they aren't just the flip-side of the facilitators.

Qur ranking showed that funding was el evated to the
top of the Iist of barriers and conmuni cation, presumably, poor
conmuni cati on, second.

But tied on the second tier were collegiality, we've
seen that before, but two factors that were not highly rated as
facilitators, sponsor direction and | ack of protected tine. |
thi nk we've heard sone of the speakers describe barriers and

facilitators as kind of flip-sides of one another and | don't
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think that is exactly what we showed here.

In terms of the factors that were taken into
consideration in setting a CRN scientific agenda, | think we see
the strong enphasis on net needs.

| think feasability points then follow nethod
feasability, funding, uncertainty of the interventions,
ef fectiveness. Science rationale | think is going to cover the
ones above and, therefore, looks like it ranks low, but | think
not .

And public policy really does trail and that is
sonething that is an interesting consideration in where the
agendas are set.

Qur discussion really took off when we got down to the
speci fic kinds of suggestions and that is where Ira will take
over to describe exactly what that shape | ooked Iike.

DR. SHOULSON:. Thank you, Pat. Just by way of
adm ssion, when | got agreed to do this, | though this was the
"content" expert, not the content expert. So I'll do nmy best.

There was a | ot of discussion. As Pat nentioned,
there was an over-sanpling of individuals fromacadem a and NI H
and a great under-sanpling of the business world of the world of
i ndustry, which we know plays such an inportant part in clinical

research and in clinical research networks.
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But given that recognition, it was felt that a | ot
coul d be | earned and gl eaned fromthe business world, including
di mensi ons of strategic planning, mlestone-based engi neering
types of nodels, end-driven m ssion versus enhancenent of an
academ c career, sonme of the tensions that may exist wthin even
academ c clinical research networks.

And a great deal of discussion on performance netrics,
which | think are gradually evolving and | think are taking
shape and in some comments |'lIl make in a bit, the question is
how to maxim ze the informativeness of this evol ving
i nformati on.

Now, what | want to concentrate on is the concept that
came put of our session of a toolkit; that is, a common resource
not just for clinical research networks, but also for especially
a big sponsor, like NNH And | think there was a recognition
that there is an opportunity for sharing of information,
certainly, between and anong the clinical research networks.

But, also, there was a sense that NNIH itself, there
are many project officers fromNH who are represented there and
one heard a great deal of very interesting information that was
new to many of us who are heavily involved in our owmn N H
sponsored clinical research networks or in sone way contri buted

by NIH and the sense that many of the project officers could
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learn a | ot fromeach other in terns of the sharing.

So we asked the question to the group, and this was
done in a prioritization and using our electronic data, we asked
if we would have a tool kit, what would be the toolkit itens that
woul d be of greatest interest to you and this is how it cane
out .

There was a great interest in the clinical research
networks in terns of how networks are organi zed, how they have
comm ttees, what commttees they have, what is really the
structure of it.

And then specific issues, |like constitution and
byl aws, publication policies, conflicts of interest policies.
And I'll also nmention in a bit performance policies, which we
didn't survey, and, also, training issues turned out to be al so
very inportant and at |east cane out of the discussion.

Common NI H resources refers to the fact that there's a
| ot of resources that exist now wi thin particular institutes,
per haps either the disease-oriented or the infrastructure types
of institutes that could be shared and we tried to summari ze
this in terms of the toolkit concept and, hopefully, if this is
a recommendation that's accepted, that there will be sone flesh
put on this in terns of its inplenentation.

But the idea is there needs to share informati on and
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know edge about information and governance; one, nost
i mportantly, anmong the clinical research networks, but also
wi t hi n sponsors thensel ves, such a form dabl e sponsor |ike NH

In fact, one of the project officers said if a new
project officer canme on, wouldn't it be great to go to one
resource at NIH to see what is going on between the institutes,
even within a single institute that is heavily involved in
clinical research networks.

Al so, a sense that there are sister agencies besides
Nl H, such as CDC, FDA, and AHRQ that are inportant in terns of
sharing information and resources.

Then the idea was how could this be done and | think
there was a consensus, of course, that this would be a public
access tool for nmanagenent and governance, and here are sone of
the itenms that m ght be part of that public asset: constitution
and byl aws of the clinical research networks; organi zati ona
structures, including commttees; publication policies, we spent
a good deal of time on that, don't want to go into detail; sane
thing with perfornmance standards.

More and nore clinical research networks are
devel opi ng report cards and wouldn't it be nice to see what's
going on at other networks. Also, interest in conflict of

interest policies and, also, training requirenents.
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That, in essence, was a tangi bl e recomendati on that |
t hi nk coal esced during our managenent and governance neeting in
terms of a toolkit concept, sonething at |east to share.

Al ready, of course, | ECRN has devel oped at |east a
sharing of who the clinical research networks are, those 265 or
300 or 700, depending on how one counts, and | think the next
step is now that the networks are identified or will continued
to be identified, wouldn't it be great to be able to share this
i nformati on between the networKks.

DR. NI ERENBERG  The other thing that we touched on
briefly and there was great interest in is the whole issue of
| eader shi p.

In a sense, you heard before that conmmuni cati on and
collegiality were sone of the main points that people discussed,
but it's alittle bit Iike Strunk and Wiite. In Strunk and
Wite, they say wite clearly, but they don't tell you how.

Soit's lead well, but how do you do it? And there is
no | eadership training that is currently avail able centrally
through NIH or the other organizations.

And we showed this very briefly, this was from
Hackman's "Leadi ng Teans,"” which is an interesting resource.

And if you're | eading a team of processionals, there are

actually a set of skills that are very hel pful and a set of
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principles to follow

And just very briefly, if you specify the ends, but
you don't really tell people exactly howto do it, then you can
use the resources of people who are expertise and if you do
ot herw se, if you veer fromthat, you could cause all sorts of
probl ens.

So in a sense, what we do need and what we don't have
is |l eadership training and, also, a sharing of |eadership
| essons. So what have people learned fromtrying to do this?
What has worked well and what m stakes have been nade that you
can | earn fronf

So we were trying to really discuss, in a sense, the
soci ol ogy of the CRNs, how were they put together, what works in
terms of the structure, the managenent and gover nance, what
doesn't work, that we have a lot to | earn from busi ness nodel s,
whi ch many of us have never even been exposed to at all and
especially not trained in.

That there is an opportunity to share between the CRNs
and anong the sponsors in terns of what works and what doesn't
wor k; again, |eadership training; research and devel opnent and
practice can al so be shared between them and, that the ultinmate
goal is what we said in the beginning, that the purpose of this

whol e enterprise is to address unnmet needs of those affected by
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or at risk of the condition.

And the fundanental outcone of all of the research
networks is do they inprove patient outcones and that's the
ultimte test of whether or not they work.

Comments fromthe group?

DR. SACHS: The format that we're going to use is that
we'll have the presentation of the reports, questions, and then
t he next group.

So we have a few mnutes, like five m nutes,
guestions. Feel free to add coments.

M5. BERKOW TZ: |'m Susan Berkow tz, from Westat.

| wanted to say that in the discussion that occurred
yesterday, there were a |lot of very specific exanples that
di fferent networks gave about how they handle their publication
policies and | would hope that that woul d sonehow be captured in
the witeup, because | think people were very interested in the
specifics of how different networks have actually dealt with
t hose issues.

DR. NI ERENBERG. That al so was a hot topic that people
have struggled with to make sure that, | think, everybody felt
good about what they participated in and there have been, |
t hi nk, both problens and opportunities with different

appr oaches.
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So thanks for bringing that up.

QUESTI ON FROM THE AUDI ENCE: | was shuffling anong the
three sessions yesterday. So | wasn't always there, but | have
one question about the research agenda setting.

What |'ve seen in your bar chart, nunber one is unnet
need. | assune that's public health need.

There wasn't any nention about innovations. So | was
wonderi ng whet her that was part of the discussion, because |
know in our network, our Pls have conceded early on that our
product will probably never win a Nobel prize, but they are
confortable with that because the purpose of the network is
di fferent.

So I'mjust wondering whether the panel or the group
have di scussed on that, which is one of the reviewing criteria
for NIH, is the innovation of the signs.

DR, SHOULSON: | don't think there was nuch di scussion
in the group about that. O course, innovation as a review
criteria, as applied to clinical research, has been nodified, as
we know, by NIH in the past year or two to really kind of
acconmodat e the nature of clinical research and there are
certainly many innovating aspects of clinical research, but not
in the traditional way in which innovation is applied to science

i n general .
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So | think the point is well taken.

QUESTI ON FROM THE AUDI ENCE: | hope that point can be
di scussed in a nore full fashion, because that is often one of
the criticisnms about clinical research by people who are in
di scovery or whatever

So | think that is a notable point. Thanks.

DR MORRIS: Alan Mrris, University of Uah. That
was quite interesting.

| saw in your list of itenms for NIH project officers a
nunber of interesting things. As soneone just nentioned, |
didn't see publications and | wonder if linked to the
publications there m ght not be sonme consideration of what one
does to assure proper ends and not academ c career devel opnent,
because for soneone like nme, it's quite easy to choose to do the
proper ends, but for a new investigator who is just beginning
her career and is 33 years old and is working on a big project,
it becones quite crucial how she will fit into the study, the
contributions, and particularly the publications, and that is
not a trivial issue.

The other thing I want to ask about is did you
di scuss, anobng those tasks for the new NIH project officer, the
consent docunent ?

That's anot her very inportant issue that m ght benefit

11
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quite well froma nore standard and uni f orm approach.

DR, SHOULSON: | would just say, on the latter, |
agree. | think consent docunments would be a great tool kit issue
and, in fact, those of us, of course, involved in clinica
research know if you really want to get at the nitty-gritty of
what sonebody is tal king about, read the nodel consent form or
the consent formor the consent docunent, absolutely.

It's nothing that we really, | think, discussed at
great |ength.

We did discuss at great |ength, though, publication
policy, perhaps too nmuch. | think one of the concerns, severa
i ndi vidual s -- one individual in the audi ence nmade a concern
that, of course, publication policy is very interesting, but it
is alittle bit self-serving in the sense, but, of course,
recogni zi ng sel f-serving issues, such as authorship, is an
i nportant part of clinical research networks.

So it's nothing that we want to dodge, but | think
it's certainly an inportant issue to get into and every tine we
discuss it, there's a lot of interest and activity in terns of
doing it.

It would be nice to be able to pull it off the shelf
and see what ot her peopl e are doing.

DR. SACHS: W have tine for one nore question.

12
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Pl ease i ntroduce yoursel ves.

DR. TOBIN. Jonathan Tobin, dinical Directors
Net wor k, New Yor k.

The strategies for dissem nating research results were
an area that | think has been under addressed both in the
conference, as well as in the session yesterday, and | think we
create the new knowl edge, the innovations. W kind of fal
short at the point at which we dissem nate and translate them

So | wonder if there's a strategy or an opportunity to
really build that into the requirenents, build that into
eval uation of the adequacy and the effectiveness of the
performance and really make that part and parcel of
denonstrating whet her or not sonething works.

DR, SACHS: That's a great point. Thank you.
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