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DR. SACHS: Gkay. The format of this is we're going
to begin with the financial practice breakout session report and
then we will go on with recruitnment and retention, training and
pr of essi onal devel opnent.

W will have 20 mnutes. W wll have questions and
answers to foll ow each session and then we wll have a
di scussion at the end of the three.

Thank you.

M5. ROTH. Good afternoon, everyone. Thank you so
much for being here. Having to present on the afternoon of the
| ast day after lunch is always a little unnerving and you wonder
how many people are actually going to be here. So you get the
of ficial designation as the diehards to stay here for the
presentation of financial practices. So thank you, thank you,
thank you for being here, so we're not talking to an enpty room

So I"'mgoing to start by giving you just a brief
flavor for the nature of the discussion that we had at our

breakout session yesterday afternoon.



June 1, 2006 Report of Breakout Session_FP

We had about 40 participants. W had a very engaged
group of individuals participating, with a very lively
di scussion. | was absolutely thrilled that so many peopl e have
such a shared sense of passion about the topic of financial
practices for clinical research networks.

So we got a trenmendous anount of input. So thank you
very much to all of those who participated and for your conments
and suggesti ons.

One of the things that was, | think, npbst reassuring
to ne and nost satisfying about the session was the extent to
whi ch people had a very strong desire to share their own
experiences and we got a very strong sense of people's shared
comm t ment and sense of engagenent to inprove the system across
all networks, and there was a very strong sense of conmmtnent,
whi ch was certainly viewed as a very positive thing.

| would Iike to rem nd you that the financi al
practices session started in a slightly different place than the
ot her sessions, because the financial practices conmponent of the
survey included the witten descriptive survey, but not the nore
i n-depth qualitative conmponents of the survey and did not
actual ly include the formal nom nation of best practices.

So we started at a slightly different point than the

ot her groups. So the focus of our session was, nunber one, to
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provide a brief summary of the findings to get the reaction of
the participants and get their assistance in interpreting the
data and then to start the process, based on their input of
attenpting to identify sone best practices.

So what we are going to bring forward to you this
afternoon is sone initial recomendati ons regardi ng potenti al
strategies for the future and I think you will hear sone
evi dence of the enmergence of conmon themes in followup to the
di scussi on this norning.

One of the thenmes we heard this norning fromsevera
of the groups was the concept of toolkits, of specific tools or
resources, as well as the concept of sharing infrastructure and
resources across networks, and those two key thenes al so cane
out in the financial practices session.

So I"'mgoing to start with just a brief summary for
you of the responses that we got fromthe participants when we
asked them what of the findings were surprising to them what
information did they feel was nost relevant to the types of
networks that they participate in, as well as what additional
i nformati on they would find helpful in the future.

So | think the bottomline summary was that there were
not very many surprises; that, overall, people could relate to

the data. They thought it was reflective of their own
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experience, but there were several pieces of data that were a
source of concern to people.

You may renenber from Steve Durako's presentation
yesterday norning one of the findings that was presented was
that 40 percent of the networks responding to the financial
practices survey, and we had a total sanple size of 59
respondent networks, 40 percent of those indicated that they had
experienced cost overruns either all of the tine or al nost al
of the tinme and an additional 27 percent indicated that they
experienced cost overruns 20 percent of the tine. Only seven
percent of the network respondents indicated that they never
experienced cost overruns.

So this is clearly a significant issue that we are al
dealing with and all struggling with and this was a topic that
we di scussed in nore detail throughout the presentation, but is
clearly an area that we need to focus on and Donna is going to
tell you a little bit nore about that discussion in just a few
noment s.

One of the other interesting findings was that only
one-fifth of the networks responding to this portion of the
survey reported that they bill third-party payers and it's not
entirely clear to us, based on the responses fromthe survey,

whether that's sinply a function of the types of activities that
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t hese networks who responded are involved in and whet her or not
such practice would be appropriate, given the nature of their
activities, or if this is something that is not yet sufficiently
a common practice or there is still a significant anount of
confusi on about those billing procedures, and that's certainly
sonething that we felt needed to be delved into further.

Finally, one other point that actually was surprising
to the group was the overall youth of the networks.

You may renenber hearing yesterday that the range of
the age of all of the networks, all of the networks involved in
the entire survey, not just the financial practices conponent,
ranged fromsix nonths to 50 years.

And | apol ogi ze for one piece of incorrect data on the
slide. The average age of the networks was actually 9.6 years.
The nmedi an was si X.

One of the pieces of information we got fromthe
financial practices survey was that the average duration of
funding fromthe networks' primary funding source was 5.2 years.

So given the average age of many of these networks and
the average duration of funding, there was a concern about the
extent of the challenges that face nany of these networks in
ternms of getting their initial funding, getting organi zed,

building their infrastructure, putting their process in place
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for devel oping protocols, inplenmenting the protocols, conpleting
the protocols, getting data, having denonstrated output from
their process, and then needing to go into the very next grant
cycle of attenpting to secure a renewal, and that that was a
very chal |l engi ng process and was rel evant to many people
participating in the discussion.

So now I'mgoing to shift to the discussion of
pot enti al suggested strategies.

So one conment fromthe discussion yesterday is that
there was a recognition that there are really a variety of
different funding nodels that are used anobng existing networKks.

And what | nmean by funding nodels is the extent to
whi ch certain networks are funded on a study-by-study basis, the
extent to which sone networks have funding for core
infrastructure, and a recognition that there really are a
variety of different configurations of how the basic funding is
struct ured.

So there was a desire on the part of the participants
to drill down into the data, to the extent we could, to identify
all of the various nodels that currently exist with regard to
the configuration and the various pernutations of the funding,
and then to really explore further the pros and cons, the

chal | enges and the advantages of those different nodels, with
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the hope of bringing forth a recormendati on regardi ng the nost
opti mal configuration and structure for funding.

One thing that was definitely noted by the
participants was the extent to which networks that are primarily
funded on a study-by-study basis have a very chall engi ng task.
And you may renenber fromthe information that Steve had
presented yesterday norning that 45 percent of the networks
respondi ng indicated that they are, in fact, funded on a study-
by-study basis and of those, only 56 percent indicate that they
felt that the funding was sufficient to carry out their mssion.

So | think there was a general consensus that the |ack
of ongoing core infrastructure support for many networks is a
very chal l enging and form dabl e task and that the absence of
that ongoing funding is a significant barrier to the overal
success of the networks that are part of our nation's clinica
research infrastructure and that determ ning a better approach
for providing that core information funding is going to be very
vital for the success of networks in the future.

One of the other things Steve had comented on
yest erday, given the extent to which many networks face
significant limtations in the available funding, is the
i nportance i n pursuing secondary fundi ng sources.

And you may renenber fromthe data that 73 percent of
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the networks indicated that they have one or nore sources of
secondary fundi ng.

Qur recomendati on was that networks aggressively
pursue opportunities froma variety of sources for secondary
funding. There are sone very good exanples of this.

The cooperative groups, as an exanple, have a | ong and
wel | established history of securing secondary funding for a
nunber of different types of activities, such as site or
capitation paynents or for nechanistic sub-studies.

So this was an area where even though many networks
are already involved in these efforts to get secondary funding,
that this was sonmething that we really needed to focus on in the
future

One of the other findings fromthe survey is that
ol der networks actually have a greater proportion of secondary
fundi ng than newer networks and that those networks appear to
dedi cate a significant anmount of effort conpared w th newer
networ ks, particularly on the part of the network |eadership and
network financial devel opnment commttees to secure secondary
f undi ng.

So we felt that there were certainly opportunities to
identify sonme | essons |learned fromthese ol der networks and to

pass those strategies along to the younger networks.
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We al so decided that it would be very hel pful to
devel op and descri be and characterize the various nodel s that
have been used for both securing secondary fundi ng and conbi ni ng
and | everagi ng various funding sources, identifying the types of
activities for which secondary fundi ng has been used and
providing nore information and | essons | earned and assi stance to
vari ous networks in understanding how to manage a conbi nati on of
fundi ng sources.

The final suggested strategy |I'mgoing to cover is the
i ssue of shared infrastructure. So this gets back to one of the
energi ng thenes that appears to be devel opi ng from our
di scussion so far this nmorning and fromthe other breakout
gr oups.

The group felt that there were significant
opportunities to identify sharing of infrastructure and core
resources across networks. It was certainly noted that the vast
majority of networks focus on a particul ar disease state or
patient popul ati on.

So there was really a question in everybody's m nd
about whether or not it would be possible to effectively share
resources and core infrastructure across networks that are
focusing on different areas, but there was certainly a very a

strong sense of interest and commtnent to explore that



June 1, 2006 Report of Breakout Session_FP

possibility.

One exanple that was nentioned, in particular, about
t he devel opnent of shared infrastructure was the CTSU t hat works
Wi th the cooperative groups and that has been a very successful
endeavor .

Finally, there was a remaining |ingering question in
everybody's m nds about the extent to which efficiencies and
econoni es of scale actually could be realized by the utilization
of centralized infrastructure and a desire not to make
assunpti ons about whether or not that was a good strategy, but
to understand the underlying econom cs better.

|"mgoing to now turn things over to Donna to wap up
with the remaini ng suggested strategi es and recommendat i ons.

M5. MARINUCCI: Thank you, Deborah. | also appreciate
the opportunity to be here, as well, and talk to you a little
bit nore about the suggested strategies to build best practices.

| think when Deborah nentioned that our group had a
lively discussion, it mght have been a slight understatenent.

I have never really seen the enthusiasmfor financial nodeling
potential quite like that.

So one of the, | think, nbst inportant aspects of what
was di scussed was getting involved early and that was descri bed

as first cut feasibility.

10
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Once the protocol concept is developed, it would be
i mportant to have a first pass at the feasibility aspect of it
to make sure that it neets the test that could be set up as
st andar ds.

There is also a desire to have a second pass at that
sanme feasibility activity to be sure that those tests were net
once the full protocol was devel oped.

One of our group participants suggested that they had,
fromtheir own experience, set up a commttee where
representatives fromboth scientific aspect and operations
aspect could performa detail ed review together and once the
scientific concept is approved, | think it is inportant to keep
t hose conmuni cati ons open between the two facets, because that
protocol is dynam c and constantly changing with the devel opnment
of anendnents and sub-studi es.

So | think it is inportant to nake sure that that
conmuni cation i s ongoi ng.

There is also a very strong reconmmendation for
devel opnent of a tool kit, as Deborah nentioned, and | think that
this is probably one of the nost inportant things we could do
for ourselves and our sites.

There are virtually no tools available at the sites on

a continuing basis to know how many patients need to be accrued

11
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to a study for a site to break even. | think that, also, at the
central level, even though the overwhelmng najority of

partici pants stated that they do cost analysis of protocols at
the central level, it was a very uncertain aspect as to whether
or not the sites also nade those sane cost anal yses, as well.

| think that it is astounding to ne to know that nmany
states activate protocols w thout ever accruing a single patient
and that is probably one of the nost wastes of tine and noney
and effort on everyone's part.

So | think that woul d be an inportant aspect to
mai nt ai n.

The group was very strong in their opinion about the
i nvol venent of | eadership and the role and responsibility of
| eadership in making sure that prioritization and deci sion-
maki ng were al ways af oot and that especially in the arena of
controlling scope creep was the nost, | think, pervasive
di scussi on.

Scope creep is one of the major reported culprits in
cost overrun, which | wll talk about in a mnute, but | think,
to our advantage, that would be sonething that the | eadership
woul d be on constant wat ch.

W had a very interesting discussion about cost

overrun and as Deb mentioned, cost overrun was a trenendous --

12
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46 percent of our participants have experienced cost overrun at
one time or another and | think that not only does this happen,
but the frane of cost overrun was of particular concern to the
group because we felt that the connotation of that term was
probably not exactly accurate and it mght be well worthwhile to
consi der other terns, such as under-funding, because it really
is sonething that we want to be able to be reflected as not a
managenent issue, but a term nology issue fromthat perspective.
| think that nost places and at the central |evel and
at the site level do try to manage their scope and keep accurate
budget information, but cost overruns remains a huge problem

Thank you.

DR. SACHS: Thank you. You did a great job of that
summary. | appreciate it and | want to give a hand to all of
you. Thank you.

[ Appl ause. ]

DR. SACHS: It's a hard job. Thank you.

| want to | eave the floor open for questions. Please
identify yourself.

MR. REARDON: Steve Reardon, from Wstat. | didn't
mention this in the neeting yesterday, but as far as toolkits
goes, there is one that is worth | ooking at.

As part of the caBl G program there is a finance and

13
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billing special interest group that is devel oping use cases for
doi ng financial nodeling.

Now, there work is not very advanced at this point,
but the information is publicly avail able through the Wb site
and there really is nothing that is cancer-specific about it.

So it could be applicable to a | ot of other disease
ar eas.

DR. SACHS: Thank you.

DR. BROAN: Martin Brown, National Cancer Institute.
| just wanted to nake a conmment about the issue of shared
resources across the sites.

The cancer research network started as a cancer-
specific enterprise, but it is across the network of HVMOs who
have very simlar characteristics. So it's gradually been
expandi ng.

So now the same sort of core data resources,
informatics, et cetera, are shared across the cancer research
network and the CERT project, which is our AHRQ sponsored
proj ect on pharnacol ogy research

And we al so have interest fromother institutes,
Heart, Lung and Bl ood, genone, et cetera. So | think there is

no -- | don't think there is anything intrinsic about disease

categories as a barrier to sharing core resources, especially if

14



June 1, 2006 Report of Breakout Session_FP

the network has other features that it shares in comon in
regard to the nature of its institutional structure and its data

structures.

DR. SACHS: Thank you. | think everybody woul d agree
that sharing resources is really essential. Thank you.
Dr. Comis: |1'mBob Coms, president of the Coalition

of Cancer Cooperative G oups and chairman of ECOG

| made this point at the neeting yesterday and |'|
make it here before everyone. This is a grossly under-funded
enterprise by the federal governnment and | think we can't shirk
away fromthat.

Al though it probably represents a greater |evel of
funding than any country in the world, it is grossly under-
funded. Dr. Zerhouni is in a position to go to Congress and say
how under-funded this systemis, but when you are tal king about
al nost 70 percent of what all of us do being under-funded in
some way or being unable to cover its expenses, none would run a
busi ness |ike that.

So this entire enterprise is at risk and | think we,
as investigators, and the public need to sonehow poi nt that out
to Congress and get funding for this research infrastructure.

It is the best infrastructure in the world, but it is

probably the nost at risk in the world.
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DR. SACHS: Thank you for your comrent.

MS. ZAFONTE: |'m Stephani e Zafonte, from NHLBI

| was hoping that Donna woul d explain the concept of
scope creep.

M5. MARINUCCI: | can explain it, fromny perspective,
and others can certainly join in.

A lot of times, when a contract is long-term for
exanpl e, naybe over the course of five years or so, you are
doi ng a good job and you have feedback fromyour clients or your
st akehol ders about that and they ask for inprovenents or
enhancenents in the systemthat may or may not have been
di scussed up front and were not covered in the budget when you
originally proposed it.

For exanple, if you had a survey and the survey said
that nore education and training was needed in a particul ar area
and the project officer suggested that that was a good i dea,
they may want you to inplenent that, but funding woul d not
necessarily be available for that particul ar task.

MS. ZAFONTE: Thank you.

DR. SACHS: Two nore questions, over here.

DR. FROVELL: G egg Fronell, University of
Pennsyl vani a.

| can't really tell whether the enterprise is grossly

16
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under - funded, right funded, or over-funded at this stage,
because | think going back to the CTSA concept, |I'mnot sure
we' ve created the right honme to do research in a clinical care
setting.

| think there are a lot of inefficiencies in the
systemthat, quote-unquote, are costly, but we can't control.

If you take a | ook at the approval delays and there's an article
publ i shed in the Journal of Cinical Oncology by Dilts from
Vanderbilt just recently, it just cane out, that wasn't so much
focused on cost, but the nunber of non-val ue-added steps that
exi st in nost academ c centers and networks in getting research
done and they estimated it was clearly -- sone process had a 120
steps that could be reduced, in their mnd, down to 20.

And when you think about that, that has to squeeze out
some costs. So | would be nervous about throw ng noney at
sonet hing we haven't fully assessed on best operational
practi ces.

So maybe part of best financial practices mght be
that we do a better job of assessing the operations and how it
can be nore efficient.

M5. MARINUCCI: May | nake a comrent ?

DR SACHS: Pl ease.

M5. MARINUCCI: | think your comrent about assessnent

17
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is absolutely warranted. However, | think the trick will be to
mai ntain the systemas it exists while we do the assessnents.

If we run out of noney while we're doing the
assessnent, we're all in trouble. So |I think there has to be
sonme sort of balance here and | further agree that there needs
to be assessnent, but sonmeone has to cone forward and perhaps
suggest ways of doing this in the interim

| think we need a short-termplan and a | ong-term pl an
for its continued success, because we are successful.

DR. SACHS: Thank you.

DR. FOX: Chet Fox, fromBuffalo. | amgoing to
express a gripe here, but it is not directed at anyone here, so
| should be okay, but it mght get ne fired.

Most of this noney is done at the university |evel and
we' re tal king about infrastructure is under-funded. Yet, when
soneone receives a grant, whether it be AHRQ at 24 percent or
NI H anywhere from50 to 99 percent, none of that, quote,
infrastructure funding, which the NNHis giving to the
university to provide infrastructure so that we can have core
infrastructure to do future devel opnent, ever cones back to us.

Sone of us, | think best case scenario | heard of was
i ke nine percent, but nost principal investigators do not get a

penny of this noney.

18



June 1, 2006 Report of Breakout Session_FP

We have no idea where it goes, but it is a definite
bl ack hole. | wonder if NH could do sonmething to force the
universities to be nore fair in the sharing of the funds that
they get fromthemfor us

[ Appl ause. ]

DR SACHS: Comment duly noted. Thank you.

Thank you, again. | want to give a hand to our

experts.
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