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DR, SACHS: Thank you. I'mgoing to introduce the
next session, which is data nmanagenent and |1'd like the
facilitators, the noderator and the two content experts to cone
on up.

Elsa Villarino, Meredith Nahm and Therese Brown
G bson. Were are they? They're comng. Geat. Thank you.

M5. NAHM We're going to junp right into the data
managenment session.

There were several overarching observations fromthe
sessi on about the survey and about the questions in the session
regardi ng the survey.

One was that the absence of clear definitions really
limted the value of the survey in the session and that the
partici pants wanted to del ve down into the nore detail ed
qguestions and detail ed aspects about data nanagenent and how it
was done in different networks.

The participants were al so concerned that the findings

woul d be utilized to nandate requirenents for future RFAs and
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RFPs and that that would Iimt an organization's ability to be
creative or innovative in how they approach operational aspects
of trials.

Anot her overarching cooment was that there wasn't
really an evidence base with quantitative information for data
managenent operations and that in Iieu of an evidence base, we
can't really | abel things best practices.

W have a survey with a |ot of good input and a | ot of
good i nformation there about overall practices, but a
guantitative evidence base would really need to exist before we
could call sonething a best practice.

Alimtation to the nunbers that |1'mgoing to present
today fromthe session was that we had an average of 30 percent
non-respondents to the voting in the session and that limts our
ability to interpret the information.

In the session, we culled out several key areas of the
dat a nmanagenent descriptive survey. One was the data center
pl acenent, then managenent and oversi ght of the data center,
policies and procedures, mnmethods used to transfer data, and then
utilization adoption and inplenentation of data standards within
net wor ks.

We had about 90 people in the room An average of 52

persons responded to the polling questions and the range was
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from4l to 72 respondents in the room

Seventy-three percent of the individuals in the room
decl ared that they were associated with a clinical research
network. Qur first question was is centralization a best
practice. The centralization thene had been brought out in the
| arge report fromthe survey and we wanted to del ve deeper into
t hat .

In our session, 83 percent said that, yes,
centralization of the data operations in one data center was a
best practice and then there was a very good comment from a
participant in the session that said, well, what about the
details, what about global and international trials, is
centralization still a best practice for those.

So we took an ad hoc vote. Sixty-seven percent said
that, yes, centralization in global and international trials
woul d be a best practice and, overall, 88 percent said that they
woul d i nplement on their network in the absence of constraints,
maybe funding, politics, existing structure, roles and
responsi bilities.

There were sonme very good session conments on the
topic of centralization that | think it's inportant to bring
out. One is that centralization can inprove data quality as far

as the fidelity in the data processing.
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Anot her comment was that there also needs to be
consi deration of standardi zati on of procedures that are
i npl enented at the site. That can happen froma central center,
but the inportant thing being that data quality begins at the
site wwth the clinician-patient interaction and how that data is
docunented in the source at the site.

O her comments were that industry sponsors tended to
mai ntain or want to maintain data ownership and that this may
mean a difference between centralization or not for data centers
who did industry versus governnent trials.

That curating the data or applying certain standard
term nol ogy sets or coding should maybe be done at the sites.
And then an overarching coment was that if you integrate poor
quality data at a central center, it's still poor quality data,
agai n, placing the enphasis on the quality of the data and the
guality of the docunentation in the source of that data.

Later on in the session, we took an ad hoc poll about
data quality and it was brought up that if individuals use data
to put into a systemand they get back information that hel ps
themcare for that patient imrediately at the point of care
that that use of the data increases data quality because the
per son docunenting needs the information they' re getting back,

and so the anobunt that they care about that tends to increase.
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The next topic was nmanagenent and oversight. Eighty-
ei ght percent said that it was a best practice to have an
i ndi vi dual responsible for data managenent on the network. The
survey specified a director. The discussion in the room was
nore around it didn't matter what position and, in fact, people
didn't want a percent of the position specified or a position
title specified, because that, in itself, would limt
individuals in their responses, ability to distinguish
t hensel ves or be innovative, but that there was an overwhel m ng
100 percent said that, yes, they would inplenent this, having an
i ndi vi dual responsible for the data managenent operations on
t hei r network.

Fifty-nine percent said that having a standing
commttee that dealt just with data managenent issues was a best
practice and then 70 percent said that they would inplenent that
on their network.

On policies and procedures, 89 percent voted, yes,
that docunenting is necessary or helpful for data quality. A
100 percent said that they'd inplenment that.

And then there was a | arge di scussion on who wites
the SOPs. Do you |leverage the infrastructure of the
organi zati on providing the data center or should the network

itself wite the SOPs?
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The result of that discussion was that it really
didn't nmatter who wote the SOPs, as long as all of the
st akehol ders had input and that the people who were going to use
and i npl enment the SOPs had input into those SOPs.

The next discussion was around use of electronic data
capture technologies in trials. Seventy-six percent said that,
yes, EDC is a best practice. Eighty-eight percent said they
woul d use it if there were no barriers to using it.

Only 48 percent said that EDC i ncreases the cost of
trials. So this is really a split in this. Between half and
hal f thought that EDC would increase and then the other half of
t he room t hought that EDC woul d decrease the total cost of
trials.

Ten percent felt that use of electronic data capture
increased the total tine fromprotocol to data | ock and then 90
said it decreased the tine.

There were very inportant comments with respect to
el ectronic data capture. One was specifically pointed out that
we need studies of the cost effectiveness of electronic data
capture and, also, that we need studies to eval uate the inpact
of electronic data capture on data quality.

We al so asked about neasuring site perfornmnce.

Ni nety-ei ght percent of the people that responded said, yes,
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they did neasure site performance and it was a best practice, in
their eyes.

A 100 percent said they would inplenment it in the
absence of barriers.

The di scussion around this topic was that measuring
site performance is really nost applicable and nost hel pful when
you have sites that are in trouble, either with data quality or
with tineliness of subm ssions or adherence to procedures.

And a second comrent was that in those policies and
procedures, it is a critical thing to have acceptance criterion
stated a priori so that thereis alimt below which sites
shoul dn't go for their performance and if they do fall bel ow
that level, then there is sonething in place to address that.

The last topic that we di scussed was data standards.
This is a very inportant vote, because it really illustrates
well where we are in the research industry with respect to data
st andar ds.

There were two al nost nmutual ly excl usive questions
asked to the group in this session. The first was, is
devel opi ng | ocal standards specific to your network a best
practice?

For this question, 81 percent indicated that, yes, it

was.
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The next question was is using nationally recognized
standards, for exanple, ANSI standards or CDI SC or HL7
standards, is that a best practice, and 78 percent said that,
yes, this was a best practice, with 84 percent saying that they
woul d i npl enment nationally recogni zed standards in the absence
of barriers.

And so we del ved down into that, having very high
per cent ages of | ocal standards and nationally recognized
standards and the di scussion around that was that in the absence
of nationally recogni zed standards, then devel opi ng | ocal
standards is good and can be hel pful for a network, but that
where national standards exist, they should be used and
i mpl enment ed.

In closing, the session participants identified a |ot
of future research topics and needs for data managenent.

Unresol ved i ssues, for exanple, the devel opi ng data standards
and need to continue that; then, challenges in incorporating
evol vi ng data nmanagenent technol ogies into networks, |ike

el ectroni c data capture.

| would Iike to thank the co-content expert, Elsa
Villarino, and our noderator, Therese G bson. And, al so, nmany
thanks to the participants in this session. There were a | ot of

great coments and we | ook forward to getting those into the
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sunmary.

Thank you.

[ Appl ause. ]

DR. SACHS: Are there questions fromthe audi ence?

DR. DEAN. M ke Dean, fromthe University of U ah.

| thought you did a very nice job of wapping up a
session that had a | ot of discussion that was in various
di recti ons.

| just wanted to add sonet hing about EDC, though. The
votes and the discussion about electronic data capture were in
the context that no one could define what electric data capture
nmeant .

There was no di scussi on about FDA validation
requi renents when you did direct electronic entry. There was a
| ot of concern about not having source docunents.

So this was not about electronic transm ssion of data.
It was about EDC. So we couldn't even tell if that is what was
meant, if electronic transm ssion was what was neant versus
paper.

So | don't think there should be a conclusion that
EDC, the way it's usually neant in the literature, which is
there is no paper, should be the best practice. | don't think

that's what the group agreed upon.
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M5. NAHM  Thank you

DR, FROVELL: Gegg Fronell, University of
Pennsyl vania. Geat talk, by the way.

| wanted to nmake one point and then ask a question.
One is on the issue of SOPs. | think SOPs are critical, but |
got a little concerned when there was a nention that the group
tal ked about SOPs specific to a protocol.

So | hope for sone clarity. In my understandi ng, SOPs
define overarching responsibilities and processes and policies
and procedures or nmanuals of policies and procedures are
speci fics on how one inplenments SOPs.

And | would submt that specific to the protocol of
the policies and procedures rather than redesi gni ng SOPs.

The other is on site performance. | think it's great
to have that netric, but did the group talk much about using
site performance as a way to identify those sites that need nore
mentoring or infrastructure?

| think often what happens is that performance is you
say "You didn't performand |I'mgoing to nove on and use this
site that did," but all of us that have been involved in
research | ong enough know that a site that is stellar one year
can be suddenly bad the next, because they don't have the right

infrastructure, they |l ost that key coordi nator.

10
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Sois it really an indicator of nmaybe that's a site
where you devote nore tinme and effort to bring them back up?

M5. NAHM There was a lot in our discussion in the
sessi on about having the acceptance criterion or that bar where

that helps you identify sites that are in trouble and needi ng

hel p.

So | think that was brought out in the session and
we'll be sure to get that enphasized in the wite-up.

DR VILLARINO But | would also point out that it
doesn't nean dism ssal of the site. |It's nostly to try to

identify early ways where you could intervene and get them above
those criteria and not |ose the site.

But in reference to your first comrent, | think,
again, we go back to the termnology in the literature, because
what sonebody calls SOPs, sonebody mght call MOP or policies
and procedures.

And that was what we tried to put in that first slide
of our presentation, that unless there is conmon term nol ogy,
when you get asked to have an opini on about something and that
sonmething is not well defined, it becones a problem You don't
know i f you're tal king about the sane thing, if you' re having an
opi ni on about the sane thing.

So | think that your comrent is very well taken, as

11
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wel | as the comment about the EDC. It was exactly the same
thing and | appreciate the extra contribution fromDr. Smth.
It's that we're suffering fromthe |ack of good definitions in
that area and that could help us with our current
recommendati ons.

M5. ZACHARY: Julia Zachary, CGeorge Washi ngton
Uni versity.

| thank you for a very nice summary of the session
that we had and exactly those comrents that canme up | would |ike
to reinforce.

| would actually go a little further to say that there
was really so much confusion about the way the question is being
conpl eted, that many of the questions in the area of data
managenent are really invalid, | think one could say.

So | don't know that the findings fromthis particular
part were really useful; that, in sone sense, maybe it can be
| ooked at again and redone.

And the other comment is you nmentioned that 30 percent
of the people in the room were non-respondents and that is
exactly the reflection of the fact that the questions weren't
t here.

Thank you.

M5. NILAND: Joyce Niland, Gty of Hope. | agree it

12
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was a very good summary of the session yesterday. Thanks.

Just one suggestion. Wen we tal k about standards,
I"minvolved with the bridge nodeling process in caBl G and CDI SC
and | would like to recommend that we indicate that we shoul d
all be noving toward adopting national and international
standards as we go into global research and nmulti-center studies
across different countries and HL7 is international. W want to
be sure we keep an eye on that.

And then just noving into the next session, as |ong as
|"mhere, just a general coment that I'd like to see us begin
to focus on information managenent rather than data nmanagenent
and i nformation technol ogy.

| think what we should really be looking at is
i nformati on managenent and informati on and technol ogies is one
of the tools that we should be |ooking at in that context, along
Wi th the human, organi zational and other resources that we need
to | ook at.

DR. SACHS: | think that's an excellent point, because
there is so much overlap in both sections, and | appreciate that
comment. Thank you.

DR. ROSE: Lynn Rose, cystic fibrosis network.

| was wondering if you tal ked at all about the val ue

of the onsite nonitoring from coordinating centers.

13
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| know in our network, we often have difficulty
getting enough funding to do onsite nonitoring of source data
agai nst the case report forns and | think that's a very
i nportant part of data quality.

And | was wondering if people in the group that you
spoke with had devel oped risk-benefit fornulas for nonitoring
frequencies, both for EDC, as well as paper.

M5. NAHM We didn't address nonitoring or source
docurment verification part of nonitoring directly. The
di scussion went a little further upstreamtowards the actua
quality of data in the source and getting that data docunented
correctly and technol ogies, |ike decision support, that can help
do that.

So it was a little nore upstream of the nonitoring
process.

DR MORRI'S: Perhaps just a quick comment. Al an
Morris.

| f one uses, at the bedside, an electronic tool for
establishing quality and decision support, that becones the
source docunent and the nonitoring demands di m ni sh
dramatically, because the data that are transmtted
el ectronically are, in fact, the data that drive deci sions.

So these issues are tightly linked, the quality of the

14
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data, the quality of the interaction and nonitoring.

M5. NAHM  Thank you.
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