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DR SMTH | want to nove on for the |last few m nutes
here to another area, and that is data nanagenent, which is
closely related to IT. It is, obviously, not one and the sane
t hi ng.

There is the noving bubble again. You know, if |
reverse this, we can watch that twice. Are we ready for |unch?

kay. This is the outline of what | am going to say,
so |l wll just say it. Wat is data nmanagenent? This is about
all that stuff that captures, processes, stores the infornmation.

And | et ne say here that there is a focus in this that
is on protocol or about protocols and CFR type data, not al
information that could be dealt with. That gives a little nore
focus to the research on this. And exchange and presentation of
the data can be included in that.

Dat a managenent, dispersion, as it is called here,
what that really neans is how nuch centralized data managenent
is being used. About two-thirds of the CRNs report centralized
data managenent and that is probably encouraging. It would seem

like there are significant efficiencies in centralization, with
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security and backup and process managenent and QC, QA type
t hi ngs.

Any tinme the cup is two-thirds full, it is a third
enpty. So we need to |ook at that from both angl es.

s there a data nmanagenent commttee? Yes. There are
nore data managenent committees than IT type comm ttees out
there. So | suppose that is encouraging, too.

And general findings on data managenent, nost, al nost
two-thirds, have a dedi cated data nanagenent director. | wll
just skip through a couple of these.

Let me point here that the clinical trials and N H
funded CRNs, again, conme out as a special group that are nore
likely to use private contractors for data nmanagenent. And then
for others, academ c centers are their predom nant data
managenent organi zati ons.

| guess the significance of that would be up to groups
this afternoon to see if that is just a fact or whether that has
particul ar significance in where things are and where things
shoul d go.

On data capture, which is part of data nmanagenent, by
our definition here, the nost comobn data transfer nethods are
hard copy that was referred to this norning by a coupl e people.

El ectronic transnmi ssion is used, but these are,



May 31, 2006 Fi ndi ngs_DM Smith

obvi ously, overlapping percents. Miltiple nmethods are used by
organi zations. And direct data entry.

But if we try to get down and focus in on the hard
copy and say what is the predom nant nethod in the network, hard
copy does cone up as the nost common predom nant nethod.

So to the extent that we believe, can show and can
show value in electronic data capture, and then there are quite
a ways that things can go in that arena and that is probably
worth | ooki ng at seriously.

Sonme ot her inportant general findings in the data
managenent area overlap with other things | said about
standards, and, that is, about 61 percent have devel oped sone
ki nd of commobn data standards related to their data nanagenent
practice. Only about 18 percent are using CDI SC.

Presumably, that would reflect that -- and, actually,
sone of the other data suggests that this 61 percent neans that
we are pretty good, whatever 61 percent nmeans at interna
standards. CDISC is one indicator of several that we are not as
focused on external standards.

So, again, that theme kind of resurrects here on
standards and how they are used and external versus interna
process and col | aborati on.

But real good news, standards are viewed positively
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and they are generally seen as inproving data quality and
i ncreasi ng operations and shortening tine |ines.

Those aren't overwhel m ngly high percentages, but they
are substantial enough to nean that there is sone recognition
out there and | ooking at those organi zati ons and what they are
doi ng hel ps informothers, | think.

Wil e using these kind of external standards is fairly
low, it is also encouraging that 42 percent of CRNs report they
are participating in sone kind of standards devel opnent efforts;
62 percent, or nearly two-thirds, plan to participate in
addi ti onal standards devel opnent efforts; and, again, the N H
funded networks are nore likely to say they plan to partici pate,
for probably obvi ous reasons.

The barriers, staffing and defining conmon data
el enents and standards are barriers to data nanagenent, based on
the interviews and studies there.

One of the nore inportant factors in this, if we get
down to a little bit of the detail, is just believing there is
val ue and having a vision of the value of the data managenent
standards and conmon data el enents.

Let's see. Finally, sonme facilitators in data
managenent are electronic data capture. It is valued as a

solution to | abor shortages in a nunber of organizations. Maybe
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shortages, | don't know if that is exactly the right word. It
woul d be difficulties of getting |abor of the right kind, in
some cases; in sonme cases, naybe just shear shortages.

And facilitators are, of course, comon data el enents.
It does seemthat adopting standards, at least internally, is a
great facilitator of data managenent success.

Let's see. Conclusions. Standards are com ng and
dat a nanagenent, but external have a way to go. There are sone
gaps in data transfer. That is referring to the electronic data
capture. And it would be good to consider building nore
conmtnent to external interactivity.

That is really about what | have. | wll finalize
with a comment on variations.

Qoviously, | haven't represented all the kinds of
variations here. | have pointed out a little bit. Flexibility
and diversity of approaches is part of what |IT should support.

I T should not just beconme a box and say everybody do this. |
think we all know that in research organizations.

W don't have tinme to delve into it, but there are
approaches to IT that support flexibility and diversity, not
just saying here is the one way or the one system and those
wll be interesting to | ook at as tinme goes on.

Thanks. [ Appl ause. ]



