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DR SACHS: 1'd like the breakout session experts from
the next session, recruitnment and retention, to conme up, please.
Ken Getz, Jennifer Backhouse, and Frances Heilig.

MS5. BACKHOUSE: Thanks again for everybody staying
behi nd so long. bviously, the second day afternoon, it's
brilliant to see so many faces.

My nane is Jennifer Backhouse and | nmanage one of the
cancer research networks that make up the national cancer
research network in the U K There are 41 of those networks.

So, obviously, we are very interested in the different
nodel s that exist this side of the pond.

For recruitnent and retention, we didn't have any of
the voting technology in our group. So there won't be any
results of any sort of questions that we gave out to the group,
but these were the key survey thenes that we di scussed.

W tal ked about the inportance of careful and up-front
pl anning and that's in everything through from protocol design

to selecting the centers to participate in a given study,
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ensuring that the population is avail able.

One of the things that was tal ked about was the fact
that a lot of centers tend to over-estimte how many
participants they are likely to be able to put into a study.

There was a call for a nodel for that to see whet her
or not we could see how nmuch people normally do over-estimte
study entrants, but I think that probably varies too nuch across
di fferent disease sites and different patient groups.

| think one of the things that really kind of struck
us was that the problenms with recruitnent and retention issues
were consistent both within and across networks and that seened
to have no regard at all for what type of network it was, what
type of study was bei ng done, what di sease was bei ng studied or
what popul ati on was being studied, which is, in some ways,
reassuring, but it also neans that we should be able to work
toget her nmuch better to find solutions for these issues.

We al so tal ked about tailoring recruitnment strategies
to communities, including those for reaching famlies in cases
of genetic di seases, special conmunities, nmaybe those of no
fi xed abode, ethnic groups, and we tal ked about |lots of -- there
were lots of different sorts of strategies we tal ked through
about how you may engage a particular group through from

contact, putting adverts for recruitnent into new studies in
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pl aces where the nothers of some ethnic groups may see them
rat her than the study participants thenselves, particularly
maybe with African-Anerican groups and things |ike that.

We al so tal ked about the fact that it was essential to
build and sustain strong relationships with stakehol ders. Now,
we split that down into separate issues for recruitnment and for
retention and for the recruitnment issue, it was about
researchers in the individual sites maybe having -- or, rather,
the study organi zers building relationships with researchers at
the individual sites and all the clinicians or the nurses or
whoever may be recruiting patients, to make sure that the
under st andi ng | evel was there.

And in terns of retention, we tal ked about the key
rel ati onship there was between the individual researchers and
t he vol unteers thensel ves.

Sonme of the issues of best practice that were raised
in the group were | ooking at maintaining those relationships
after the point where active participation in studies was
conti nui ng, maybe feedi ng back results of studies a couple of
years down the |ine even

There were cases of researchers keeping in touch with
patients or volunteers by neans of a card in the holidays to say

sort of happy new year, this is how the study is progressing,
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and just regular feedback to just individual participants,
hopefully, then, that word of nouth woul d nmean that the next
study, people actually had that rel ationship maintained and it
woul d be slightly easier to recruit.

| think the only sort of issue on the downside of that
IS to nmake sure that there is no sort of coercion into involving
partici pants nmaking them feel obliged to enter another study.

Al so, depending on the disease being studied, it may
wel |l be that the patients that were enrolled in a study before
the study conpl etes have passed away. So there are sensitivity
I ssues in those cases.

The next couple of slides |I've got actually show sone
of the main questions that were raised fromthe floor follow ng
our initial presentation. W didn't have all the answers and
the floor didn't have all the answers necessarily, but we did
have a really lively discussion around these areas.

Most of the questions raised were around recruitnent
rather than retention. W started off tal king about how to
engage referring physicians and health providers.

W tal ked about where we can find practical tips on
the use of nedia, whether that's for adverts in magazi nes,
whether it's appropriate to use adverti senents on the side of

buses, which groups are nore likely to respond to Internet-based
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adverts, or whether or not really the best thing you can do is
to go out into communities and just talk to people direct.

W al so tal ked about it may be that there is not very
much noney avail able for this sort of thing, so involving things
i ke nmedia study students to nmake the ad for you and actually
getting sone really good tips discussed, really.

The third question, what strategies and approaches
wor k best anong hard to reach popul ations. | have touched on
that already, things |ike, say, getting in touch with nothers
rat her that the prospective subjects thensel ves.

The fourth question, how to determ ne whether or not
recruitnent in a small disease popul ati on has reached saturation
point, and this was particularly raised in relation to cystic
fibrosis, but applies to lots of sort of genetic conditions
where the population is actually relatively small, that you can
study for any of these disease sites, and nore and nore, in the
case of cancer, that I'"'mnore famliar with personally, we do
find that studies are available for first line and then there is
a study avail able for second |ine and maybe one for third line
and how many times can you approach the sane patient to ask them
whet her or not they want to participate.

W tal ked about how we standardi ze recruitnment and

retention effectiveness, the conpari sons between sites, and,
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al so, conparisons between networks.

One of the things we talked a | ot about was the fact
that much of the study that was done was anecdotal and
gqualitative and it is very difficult to actually neasure the
quantitative side of the issues regarding recruitnment and
retention.

Maybe things |ike a screening |log, that sort of thing,
standardi zation, if it was possible across the way that
screening lots are kept.

And we tal ked about the best netrics to gather
effectively, manage and recruit retention strategies. One thing
that did come up in this survey was that | believe it was around
about 50 percent of the networks interviewed had any sort of
formal way of managi ng recruitnent and retention strategies.

This slide is just really giving a few details from
the best practice study. There were five common techni ques
identified by networks for ensuring that participants were
enrolled in clinical studies.

The first one, establishing a partnership with the
affected community. This was highlighted by the Huntington
study group and they actually involve famlies in the witing
protocols to ensure that the studies are relevant to that

popul ati on.
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The second one, to ensure that research offers a w n-
Wi n scenario. The research unit for psych, oncol ogy and autism
network, they prefer to use short studies so that the tine from
finding the results -- the tine to find the results of the study
are very short. The tine to inplenent change to genera
practice is very short.

So that the subjects involved can have access to new
treatments very quickly.

The third one, to work with |ocal experts in
devel oping recruitnment strategies, this was the clinica
directors network that was cited. They are tal king about the
I mportance of working with nurses, as they are the ones that are
going to recruit patients and make sure that they are fully on
board with the study, to maxim ze recruitnent.

The fourth, to adapt the recruitnent strategy to the
| ocal context. This was cited for the energency nedicine
network and they were tal king about the nature of energency
medi ci ne being such that the patient is only available for
recruitnment for a couple of hours while they're in the system
So that's a very specific dil ema.

The | ast one, taking advantage of econom es of scale,
that is the NCRN, who | work for in the UK W have research

teans in pretty much every hospital in the U K , which neans
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that we can nake the nost of the size of the patient popul ation
that we deal wth.

W' ve just got a couple of discussion take-aways.
Overall, we decided that there were no surprises. The report
was very general, anecdotal. It limted discussion of
chal I enges, but it's a good beginning. W do need nore
quantitative metrics.

We do need guidelines and standardi zed proven
strategi es and approaches to export across networks and we need
nore opportunities like this to share successful strategies in
practice.

And then just a few key things for the next steps. W
tal ked about establishing a working group ongoing fromthis
forumto share successful practices and val uable resources. W
tal ked about spending time reviewing the | ECRN online profiles,
basically, the inventory.

Peopl e said that they wanted to go back now and have a
| ook and just see whether or not there are other networks in
their geographical area or in their disease area that they can
then contact to work closely with in terns of review ng issues
on recruitment and retention.

And then it m ght be useful to go back and [ earn sone

| essons from private sector networks and investigative sites and
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just to see what the differences are and what they're doing
right and we're not.

This is the last slide, you'll be pleased to know.

W tal ked about devel opi ng a cl eari nghouse for
recruitment and retention resources and tenplates, really,
agai n, another way of sharing best practice.

There were a few, actually, the box incentives talked
about, to attract volunteers, maybe the provision of a tax
credit for those people who are volunteering and for the | ength
of tinme that they're on studies. So that retention becones an
I ncentive, too.

And enhancenent of conveni ence, tal ked about drive-

t hrough for dropping off sanple and, also, for collecting of
trial neds so that there was | ess inconvenience to general life
in these studies.

And that's all |'ve got.

[ Appl ause. ]

M5. DIANIS: Thank you very nmuch. We'll entertain
questions now fromthe floor about recruitnent and retention.

MR. DURAKO. This is Steve Durako. Jennifer, | think
it was very interesting. | have one conment and two questions.

| think when you said take advantage of what the

private sector does and see how they're successful, |I've worked
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on a nunber of private sector studies and they also tend to have
recruitnment problens.

So what they do is they increase the price from $5, 000
a patient to $7,000 a patient and all of a sudden they get nore
recruitnent.

So that's one technique they use, which | think is not
avai l able, in general, to us.

But the question | wanted to ask is in your situation,
with the National Health Service, you said you have a research
physician in al nost every hospital, are those people paid by the
National Health Service? What is the source of funding to have
peopl e available in every hospital ?

Again, I'mnot sure if we could do that in the US. or
not, but it is certainly a nice idea.

M5. BACKHOUSE: All of the physicians are NHS
enpl oyees. Most of their responsibility is clinical.

The NCRN itself, which is Departnent of Health funded,
we do enpl oy research nurses, research pharnmacists, research
radi ographers within each network and we basically had free
rei gn when the NCRN was set up as to how each network wanted to
spend that funding.

So it does vary quite a lot, but basically they do it

as an add-on to their general practice.

10
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M5. DIANIS: There's a question over here.

MS. CALABRESE: |'m Barbara Cal abrese, with the
Anerican Medical Directors Association Foundation, but |'d
really like to highlight a situation that happened when |I worked
at Johns Hopki ns.

W were working with Head Starts in Baltinore Gty and
one of the things that we found, that after a four-year study,
we had really ingrained ourselves in that comunity.

They knew us, they respected us, they felt confortable
with us, and then there was a funding | ag between one study and
the next study and you kind of drop out of sight because there
Is no funding to continue that association and that partnership.

| think that NIH really needs to | ook at conti nuing
sonme of those partnershi ps between studies so that you're not
rebuil ding and, also, not reinforcing the community feeling Iike
you're in there doing a study to themrather than with them

So | really think that that's an issue that really
needs to be addressed.

MR GETZ: And it's also an issue that cane through in
the report, extensive discussion about continuity, that it can't
be a focus on filling an individual project, per se, but
nurturing that relationship long term W really don't do a

good job of that today.

11
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M5. BACKHOUSE: W don't.

MS. DIANIS: CQuestion over there.

DR MORRIS: Alan Mrris, University of Uah. | have
a question about the recruitnent efficiency, which I think is a
very inportant issue, but, first a comment.

| was really intrigued by your description of the
auti sm study and the wi n-win strategy.

Doing clinical trials in critical care, we don't have
the opportunity for a win-win. W don't off the participants
any benefit fromthe particular study, although they benefit
from previ ous studies.

But | wonder if that's a common way to deal with nore
long-termtrials. It sounds to me rather interesting.

But I want to ask you about the efficiency and the
reason i s the question about efficiency, that is, enroll nent
random zation of subjects taken froma pool of screened
potential subjects, is tightly linked to the issue of
generalizability, of how well the sanple studied is Iinked to
the popul ation of interest, an issue that is very difficult to
resol ve.

W have, even in the controlled setting of critica
care trials in hospitals, have had a great deal of difficulty

Identifying efficiency.

12
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For exanple, in the ARDS network, in the first round
of the network, the original sites were paid $90 a patient to
screen. The additional sites were paid nothing to screen.

It won't surprise you that the original sites screen
nore patients than the additional sites and, therefore, any
estimate of efficiency would be clearly confounded by the
paynment .

But even beyond that, every hospital screening program
had a different technique for identifying patients, which neant
the general pool that was initially exam ned was very different
fromhospital to hospital

So does anyone have any insight into how we could
better identify the screened enrolled ratio and, al so, thereby
get a better sense, perhaps, of how the screened patients
actually reflect the population of interest?

| think it's a fundanental questi on.

MR GETZ: It's a great question and, to sone extent,
efficiency is tied to the center itself and the community it
serves, the disease condition

In the private sector, we've seen nany exanples, and |
will give you a few of them There are sone centers that, for
years, were directing inquiries froma pronotion, newspaper ad,

to a switchboard operator who had not been infornmed about how to

13
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handl e those calls and where to direct them

So there was a high dropout rate of those inquiring
until they were able to reduce that internediary step.

Many sites now al so ook at the effectiveness of a
recruitnent strategy in the interim Instead of waiting for a
period of tinme, they look at it continuously, so that they can
cancel or drop a program quickly and then reallocate those
resources to a successful strategy.

So they're able to make their dollars nore efficient
by allocating themto a nore targeted set of approaches or
strategies.

So there are exanples |like that that many sites have
found to be a great way to inprove the efficiency of every
dol | ar spent.

MS. BACKHOUSE: Al so, though, to sonme extent, it
depends on how you define screening a patient. | nean, we found
enornous inconsistencies in the U K, whether that screening --
sonme people may record that as having a half-hour chat with a
patient to informthem about everything and then them decidi ng
that they don't want to be in a study.

Sonmebody el se may say screeni ng because they've been
t hrough the notes of every patient comng in to clinic that day

and deci ded al ready which patients are suitable to be

14
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appr oached.

QO her tinmes, it may be a nmulti-disciplinary neeting
and they are just discussing every patient and sonebody is
sitting there ticking whether or they're eligible for a trial or
not .

It's how we define screening and how we then identify
the reasons for patients not enrolling once they have been
screened as being suitable.

So there are lots of definition issues.

M5. DIANIS: Thank you. Again, we're back to the
definitions and consi stency.

W'l take two nore questions.

M5. HOLBROOK: Janet Hol brook, Johns Hopkins. | would
just make a comrent.

One of the things that we have instituted is to have
kind of part of our training neeting as a consensus on what
screening is, so we get a little nore uniformty, but there is
still going to be a I ot of heterogeneity.

But ny question was with regard to the best practices
in the survey, were they based on enpirical data about neeting
m | estones and retention rates?

M5. DIANIS: | can answer that. They were self-

nom nat ed based on sol utions that they had encountered in

15
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successful recruitnment and retention of patients. So we didn't
nmeasure their performance agai nst a standard scal e.

M5. HOLBROOK: But you had in the self-nom nation
process that they net their recruitnent target.

MS. DIANIS:  Yes.

MR. FRIEDVAN: Mark Friedman, Westat. | actually had
a questi on.

If you could expand a little bit about the slide that
nmenti oned expanding the profile of the networks in terns of
i nformati on avail abl e and what ki nds of ideas cone up in that
di scussi on.

MR GETZ: A lot of that is really tied to the | ast
question that was raised. A discussion of adding nore
quantitative information to the profiles that would provide
metrics on recruitment success or process inprovenents that are
related to recruitnent and retention strategies.

So expanding the profiles. There were not a | ot of
questions about recruitnment and retention specifically in this
early survey. So the profiles could really be enriched by a
broader profile along those |ines.

M5. DIANIS: Ckay. Thank you all.

[ Appl ause. ]
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