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discrepancy between the S04 requimed by
the protocol compased to that precticed at
many of the hospital-based sites selected for
the study, Despite their prior agresment to
participate in the smdy some THS wers
lendified ar men-aligoed om this ecital
iae. Thi non-alignment waz  ofien
wentified a: the remlt of resistamce by
rebuctant partscipants in the complex chnxal
envrommienl — pharmacy beads, corpotate
boards, department chairs, residents, st —
who, having not been sufficienty educated =
io the merits of the stwdy, were not owning
it andfor were not compensated. It was
determined that the Pls ficed neagly
impossible oddi I sesching  required
enrellment levels.

Te pectify the situation, Meps were mken (o
unprowe  communication: betveen  the
spongar and exwrtng ntes. This meluded an
enriched communication: progranme and
promictional campaign to raise the profile of
the study within scademic medical centres
by revisiting those with ongoing potential -
a significantly lower-cost option  than
recruiting sdditional gites. As o remle of the
intervention, LIS ensollment was incressed
by 11%.

Gaining momentum

Maleolm Gladwell’s best-seller The Tipping
Peiit, How Littke Thesge Can Make & Bip
Difference’ presents the notion that new
trends are crested when idess take haold and
spresd ks wldiine. .ﬂc-nur\dmg_ b Gladwell,
ideas or fashions spread quickly for various
reasons, but mostly becanse lods of letle
charipes can besd to big effects

Chineal trial patient secraitment methody
are experiencing low of rmall changes too, u
meaentum builds revards a ‘tpping point’,
The dayr of viewing patient recruitment
an afverthowpht are numbered ar the werd
advances towands calkbaration, mformation
sharing and a sophisticated, proactive
Flmint P:rq-n:ﬂ.'-“ .ﬁ.]l:hﬂl.ls]’! i;h.'mg-: 13
mccesshally undereay, turning this approach
inte an industry-wide sisndard practice wall
ke some doing, It will mean implementing
process  changes 20 recruitment and
enrgllment bruer are routinely handled
uplfront in an coganised, syematie fihion,
whibe sl allewing the unague features aof
individual rrials 1o be recognised,

IPM offers a bet-practices approach o
improving the many steps that compriss
puiient recruibment — pmin-ml d-:\u'lnpmai.
budgeting, site selection, medin campaign,

edpcaton and traiming — tat will oltimately
tip the scale towards mose predictable and
effective recruitment and enrcllment

prciices. m

Frank & Bilpareick i president and Jesnne
Flayd vice-preident fehief aperaring afficer of
Healtkcare Communmications Gronip, Sassnie
I Steimbery is direcior, sexwal health, with
Bfize  Developmeni,  The  awthors
acknowledge the comivibwtion of Anan Newer af
Medical deScriptions, and of Cindy Gianelli
amd ijﬂ' Lljlamﬁ.rz from the Healifcare

Communications Cromp.

References

1.'"Public awarerces of clmacal erials msencases:
new survey sugeeity thde conductng b
are damg a better job of nforming potential.
participants  of opportanities’,  Haoos
Trterachios, 4000, June 11, 2004,

2. ‘Most phyncian: do not parbcipste

clinical trials becawse of luck of opportumity,
wimie, personned support and resources’, Harri;
Interachive, (%), [une 14, 3004,

3. CenterWatch, 2001,

4, | Maley et al. "Techneabopy'. ACEP White
Paper, The Mosiser, 18-23, Sumaner 2003,

5. P Bleicher. " Climical wrial techovebopy, at the
inflection paint’. Beslice, 105): 165168, Mov
2003,

&, P Bleicher ‘Managing the mfocmation
mpply chaim in clinkal trials’, Ewmopeasn
Pramacewiion] Comdrecfor, 42=4%, Suammer
2008,

7. M Gladwell. “The tipping point, how litde
things can make » big difference’, Back Bay
Baoks, 2000

8. DL Anderson. "A guide o patient
recruitment  amd  retention’,  Thomow
Certer Fnick, 6, 2004,

2. | King, “ 10 ways to faster and sasier patient
recruitment”, RED Diratiome, T0{E): 3445,
Apral 2004,

Comigd athoa?

i slualons?

xmgnies, e, be selecbed and evaslualed?

Questions faced by empowered patient-enrollment teams

< Can the dinicsd risd bosm beosme comiorlable with the comiple and dypnamic natoie of the subjed
enmllment challenge - including underdtanding its resowee demasds, seed for interactivity based
oy dadby- choasg g ouloemes and (e creative, nenlinear natuse of s solution?

= O what bagks e the staled reciuiiment goak and Limsines loosbde?

= Froum e potspectio of the sponsor's deselopmed pipelie s codporate srabegies, i this telad tuly
prvatal, and il s, whal insesbment i subjed recrulmenl can be made bo edsune ils om-lime

+ What histoscal docimenation axidts b confum hat the best onnaing sited hawne boen selibed?
W ennoBment osloomes se nol a4 expeched, B thene sa ellicent sl srabedgy 1o lerminale ualenable

+ By whal secruibmend peslosmance slandasds will culsourced prosiders, b= (05, palienl ped rilliraenl
- [moes the cnsfmesd prooess include 2 high degree of intemciion wilth investigatiee sfes by

providing rigorus, seal-time tracking of avvesiments and contiseows measunement of suocess and
reallecalion of resounces a5 ke project snlobds, versus walling wadil peoject 1esope?

Proactive planning at Pfizer

Rraining, 2 encouage kng-lenm comiml ments,

peopecbed first subject’s First visil.

b 00T, Pizer Lo beed the Okl Trisd Beceuitmeni Sevioes (CTES) qromp, o ceniialoed, globad paliend
pecrui mend resource fod Lhe compeay thal opesates from (he memite thal patient secruitmend 5 abaul
much mane than recduiling patients lor individual Shede.

“We ate weorking lowand making patien] recuibment a shaadssdised business process wilh defined
Bl pinlices 20ed 3 cosshslent ook and Feel across the company™, says Plioers Peler DiBllaso,

CTiS believes that swcoesslul patient recouiiment requives carly consideration al ihe programme
kvl whense 30-40 sudies may bz In vaskows dages of developmenl. Because Pliger |5 inlesesied in
kaibding velalionships wih investigative sies, e comguay may maove Toverd disowssions wills sites of
inberest 1o discuss e enling paciage of shedies a5 a way o siidegise about mecruilmenl, gromoebe

B keeping with The comgany’s proaciive appreach to pabiest seceuilmesl, PMize has adopled a
medric wheteby the teciuitmenl plaa needs bo be adopded aod elablished ten weeks piar to e

4

wiwwstripmagoom - January 2005

B
m HEALTHCARE COMMUNICATIONS GROUP = 310.606. 5700 « www.heg.com

Trial recruitment
reassessed

Patient enrollment for clinical trials is coming of age, say Frank 5 Kilpatrick, Jeanne Floyd and

Susanne | Steinberg. Recruiters are more and more likely to carry out detailed planning in the early
stages of protocol development and select principal investigators according to their track records

here ¥ a2 Erowmg swirensss among
Tplu'rmc:ul"h:d cnmpani:l: that adnpthg
3 prosctive patient recruitment process
can fignifscantly reduce delays in Phase 1, 111
and 1V clmical emk. Bat o be effective,
recruibment plinning and execution needs to
be emtablished a5 a core chnical development
proces, requising & fundamental shift in both
culiure and procedace 50 that this expentiss
fanks alemghiide purposciul protocol deiggn
and ebjective data manapgsment & anctential
dement of ‘good study practice”.
Siady enrollment can be problematic for a

sarsety of reasong — low subject and referral
wovareness,'” demanding: protocol inclosions

Figure 1: Interactive enrollment process

PROCESS

exclusion plethors  of
-:-m'r:p-:l:il:i.'l.'e siwdies :::t'l-:n'h_i*_ thie sammee pﬂ.ﬁ:nt
populstion, and concern over experimental
deug safery In addigon oo these very real
challenges, there ae abo decper plemi
LI5S o fome organsations, often rooted In
siloed  structures that relegate the vital
activity of mbject engollment to “resctive’
mecde. As 3 perult, enrollment can miss out on
the upfront cercurces and senbor  bewel
mpport that @ nesded i scheduled trial
tmelines are o be met

Wieh study sites aditicnally expected to
take responsibafiy for Gmely ewollment,
Juaposed against the dismal stitic that 805

criterza, the

IMNITIATIVES
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of research trisds are not completed on time,!
a mote effective sppreach is the nteractive
process model (TPM) which b Emecressingly
being implemented by progremive dmug
developers such as Plieer and Sanoli-Aveniis
to asure cormubent and timely enrcllment
oallc ey,

Model overview

IFM i not 2 magee buller offering a singhe
santicn to smdy-specific patical recruitment
problems. Instead, it recogniess the necd for a
broad and externally-focused perspective on
the complex dynamics of trial encollment. At
the same timee, it mbeprates the roles and
responsibilities of sll clinicsl team
members amd parmers, o that
patient engollmert challenges are
seen by the stakehalders as Getors
on which they can hawe some
impact snd for which they hawe
seconntabifling

IPM  emplows ‘processes’ and
‘mitiatiees’ (See Fagure 1), puttg
theie me action kg 3 dees-itage
process of ‘dognose. develop and
deliver’ to build o sysem of effecte
sindy ensollment that can be applied
zcroas multiple therspentic areas (see
Figuge 2). These processes begin by
n:iﬂ-ml-g exdhanistive und.u'nlu'bdlgdr
the trial(s)’ position within its larger
ervironment, through:

sEvzlmtion of diseass prevalence
in the mubjeo popubition, including

geopraphical, demopraphical,
prychographical  mdicer  andfor
seazonal drivers.

shrcermment of the alternatiees

that prospectve trial patients may
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