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hen it comes to recruiting and enrolling
individudsin clinical trids, the indus-
try@ challengeis similar to the one that
General Riggscitesin hiscal to mod-
ernize the USArmy. For clinical re-
search, the challengeisnot just about using mass
radio advertising or direct malil to recruit qualified
study volunteers. It isto develop asystem that inte-
grates recruitment strategies with the screening
and enrollment process, enabling pharma compa-
niesto
e track trid patientsfrom thefirst point of con-
tact to the end of the study
e measure the recruitment strategiesOeffectiveness
in reaching new consumers
e adjust recruitment strategies quickly
e predict the randomization period (thetimeit
takes to select and assign volunteers to aclinical
study)
e analyze the return on investment (ROI).
Progressive communication agencies offer ser-

Because of delays affecting
nearly 60 percent of clinical
trials, their cost—S$ 7 hillion
annually, with §$ 1.89 hillion

for recruitment—is expected

to increase.

GETTING THE WORD OUT

Decision-support models for media spending, such as the one portrayed in
this chart, allow sponsors to redirect their recruitment resources quickly and

efficiently.
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vices that meet some, if not all, of those objectives.
Pharma companies can select offerings from vari-
ous agencies and establish their own integrated
system or turn to agencies that provide turnkey
Services.

This article discusses the many stumbling
blocks that hinder the clinical trial process. frag-
mented services, the effect of negative press, the
difficulty of reaching new study volunteers, and
site inefficiencies. Yet anew breed of communi-
cation agencies is helping pharma sponsors to
meet those challenges.

Flaws in Old Methods

The cal to establish an integrated system for clini-
cal research isborn of the need to accelerate drug
development. CenterWatch predicts that, during
the next five years, the research and development
pipelinewill expand by 12 percentN amost double
the growth rate of the past five years. In addition,
large pharma companies are focusing their R& D
effortson similar therapeutic areas, creating a
high-stakes race to be thefirst to market.

Pharméfile, an onlineindustry reSource, reports
that, taken together, US pharma companies invest
approximately $7 billion annualy in clinica trids,
with about $1.89 billion of that set aside for pa-
tient recruitment. But because of delays affecting
nearly 60 percent of clinical trials, that expenseis
expected to increase. Setbacks translate into mil-
lions of potential dollarslost for every day adrug
isdelayed to market.

Several factors hamper re-
cruitment. Oneisthereliance
on 20th century methodsto
recruit 21st century study vol-
unteers.

Traditionally, pharma
companies haverelied on
clinical sitesto initiate and

manage marketing strategies
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e By examining media

costs for each market, com-
panies can make adjustments
each week to optimize the
media dollars spent.

¢ In the example, the
newspaper ads were found
to have a significantly higher
cost per call and cost per
referral, and were thus pulled
in favor of radio and direct
mail ads.
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that recruit subjects. Because
many of those sites are inde-
pendently run by individuals
or small practice groups, they
often face thefollowing chal-
lenges:.

o lack of market research on
how to find potential sub-
jects and to discover what
motivates them to partici-
patein atrial

e lack of staffing to oversee
marketing strategies and
screening of individuals
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e inability to combine recruitment reSources to
use marketing dollars more effectively

e difficulty in finding study volunteers who QitGthe
restrictive study inclusion/exclusion criteria.

Many investigator sites apply simple marketing
tactics, such asbulletin board announcements and
one-on-one discussions with their own patient
base to find study volunteers. Clinical siteswith
more resources may run 4x7-inch one-color adsin
local papers.

But such strategies are painfully slow, laborious,
and inconsistent, resulting in study delays of six
monthsto two years. When clinical sitesfail to
meet targeted enrollment levels, sponsor compa-
nies often come to the rescue, investing more mar-
keting dollarsin recruitment.

A common QescueOmethod is the advertising-
centric model, relying on mass advertising to find
volunteers. Unfortunately, that approach isno
longer sufficient to reach mobile and skeptical
consumers. Furthermore, staffing limitations pre-
vent many investigator sites from quickly and effi-
ciently screening and scheduling volunteers. Spon-
sors may spend millions of dollars on media
campaigns that recruit hundreds of study volun-
teers, or @re-screenedOstudy patients, who often
QitOon waiting lists for several weeks before they
arefinally caled to the clinical site. Consequently,

scheduling inéfficiencies at the clinical sites can
add significant time and coststo any clinical trial.

Added to that isrising pressure from regulatory
bodiesto increase the number of trials per NDA,
creating aneed for more study volunteers per trial.
Augmenting recruitment Strategies only increases
thebottleneck if sites cannot handle the overload
of volunteers.

Online Consumer Skeptics

Further hampering the recruitment processis the
dearth of patient volunteers. Center\Watch esti-
mates that less than five percent of US residentsN
four to five millionN participatein clinicd trials.
And many of them have already undergone a ther-
apy from the same or asimilar drug category, fur-
ther decreasing the patient volunteer pool.

One way to increase the potential number of
qualified study volunteersis by raising awareness
about clinical trialsin the remaining 95 percent of
US consumers. (See GBetting the Word Out Opage
83.) However, reaching that group requires anew
approach, because their attention is constantly
pulled in different directions by various mediaand
the internet. But manyN nearly 22 percent or 143
million people, according to data presented at the
United Nations Conference on Trade and Develop-
ment in November 2002N are drawn to the inter-
net. Results from the
Stanford Institute for

Smorgashord of Services

the Quantitative Study
If pharma companies supervise and use sumers about a specific disease state of Society indicate that
them in an integrated way, the following and potential new therapies. They publi- every hour spent on
services can play an important role in cize key investigators to increase a theinternet isone
the recruitment and enrollment process: study treatment’s credibility. PR can also hour taken from tradi-
Call centers. Call centers can expedite create awareness through community tional media. (See
the recruitment process by screening outreach activities. PR companies spe- Media ShiftQ

and funneling potential subjects to ap-
propriate sites. To be effective, however,
their staffs must have enough healthcare
experience to ask study volunteers the
right questions. Reputable independent
call centers include ClinPhone, TeleRX,
and PharmaTech Solutions.

Internet e-recruitment centers. E-re-
cruitment initiatives can reach large
numbers of study volunteers quickly, but
sponsors must also be familiar with the
internet’s limitations. Companies offering
e-recruitment programs include Center-
Watch, WebMD, Veritas, and ClinicalTri-
als.com.

Public relations agencies. Often PR pro-
grams are designed to educate con-

cializing in patient recruitment strategies
include agencies such as Healthinfo,
Porter Novelli, MMG, and Footsteps. But
to achieve the desired result, they
should integrate PR with advertising.
Healthcare communication agencies.
Many specialized agencies provide the
expertise to understand why study vol-
unteers agree to participate in clinical
trials. They have the talent to develop
powerful call-to-action programs and
the know-how to efficiently manage de-
tailed projects. Agencies that are experi-
enced in trial recruitment and are part of
a network offer pharma companies
global reach. Once considered unrealis-
tic, global clinical trials are now a reality.

Moreover, lack of
positive media cover-
age on clinical research
doeslittleto createin-
terest in new therapies.
Rather, it fuels con-
sumer skepticism
about research, the cost
of new drug develop-
ment, and the pharma
industry in general. At
atime when competi-
tion for new study vol-
unteersiskeen, that
skepticism only hin-
ders the recruitment
process.

Individuals whom



MIWI Pharma Wants You

recruitment strategies have successfully reached,
yet have never participated in clinical trials, are
likely to ask their doctors about studies. However,
moSt practicing physicians are as nasve as their pa-
tients about clinical research occurring in their
area. That isbecause very little effort has been
made to inform physicians about new therapies
under development. If both groups are uncertain
about such research, it isunlikely that those pa-
tientswill participatein trias.

Online Recruiting

Fueled by consumer interest in the internet, several
online patient recruitment companies now offer
various approaches to facilitate patient recruit-
ment and enrollment.

Some service providers strategicaly partner with
web-based hedlthcare companiesto link patients
with clinical trials. They offer education about, and
awareness of, disease states, benefits of clinical trial
participation, and investigator sitelocations. Others
offer online pre-screening as amore efficient alter-
native to telephone screening.

Although web-based recruitment offers the op-
portunity to communicate with awider patient
population, it isnot amagic bullet. If not carefully
integrated into the overall clinical trial process, it
will have the disadvantages of other forms of mass
advertising, such as geographic limitationsN no in-
vestigator Sites
nearbyN and large
numbers of in€ligible
study volunteers. And
consumers Who receive
information over the
internet have one
major concern Similar
to those of direct mail
recipients. Has their
medica information
been accessed in order
to reach them?

Companies that in-
clude web-based re-
Cruitment as part of an
integrated system can
apply technology to
monitor the progress
of trial volunteers i
through the entire re-
Cruitment procCess.
Capturing study met-
ricsin real time lever-
ages critical recruit-
ment information and
allows companies to

Source: Iris Global Clinical Solutions

1.) Call Center Information:
The call center records all information
from the initial pre-screen and transmits
it to a central database each day.
e Patient demographics
Inclusion/exclusion data
Medical history
Nearest clinical site
Disqualification data

"Manual" Data Capture:
For the sites that are unable to use the
web forms, staff requests the patient

information by phone or fax form: o
Patient visit dates

Inclusion/exclusion data
Randomization data
Follow-up status
Withdrawal data

quickly make necessary changes in strategy or
media expenditures.

A New Market

Although relatively new, the market for patient re-
cruitment has become alarge and profitable busi-
ness engaging many vendors with different ser-
vices. (See morgasbord of ServicesOpage 84.) Yet
all claim to offer solutions for expediting clinical
trials.

Although many of those services may be of great
value to pharma companies, they are often applied
asan afterthought when astudy isin trouble. In
fact, the mgjority of clinical trials are underway be-
fore pharma companies turn to service providersfor
recruitment strategies. Pharma companies often
keep some recruitment Servicesin-housg, or rely on
clinicd sites, to conserve marketing dollars. When
they initiate severa programs from various fronts,
synergy in recruitment disappears, asdo effortsto
expedite clinicd studies.

Unless pharma companies can overcome the
strategic, economic, and manageria roadblocks to
effective patient recruitment, they will continue to
build, buy, and try disparate versions of recruit-
ment and enrollment. Fragmentation limits their
value.

Most recruitment agencies are advertising-cen-
tric; that is, they recruit patient volunteers mainly

TRACKING PATIENT INFORMATION

Companies can use a “hybrid” system to collect patient information at each touch-point
of the study to insure that they capture all available data.

2.) Electronic (WEB) Forms:
The clinical sites record
information from patient visits
using web forms:
o Patient visit dates

¢ Inclusion/exclusion data
e Randomization data

¢ Follow-up status

e Withdrawal data

4.) "End-to-end" Data Capture:
Every prospective patient is tracked
from the first phone call to the last visit:
Patient disqualified at pre-screen
Patients disqualified at site screens
Patients lost to follow-up
Patients withdrawing from study
Randomized patients through last
close-out visit
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The more time people spend online, the less time they have for mass media.

% of internet users
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through print and broadcast advertising. Many
have done so successfully. But because the advertis-
ing-centric model no longer reaches 21st century
consumers, anew class of service providers has en-
tered the fray, offering an integrated approach to
recruitment. Such service providers have demon-
strated that integrated solutionsto clinical trials
not only accelerate the process but that they also
increase its efficiency. They offer astrategic ap-
proach, partnering with pharma companies during

tria protocol development rather than waiting for
the implementation stage.

Such companies have taken recruitment promo-
tion to anew level by establishing asystem that
connects various recruitment strategies and mea-
sures the strategiesOeffectiveness from beginning to
end. (See Oracking Patient Information.Q) Metrics
that capture patient recruitment data allow
pharma companies to predict the recruitment
strategy® true return on investment. (See (Predict-
ing ROIO

Another key differentiator
of the new breed of agencies
isthe ability to manage the
complex relationships among
the pharma company, study

70 65% Sites, and patient volunteers.
60 56% Innovative service providers
employ a communication
50 43%
39% system that alowsall groups
40 o 31% to quickly review, transfer,
30 7 - and discuss recruitment and
20 13% enrollment datarather than
10 wait several weeks to mea-
0 ‘ sure recruitment and enroll-

1 to 5 hours
Time spent using internet (hours/week)

Less than 1 hour

—d— % of internet users reporting less time watching TV
% of internet users reporting less time reading newspapers

Source: Stanford Institute for the Quantitative Study of Society (SIQSS)

TRACKING REFERRALS

By collecting patient appointment information, sponsors can monitor how well

trial sites follow through with potential study recruits.

Number of Days

Sites with unusually long time periods between the dates of referral and the

initial appointment are identified and offered assistance.

510 10 hours  More than 10 hours

N

ment stages. (See Oracking
Referras))

Regardless of which agen-
cies pharma companies work
with, the primary measure of
success is quantifiable results.
Agencies that can provide
datato keep study volunteers
and sites on track, measure
theresultsfor future plan-
ning, and manage the com-
plex relationship between the
various groups give pharma
companies their money®
worth.
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Tomorrow’s Battles

Most pharma companies

struggling to bring new drugs

to market agree that patient
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Average number of days between referral and first appointment

Source: Iris Global Clinical Solutions

recruitment is the bottleneck
in the clinical development
process. As the number of
compoundsin theR&D

Sited pipelineincreases, pharma

companieswill continue to

experience delays. Breaking

the cyclerequiresbuilding a
@D crapnic comprehensive system de-

signed to:
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e decrease thereliance on investigator Sites to in-
dependently manage companiesQrecruitment
strategies

e provide the training, tools, and support that
sitesneed to increase their recruitment and en-
rollment efficiencies

e monitor sitesprogress from the first point of
contact to the last patient visit

e leverage information to make cost-effective and
rapid changesin recruitment plan and site per-
formance.

That system takesinto account the limited pa-
tient pool and the methods needed to reach a
greater number of study volunteers. An integrated
patient recruitment System inCorporates
e awareness activities that educate and inform

skeptical consumers about the benefits of clini-

cal trials

e onlineinitiatives to reach technologically con-

nected, media-isolated consumers.

e tacticsto inform practicing physicians about
new therapies that may benefit their patients.
Although pharma companies continue to seek

ways to improve patient recruitment, they spend
too much time on disparate and inefficient recruit-
ment tactics. Those tactics may achieve short-term
gods, but they fall to accelerate the rate of drug de-
velopment.

An integrated system that combines marketing
strategies with the recruitment and enrollment
process may help improve the inefficiencies that
pervade R&D. Pharma companies can develop
internal systems, aslong as they ensure that syn-
ergy occurs among al aspects of the trial process.
Or pharma companies can turn to agencies with
systems in place that will help move products to
market faster. Those that do so stand to reap the
bengefits that much sooner. I
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