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inding appropriate study subjects is still one of the biggest
stumbling blocks for timely and efficient drug development. 
Recruiting patients for multinational trials can be even more

daunting, since global trials add to the
complexity. While experts say some issues are
no longer an obstacle — such as technology
infrastructure or finding trained investigators
in many regions — multinational studies still
present a challenge.
A Cutting Edge Information study, Clinical

Outsourcing Strategy, reports that patient
enrollment is often underfunded and under-
resourced. And according to Cutting Edge’s
Streamlining Clinical Trials study, patient
recruitment accounts for about 23%
of the total clinical development
timeline and is continuing to increase.
Matt Kibby, director of global

operations at BBK Worldwide, says
patient recruitment has a wide-rang-
ing impact on clinical development.
“Patient requirement permeates

every part of a trial,” he says. “That
means factors such as feasibility,
country selection, and site selection
are all enormously important and
have to be considered so that down-
stream patient recruitment is less of
an issue. By managing these parts of
the process, the possible number of road-
blocks can be reduced when it comes
time for physicians to communicate the
opportunity to patients and caregivers.”
Conducting trials globally, he says,

means that developers also have to opera-
tionalize processes across many countries. 
“Global trials require communicating

and coordinating with a lot of individuals,” Mr. Kibby says. “For exam-
ple, contracts need to be set up within the parameters of the legal frame-
work of many different countries and the regulatory systems of many
countries need to be understood. Patients cannot be enrolled if site readi-
ness is a major bottleneck.”
Another challenge, according to Ran Frenkel, R.Ph., CEO of Pharma

Focus Israel, is fully understanding the hidden and unhidden incentives
of both patients and the investigators to participate in the trial. 
“The incentives might be significantly different not only between

countries but also within a country,” he says.
Elizabeth Moench, president and founder of MediciGlobal, points out

that understanding the different regulatory systems is vitally important
when developing a multinational patient recruitment plan. 
“While it might be less expensive to do clinical research in some

countries, regulatory delays can offset the savings,” she says. “Addition-
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The complexity of multinational clinical trials means that for sponsors to be successful, 

patient recruitment has to begin earlier in the development cycle and include a 

commitment to meeting the local needs of patients and investigators. 
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Attendees at the Quest for
Consensus meeting recommend-
ed that companies develop bud-
gets to support the patient-
recruitment function early in the
planning process to avoid costly
rescue missions. They also recommended
employing patient recruitment monitors to
assist study sites, which would relieve tradi-
tional clinical research associates (CRAs) of
this responsibility. These monitors would
serve to engage and educate study site staff
and help them take full advantage of patient
recruitment resources. 
The group also noted that sponsors should

incorporate strong educational recruitment

program discussions into the traditional inves-
tigator/coordinator meetings, as well as hold
meetings dedicated to patient recruitment and
conduct face-to-face study site assessments. In
addition, the group proposed the development
of an industry-sponsored, shared database
where all sponsors could access information
about the past performance of study sites. 
Mr. Kibby says more and more sponsors are

addressing the issue earlier in the process

PATIENT recruitment

While the world may be getting
smaller from an electronic and
communications perspective, a
local presence is important for
the successful conduct of clinical
trials.

DR. JOEL MELNICK
Cytochroma ”ally, ethics approval, in some countries, can

take a long time.”
These thoughts were echoed by 25 pharma-

ceutical clinical experts and specialty service
providers who attended the Quest for Consen-
sus: Searching for Patient Recruitment Solu-
tions meeting in March 2009, which examined
the issues involved with patient recruitment.
The group’s conclusion was that there are three
primary obstacles that impact meeting patient
recruitment goals for clinical studies: repeated
and failed behaviors by study sponsors; com-
plex and unrealistic protocols; and flawed feasi-
bility assessments of study sites. 

THE SPONSOR 

Peter DiBiaso, senior clinical operations
director at Shire Pharmaceuticals, agrees that
sponsors are responsible for some of the major
challenges in recruiting and retaining patients
for global studies.
“Within the industry, there’s been so much

focus and pressure on reducing development
timelines and optimizing study efficiencies
that study and protocol feasibilities are often
limited,” he says. “This scenario then leads to
required amendments and additional delays,
which, at the end of the day, slows down
recruitment and decreases site motivation.”

Very often, patient recruitment
 campaigns fail because no one asks
the patient what it will take for him or
her to participate in the study.
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Some of the biggest barriers to
 recruitment are the operational
 challenges that impact sponsors’
 abilities to start studies and initiate sites,
such as delayed ethics or  regulatory
approvals due to the review of novel
therapies and complex study designs. 
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because they are starting to understand the
importance of planning for recruitment fur-
ther upstream. 
“The benefit of early planning is that it

allows for contingency plans; creating and
deploying tactics after problems occur is much
more difficult and time-consuming,” he says.
“Sponsors have to understand on a country-by-
country basis what the opportunities are, as
well as what motivates patients and physicians
to participate in the study.” 

THE PROTOCOL 

Experts agree that patient recruitment has to
be a critical component of a protocol’s design.
Ubavka DeNoble, M.D., senior VP, global pro-
ject management, at i3 Research, says however
that restrictive inclusion criteria eliminate about
30% of available patients for studies. 
“Inclusion/exclusion criteria can drastically

narrow the population qualified to participate
in the clinical study,” she says. “On the other
hand, a good design and examination of the tra-
ditional inclusion/exclusion criteria early on can
expand the patient pool and help enrollment.”
To overcome this barrier, The Quest for

Consensus experts suggested that sponsors
conduct strategic planning earlier to assess
whether current resources match the needs of
the study based on a protocol’s timelines,
which could help ensure that the actual imple-
mentation timelines are realistic. 

PATIENT recruitment

The group also suggested that sponsors
conduct simulations of the actual operations
against the protocol at the study site among
key opinion leaders and investigators. Coordi-
nators also can serve as test cases to help ensure
that the required study procedures can be per-
formed at those sites. These steps would help
avoid unrealistic procedure scheduling and
timeframes as well as study site resource issues.

THE SITE 

Because even the most extensive databases
can experience recruitment challenges, Rober-
ta Duncan, global service head, site start-up
management, at Kendle, says it’s important to
have a plan for success at each site. This should
include a strategy for timely activation; know-
ing the access points to patients at the site
through its patient database or clinical com-
munity; and a mechanism to reach patients
within the community. 
“Web-based tools can assess site level recruit-

ment strategies, establish and measure against
enrollment targets, and quickly implement
efforts to optimize recruitment,” she adds. 
Multinational trials, especially, have to take

into account the cultural differences of patients
around the world, and the best way to do that
is to have a local presence in the market where
the trials are being conducted, says Joel Mel-
nick, M.D., VP of clinical research and devel-
opment at Cytochroma.

“Whoever is conducting the study should
have a local presence,” he says. “That, in my
experience, is a good way to ensure study suc-
cess. Having a local contact for the site in case
there are any questions or problems is impor-
tant because there is less of a language or cul-
tural barrier. From a time-zone perspective,
communications can be done in almost real
time. Even though the phone and Internet are
virtual and real-time tools, there is an advan-
tage to having someone just a few miles away.”

CenterWatch recently conducted a worldwide

study among more than 250 physicians to

determine the factors that impact their 

comfort level when it comes to referring

patients for clinical trials. 

Mary Jo Lamberti, Ph.D., director of market

research at CenterWatch, analyzed the results

and found that:

� 20%of physicians don’t refer patients

into trials because they lack information

about treatments or new investigational

drugs

� 18% say there is a lack of access to trial

information

� 14% say there isn’t enough time to learn

about a particular trial

� 12% say they are unsure where to refer

patients

� 8%believe trials are not appropriate for

their practice

Of those who participated in the

 CenterWatch survey, 42% said more specific

information about trials would increase their

level of  comfort when it comes to referring

patients for trials. Additional analysis revealed

that the No. 1  reason physicians participate in

clinical reach is to gain experience.

� 41% say trials provide interesting/good

experience

� 25% say they want to contribute to

 science/research

� 12% are involved because of improved

patient care

� 7% believe clinical trials offer professional
development

� 5% are involved for the financial benefits
� 5%work at a research center

Source: CenterWatch. For more information, 
visit centerwatch.com.

PHYSICIAN REFERRAL STUDY

Technologies are available that
can identify the right countries
with the right patients who meet
the correct disease profile and
match them with the right clinical
investigators to conduct the trial.
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It’s not just the rules and regulations that
determine a global strategy, but more
importantly, it’s the protocol within the
regional setting that defines a unique
program that delivers results. 
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PATIENT recruitment

Part of the education process
requires raising awareness around cul-
tural variations and the country-by-
country regulations, says Rick Mal-
colm, CEO of Acurian.
“We would all like to find a simple

solution that applies uniformly across
the continuum to all parties,” he says.
“But I don’t think this is a realistic

expectation.”
Mr. Malcolm says having metrics to assess

patient recruitment at the site level is an
important best practice. 
“There is still a lot to be done to make

patient recruitment a more metric-driven pro-
cess, like much of the rest of clinical research,”
he says. “A lot of time, energy, and money have
been spent to build tracking systems that
report what tactics deliver in terms of response,
account for the number of patients who com-
plete physician visits, log in signed informed
consent forms, and so on, all of which can ulti-
mately help make an ROI determination.” �

PharmaVOICE welcomes comments about this

article. E-mail us at feedback@pharmavoice.com.

Ms. Moench says it’s also critical to involve
the study site in the development of plans and
materials for patient recruitment.
“Sites should have input into their own

recruitment plans,” she says. “Sponsors and
their patient recruitment partners should give
them realistic scenarios as part of recruitment
preparation to get them thinking about how
to approach the patient for recruitment. Spon-
sors can’t wait until the study goes into rescue
mode; they have to proactively engage sites in
the recruitment process.”
Part of the site plan should include a train-

ing component on how to communicate with
patients, Ms. Moench says.
“Often, investigators haven’t thought

through in a systematic way what they need to
tell patients about a study,” she says. “They
need assistance in the communications process.
All too often there is an assumption that doc-
tors or nurses know how to explain a study
because of their medical background.”
Gaynor Anders, VP, global operations, at

MMG, agrees that training is an important
component for study success.
“Materials alone are not going to lead to the

success of a study,” Ms. Anders says. “Without
buy-in, ongoing communications, and effec-
tive training of key stakeholders — sites,
CRAs, country study managers — it is unlike-
ly that an ROI can be maximized. Working
with sites once they are up and running and
having a flexible program allows for a proac-
tive response to unforeseen challenges.”
When it comes to developing a global pro-

gram, Mr. DiBiaso contends that a one-size-
fits-all approach to recruitment isn’t as effi-
cient as one might think.
“It’s a bit of a cliché, but customizing the

approach by market is important,” he says. “For
efficiency’s sake, there is a desire to establish a
core program that crosses multiple regions, but
often the strategy adopted for one region has
little benefit in other countries. A customized

approach can require multiple vendors, increase
overall study costs, and lead to a significant
demand in additional start-up resources, but at
the end of the day, it will pay dividends down-
stream in terms of overall success.”
Dr. DeNoble says because there is still a

lack of awareness about clinical trials in some
parts of the world, there is a need to educate
the medical community. 
“Education is important, especially in light

of the fact that the industry is trying to acceler-
ate patient enrollment in Eastern Europe, Latin
America, Asia, China, and India,” she says.

In the past, one of the drivers for
recruiting patients outside of the
United States was cost. Now, it is
access to patients.

RICK MALCOLM
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To access a FREE Podcast featuring Rick Malcolm 
from Acurian, go to  pharmavoice.com/podcasts.
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DIGITAL EDITION — BONUS CONTENT

PATIENT recruitment

new advocacy group, The Patient Recruit-
ment Organization (PRO) Steering
Committee, was formed in April 2009

to represent the international patient recruitment
and retention industry. The committee’s goal is to
identify and address ongoing issues to help
strengthen this niche industry. 
The committee identified five areas of interest

for advancing the patient recruitment and retention
industry, namely: whether to form a professional
trade organization; risk sharing; identifying indus-
try trends; expanding globally; and improving how
patient recruitment organizations work with stake-
holders, including pharmaceutical and biotechnolo-
gy companies, contract research organizations, and
clinical trial sites. 
PRO will identify and address issues and trends

that impact the day-to-day operations of member
organizations and help promote unified standards of
practice in the patient recruitment and retention
field. Current goals include:

� Strengthening relationships and fostering

 understanding among members as a way to

increase their reputation within the wider pharma

industry, including pharmaceutical and biotech

companies, clinical research organizations, ethical

review boards, and clinical trial sites.

� Codifying practice standards to ensure industry pro-

fessionalism.

� Seeking alliances with organizations committed to

promoting patient volunteerism in clinical trials,

such as CISCRP, a nonprofit organization focused on

educating and informing the public about clinical

research participation.

� Identifying industry trends to develop a unified plan

of action.

� Exploring opportunities for economic improvement.

� Investigating the implications of global expansion

on recruitment methodology.

� Examining the impact of new media on patient

recruitment and retention strategies.

� Building a business imperative for patient

 recruitment and retention.

The PRO Steering Committee’s next steps
include broadening participation in the committee
to other patient recruitment organizations and
developing a position paper summarizing its strate-
gies. 
The group will hold monthly teleconferences

and reconvene in person within 12 months. �

Source: The Patient Recruitment Organization (PRO). For more
 information, visit patient-recruitment-organization.org.

New Patient Recruitment Organization is Formed

A 10 COST-SAVING STRATEGIES FOR PATIENT RECRUITMENT AND RETENTION
1.  Avoid watchful waiting. Be proactive in
launching a patient recruitment-retention

plan. Companies may not realize it, but they

will save more money in the long run by

proactively implementing patient

 recruitment-retention programs rather than

taking a watch-and-wait approach to see

what happens. Chancing fate with a high

probability of a stud  a gtsit ptttalensgwitlratts rm ptncpft
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