
Clinical trial legal experts discuss
lessons learned from mock trials
Be diligent with informed consent process

Clinical trial sites and research professionals should be cautious and
learn from their peers’ mistakes to prevent clinical research (CR) lit-

igation, experts say.
Although CR litigation remains fairly infrequent, there have been

high-profile problems in the past decade that raise questions of whether
trial sites are doing all they can to improve informed consent and
reduce risks.

This is part of the reason many research professionals have attended 
a clinical research mock trial over the past decade. The mock trial is held
at the Horsham, PA-based Drug Information Association’s (DIA’s)
annual meeting.

“We put on a fictional trial at DIA where we demonstrate some of the
issues presented or alleged by plaintiffs,” says Mark C. Hegarty, JD, a
partner and attorney with Shook, Hardy & Bacon of Kansas City, MO.
Hegarty was the chairperson of the most recent DIA mock trial. His
practice focuses on defending companies in pharmaceutical and medi-
cal device product liability cases.

“The audience can then see how a plaintiff’s lawyer might interpret
what went on at a clinical trial to their advantage,” Hegarty says.

Some of the mock trials have been based on real cases, and many
include lessons such as how anyone involved in research can be
dragged into litigation.

“A plaintiff’s lawyer names everyone in the process before determin-
ing if there’s liability or not,” says John Isidor, JD, chief executive offi-
cer of Schulman Associates IRB in Cincinnati, OH, and editorial
advisory board member of Clinical Trials Administrator. Isidor has also
participated in the DIA mock trials, portraying a judge. Isidor and
Hegarty plan to continue their roles in a mock trial planned for the 44th
DIA Annual Meeting, June 22-26, 2008, in Boston, MA. Before heading
an independent IRB, Isidor was a trial lawyer for 14 years.

Also, CR litigation might occur even when those involved in the
research are convinced that nothing they did in the study resulted in a
subject’s injury or death.
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“When we’re dealing with research, occasion-
ally people are going to get sick and have serious
adverse events in clinical trials,” Isidor says.
“That’s part of the research process — not every-
one is going to have a good result in a trial.”

In some cases, litigation has proceeded even
when the FDA conducted an investigation deter-
mining that the clinical trial had nothing to do
with the subject’s death, Isidor notes.

With the help of the Internet, it’s become a lit-
tle easier for CR participants to find lawyers who
specialize in suing CR sponsors, investigators,
and research teams, Hegarty notes.

“You can do a search on Google and type in
‘clinical trial lawsuit,’ and there will be lawyer
advertisements coming up,” Hegarty says. “The
Internet is certainly a source of information for
people looking to inquire about these sorts of
things.”

Failure to warn and standard of care
Some industry experts say there has been a rise

in CR litigation, but it’s probably most accurate to
say that researchers and sponsors are being sued
and will continue to be sued in the future, he says.

“For the most part the lawsuits are brought
against sponsors, investigators, and even IRBs,”
Hegarty says.

“The claims against sponsors have been pri-
marily claims about failure to warn,” he adds.
“The claims against investigators and IRBs have
included primarily failure to provide adequate
informed consent.”

Physician investigators might also have a claim
about failure to meet the standard of medical care.

Medical malpractice cases often are grouped
together with research litigation, but they can be
brought separately, Hegarty says.

“A common allegation is that the investigator
failed to provide proper care to the patient,” he
adds. “The particular focus is often on whether
the investigator strictly followed the protocol
and/or if the risks associated with participating
in the study were adequately conveyed to the
patient.”

Cases often hinge on a determination of the
duties owed to the patient, which is the care
owed to the patient and the party responsible for
providing the care, Hegarty says.

On a positive note, there hasn’t been a rash of
lawsuits involving research sites because the
informed consent process and patient care are
typically adequate, Hegarty notes.

“But there are certainly people out there who
would contend otherwise,” he adds.

SOPs, documentation, and follow-up
Although bad luck can play a role in determin-

ing which investigators end up in court and
which don’t, there also are some simple policies
and procedures that CR sites can follow to reduce
their legal risk.

“Sites need to be very careful in conducting the
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informed consent process,” Isidor says. “Research
personnel need to make sure the subject has con-
sented and that he understood the document.”

Likewise, CR sites should be diligent when
screening and enrolling subjects by making 
certain that subjects are screened carefully in
accordance with the protocol inclusion and exclu-
sion criteria, Isidor says.

“I’ve seen a couple of cases where a plaintiff
might not have had a good case, but people were
in such a hurry or were sloppy when determining
whether a subject was qualified for the trial that
they enrolled someone who was not eligible,”
Isidor explains.

Sponsors should follow-up on the adverse
event profile as trials proceed, he suggests.

“They should look for any trends that may
require either modification of a consent docu-
ment or possibly re-looking at the value of a
trial,” Isidor says. “Sponsors need to effectively
monitor the site to make sure the proper people
are being enrolled in the trial and that the trial is
being properly conducted by the investigator and
the investigator’s support personnel.”

Since even IRBs can be sued, IRB members and
staff also need to be careful.

“IRBs need to make sure they have the proper
expertise on their boards and make sure the
proper initial review and continuing reviews are
done,” Isidor says. “They should have solid stan-
dard operating procedures [SOPs] and make sure
their decisions and the way they document those
decisions are in compliance with their SOPs.”

Schulman Associates IRB has internal checks
and balances, including self-audits, he adds.

Research sites also should have internal audits.

Recruitment and appropriate incentives
Although this isn’t a common area of CR liti-

gation, research sites need to make certain that 
all recruitment incentives are documented and
disclosed.

“One thing I would be concerned about is if
there were undisclosed monetary incentives to
physicians regarding recruitment and enrollment
of subjects for clinical trials,” Isidor says. “If
there’s a dispute about the consent process or
whether someone is properly enrolled in a trial,
then it could get complicated if there are mone-
tary incentives to investigators which are not 
disclosed to subjects through the informed con-
sent form.”

Problems might occur if sponsors offer investi-
gators significant enrollment incentives that are

beyond what is listed in the clinical trial agree-
ment and which are above what both parties had
agreed was fair compensation for conducting the
trial, he explains.

If enrollment is slow and sponsors and clinical
research organizations (CROs) decide to provide
additional incentives, then they should arrive at a
fair market value that is documented in the
revised clinical trial agreement, Isidor says.

Research professionals should keep in mind
that all of their activities must be both legal and
pass the smell test, he notes.

“If you had an injured subject, and there was a
significant undisclosed incentive payment by the
CRO and/or sponsor to the investigator to target
that person for participation in the trial, then it
would be difficult to show that the informed con-
sent process was unbiased and appropriate,”
Isidor says. “It doesn’t pass the smell test, and the
smell test in litigation can be quite important at
times.”

A plaintiff’s attorney would be quick to argue
in court that the undisclosed incentives would
significantly compromise the neutrality of the
investigator and therefore would invalidate the
subject’s informed consent, he says.

“Most potential subjects will ask the study
coordinator and/or investigator if the study is a
good idea for them,” Isidor explains. “They’re
greatly influenced by the coordinator’s response
because people invest a lot of trust in their health
care professionals.”

Oversight of informed consent and documen-
tation also is important.

“Make sure all protocol-required testing proce-
dures and questionnaires and documentation are
done to properly assess the potential subjects’
qualifications,” he says. “And sites should main-
tain a proper level of oversight throughout the
trial.”

Attendees to the mock trials also have learned,
often to their surprise, how research staff’s e-
mails, notes, patient charts, and other notes can
be used by a plaintiff’s attorney to reinforce a
case, Isidor says.

“If an investigator sends a poorly thought-out
e-mail in a flippant manner and you have an
injured party in the clinical trial, then that thing
that was flippantly said never goes away,” Isidor
says. “It can come back to haunt you.”

It’s a lesson research professionals should take
home: “You need to be diligent in the research
process by recording information in a thoughtful,
accurate, and clear manner,” Isidor says.  ■
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When recruiting women,
targeted methods work best
Recruitment expert offers these strategies

Clinical trial investigators and sites increas-
ingly may need to rely on recruitment

experts in coming years as community-based
research increases and the industry evolves.

“In a certain sense, clinical trial recruiters have
the ability to make or break a product because
[poor recruitment] can hold up a study and keep
a product from being developed,” says Jennifer
Higgins, PhD, a research associate/recruitment
specialist at Springfield Neurology Associates in
Springfield, MA.

By focusing on improving recruitment strate-
gies and training, Springfield Neurology Associ-
ates has had success with meeting and exceeding
recruitment goals, Higgins says.

“We work hard at recruitment, and any trial
center that works hard and puts more of its focus
on the grassroots level will have more success,”
Higgins notes.

“The efficiency and effectiveness of the process
of recruitment is enhanced by training,” Higgins
says. “What I observed is that people are often
running in different directions and wasting a
good amount of time that if they were focused or
had better training they wouldn’t waste.”

The clinical research (CR) industry will need to
focus on recruitment training or face the conse-
quences of longer drug development pipelines
and continuing to under-enroll women and the
elderly.

Outcomes data needed 
Recruitment is its own arts and science, requir-

ing outcomes data on strategies that work best
with specific demographic groups and with
patients who have various diseases, Higgins says.

“You need to know what is a good incentive
for recruitment and how to recruit and give
informed consent without dissuading people
from participating,” she explains. “We walk a fine
line between being up front about the side effects
and also meeting the bottom line of the corporate
sponsors.”

Research staff that are trained in volunteer
recruitment develop better relationships with
participants and consumers because of their
knowledge of where to find people willing to

enroll in trials.
“They have the ability to bring together a dis-

parate stream of knowledge and activity that is
helpful and could move the industry forward
more expediently than before,” Higgins says.
“Recruiters can develop proposals that could be
floated with sponsors.”

It takes training, recruitment research or per-
formance improvement projects, and experience
to develop efficient recruitment strategies. As an
example of how to improve one’s recruitment
techniques, Higgins offers these suggestions for
how to increase enrollment of women in a clinical
trial:

• Target areas where women congregate.
There are housing sites and geographical areas
where there are greater numbers of women than
men, Higgins says.

“I do a lot of work with older women, and we
also look at lifestyle issues,” she explains.

For example, Higgins sometimes targets areas
and venues that attract lesbians to find women to
enroll in trials.

An added benefit is that lesbians tend to have
poor preventive health and have greater access to
other women and support networks, Higgins says.

“So they’ll have more chronic health problems,
needing the extra [medical] help, and they may
be more amenable to being recruited,” Higgins
says.

• Recruit at women’s organizational events.
“I target community events like women’s golf
tournaments, church organizations, retired
teacher events, caregiver support groups, and
beauty pageants and fashion shows,” Higgins
says.

When Higgins meets with women at these
venues, they’ll often say that a particular clinical
trial would be good for their neighbor, aunt, or
daughter, she notes.

“Women are always cued in to how they can
help one another,” Higgins says.

• Gear recruitment to disease-specific venues.
Some diseases impact women more than men,
and so recruitment efforts could take that into
consideration. For example, if a clinical trial is for
a treatment of multiple sclerosis (MS), then it’d be
a good strategy to visit a community walk for MS
awareness, Higgins suggests.

“While I’m there I’d make a concerted effort to
target the women who are there,” Higgins says.
“It’s helpful to use social marketing.”

Likewise, CR recruiters might attend disease-
specific events like fundraisers for breast cancer
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or other diseases where minority women might
be found, as well.

Black women, rural women, and other minori-
ties also are underrepresented in clinical trials,
Higgins notes.

Rural women, for example, tend to be more
trusting of studies than women in general, and so
if the transportation hurdle can be handled, these
women might be more likely to participate in
clinical research, Higgins says.

“Rural women also may tend to have less
health care options and be under- or uninsured,”
Higgins adds.

Higgins will attend the support groups for a
disease for which she’s recruiting.

She lets the support group attendees know
who she is, and she offers to provide them with
resources and disease information if they have
any questions.

“I send out electronic announcements to these
group leaders and their members,” Higgins says.
“I also offer to do presentations on caregiver
stress and burnout and women’s health issues.”

By offering free presentations, Higgins gains
greater access to people at all levels in the com-
munity, including business leaders, she notes.

• Use an atypical advertising campaign. “I
start out with advertising in ways people haven’t
thought of before with women,” Higgins says.

“I put posters on web sites for employee assis-
tance programs,” she says.

Higgins also advertises in locations that feature
information for adults who are caregivers for
their parents. Some of these messages are listed
on university staff web sites.

“Another atypical ad I send out is a trial
announcement to beauty parlors, dermatology
practices, and attorneys that specialize in lesbian
and gay rights,” Higgins says.

Higgins has put advertisements in pageant and
fashion show booklets, as well.

“I also attend meetings for women business
and veterans associations and put fliers in public
schools where there are teachers who may partic-
ipate or have knowledge of people who would
participate in trials,” Higgins adds.

Likewise, she attends churches and senior cen-
ters and sends these organizations mailings and
newsletters.

“I submit articles that could be published in
any of these outlets about the diseases we’re
studying, and I keep up our visibility,” Higgins
says. “I also capitalize on my own involvement in
my church and organizations.”  ■

Recognition, appreciation,
communication key 
to informed consent
Engage volunteers as partners in process

The informed consent process is more challeng-
ing because of the public’s lack of under-

standing and trust of research.
This leads to poor morale among clinical

research (CR) professionals and impedes trial
recruitment. But this cycle can be broken by CR
coordinators and investigators who learn to
improve their own communication skills, an
expert says.

“Most professionals have noticed that the pub-
lic has so little understanding of the clinical
research enterprise, and the little they do know
reflects a level of distrust and a lack of rudimen-
tary facts and information,” says Ken Getz,
MBA, MS, a senior research fellow at the Tufts
Center for the Study of Drug Development at
Tufts University in Boston, MA. Getz also is the
chair of The Center for Information and Study on
Clinical Research Participation, a nonprofit group
that educates the public and develops outreach
initiatives.

“What this has translated into is increasing dif-
ficulty in recruiting volunteers in studies, and
this affects morale because the people they inter-
act with don’t have a basic appreciation of the
importance of research in advancing public
health,” Getz says. 

“Right now the only time people typically
learn about a clinical trial is when they sit in an
informed consent meeting,” Getz says. “It’s a sad
state of affairs that people don’t know about clini-
cal research.”

Research professionals are so close to the
research enterprise that they have forgotten how
to communicate with and educate the public,
Getz says.

To reverse this trend, according to Getz, CR
coordinators and investigators need to focus on
recognition, appreciation, and communication.1

Participation is a gift
“It starts with recognition and appreciation,”

Getz explains. “It has to be explained on a very
personal level, and by that I mean the gift of par-
ticipation has to be perceived as a gift that matters
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to me personally.”
CR professionals need to convey to each volun-

teer that they are grateful for the volunteer’s gift
of time and participation because this gift bene-
fits the CR industry, public health, and society.

“Every medicine I take and every therapy that
has helped me or a loved one has come about
because of thousands of people giving the gift of
volunteering in clinical trials,” Getz says.

Education is next, but it has to be communi-
cated to potential research participants before they
actually participate in a clinical trial, Getz says.

“Education should take place before people
find themselves in that window of time where
they’re desperate to find a treatment alternative,
which is where 90% of volunteers come from
today,” Getz says.

Too often CR volunteers decide to participate
in a research trial at a time when they’re very sick
and not well equipped to be educated about how
a trial works, he notes.

So CR education should start on a public level,
engaging people who are not volunteers yet, but
might one day decide to participate in a study.

“They need to be informed about clinical
research and think about their health care
options,” Getz adds. “Once you have persuaded
the individual to recognize and appreciate what
volunteerism has done for them personally, the
next step is to arm them with facts and informa-
tion to help them construct an educated viewed
of clinical research.”

Since this type of public education is not rou-
tinely done by CR sites, institutions, and the
research industry, the public’s only knowledge
and information about clinical research comes
from the media and popular culture, he says.

The key to improving communication and
education about clinical research is to reach out to
people before they need a research therapy.

Anticipate participants’ questions
CR sites could provide potential study volun-

teers with information about questions they
might ask an investigator and CR coordinator.
Questions might include the following:

• What is the phase of the research study, and
what does that mean?

• How many people will participate in the
study?

• What is the purpose of the trial?
• What is expected of me?
• What kind of procedures will be performed?
• What other kinds of treatment for my condi-

tion are available if I’m not interested in the
investigational drug?

• What can you tell me about the company
sponsoring this drug?

• What if I receive the treatment and there’s an
adverse event? Who will pay for my follow-up
care?

• What do I need to do to inform my insurance
provider?

• Will my information be shared with other
people?

• Will my identity be disclosed?

Communicate potential risk
CR sites also need to improve the way they

communicate risks to trial participants.
“This is one of the hardest areas to communi-

cate in the informed consent form,” Getz says.
“While the informed consent form that the

patient reads is very explicit, the research profes-
sional typically is somewhat uncomfortable han-
dling this issue,” Getz says. “The research
professional might say that the patient can drop
out of the trial at any time, but he usually is not
comfortable discussing the risks, and the patient
doesn’t ask enough questions.”

One way CR professionals could improve their
ability to communicate risk information is by tak-
ing some standard questions on the topic and
writing down answers that can be practiced
before they sit down with potential participants.

For instance, they could pull together some
statements about how the CR site will mitigate
risks and what regulations, reforms, policies, and
procedures are in place to improve CR safety.

Also, CR sites could let participants know
about any unexpected adverse events that crop
up, Getz says.

“Research centers that are most committed to
volunteers will put in place mechanisms to
remind volunteers of fully disclosed information
on the risk profile as it changes and evolves,”
Getz explains. “They’ll answer and anticipate cer-
tain questions, even if patients don’t ask them.”

Also, some CR sites will create a mechanism in
which they can revisit the trial’s risk profile and
review it with volunteers if it’s changed, Getz adds.

This type of practice keeps within the spirit of
federal research ethics regulations, and it contin-
ues the informed consent process.

Follow-up after trial completion
Communication about clinical research and a

particular trial should continue even after the
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study has ended.
“That’s an area that is in dire need of atten-

tion,” Getz says. “There is little to no follow-up
after the volunteer has completed a trial.”

In one study conducted by the Tufts Center for
the Study of Drug Development, more than 80%
of volunteers said that after the trial was over
they never heard from the research center again,
Getz says.

Close to 90% of the people who responded said
they would volunteer for clinical research again if
the trial were appropriate and if they were asked,
Getz says.

“Most people have a positive experience with
research,” Getz says. “The message here is that
these are important ambassadors, and people
need to stay in touch with them if at all possible.”

The study volunteers want to know that their
participation in research has mattered, and post-
study communication is a way to keep volunteers
feeling positive. It may increase the chances the
participants will volunteer again or recommend
research participation to friends and family, Getz
adds.

“Those good feelings die down quickly if
there’s no contact, so this is an opportunity,” he
says.  ■
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CR teams need plan to
handle genetic results
Ethics and pragmatism intersect

Clinical research teams and investigators may
find that their traditional strategies for han-

dling incidental findings during a trial are inade-
quate in this age of genetic research.

“As we become more involved in working in
areas of the human genome, it’s more likely and
foreseeable that we’re going to be obtaining infor-
mation about our patients that go beyond the
scope of research studies,” says Lynn G.
Dressler, DrPH, assistant professor in the school

of pharmacy at the University of North Carolina
at Chapel Hill.

This is a new era for researchers, Dressler says.
What do clinical trial teams do if they receive

incidental information that they think might be
useful clinically, but there is nothing definite
about how to handle the findings? she asks.

“What kind of processes do we need to think
about when we come across this kind of informa-
tion in a research study?” Dressler asks.

For example, there is one genetic variation
recently discovered that could have two different
medical implications: One mutation might mean
a person is prone to heart disease, and another
mutation could mean the person might be sus-
ceptible to Alzheimer’s disease, Dressler explains.

“There is an association between the genetic
variation and the development of Alzheimer’s
disease, but there still is a degree of uncertainty,”
she says. “It’s not a clear-cut association, and
there’s not a standard of care or standard test we
do for this finding.”

Suppose there is a clinical research study being
conducted about heart disease, and this genetic
marker is looked at in context of that study. But
for some volunteers, investigators find the
Alzheimer’s disease marker, Dressler says.

To tell or not to tell
The question then is: Does the clinical research

team tell the participants about the findings
related to Alzheimer’s disease?

“Some of the advocacy groups I have talked
with take the position that you should disclose
any research results to a subject except when the
information is not analytically valid or clinically
validated,” Dressler says. “The National Bioethics
Advisory Committee takes the position of most
academic researchers that the research should not
be disseminated routinely to research subjects.”

When the incidental findings are not well
understood or able to be applied to the popula-
tion in general, then they should not be disclosed,
she adds.

“There needs to be some process by which we
evaluate the clinical validity and analytical valid-
ity of this information before we can say, ‘Yes,
this is important to impart to the individual,’”
Dressler says.

Those who favor disclosing information to
subjects base their opinion on the ethical princi-
pal of respect for a person, Dressler says.

“If you have information about someone, 
this information should be communicated to the
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individual so he or she can utilize it and make
lifestyle decisions or reproductive decisions about
it,” she says.

Those who disagree about disclosing informa-
tion to subjects base their opinion on the position
that research results are not intended for individ-
ual use, but are for [public] information,”
Dressler says. “Their position is: ‘We’ve done this
study, and we’re trying to make some kind of
statement that we can generalize to the public
about this genetic abnormality and gene mutation
and human response to a treatment.’”

To provide information to specific people goes
against the concept of what research is all about,
she adds.

Another factor is that research is by nature
dynamic and findings that seem relevant today
may not be as relevant tomorrow.

“The nature of research is that three or four
years down the road we’ll learn something else,
and what we initially thought is not the same as
what we know now,” Dressler says.

Going back to the Alzheimer’s disease genetic
marker example, this could mean that further
research reveals that the association discovered
earlier is invalid and doesn’t mean that an indi-
vidual is at any greater risk of developing
Alzheimer’s disease.

Since this future scenario is a possibility, is it
even ethical to disclose the genetic finding to an
individual research volunteer?

“So what level of certainty do we need to have
to say this is information we should communicate
to an individual or family?” Dressler says.
“That’s where the ethical discussion is heading.”

And this is where genetic research incidental
findings differ from radiological research and
other areas, she notes.

When a radiological scan reveals a mass, for
example, there’s a clear clinical course of action
that can be taken, including confirming the find-
ing.

But this is not at all true with genomic findings.

‘How’ just as important as ‘what’
The final ethical consideration is how to com-

municate the findings to research participants.
Even when researchers decide to give volun-

teers the results, how they do so is problematic.
Many research institutions and sponsors do

not have standard operating procedures (SOPs)
for how and when to give study subjects the final
results of a study, let alone incidental findings.

“One thing we haven’t done a good job of is

disseminating aggregate results to research sub-
jects in a language that is accessible and under-
standable,” Dressler says. “What kind of informa-
tion are people able to access on the web or else-
where about what is learned from this study?”

Some areas of research are starting to commu-
nicate study results more consistently to study
participants, but overall this remains a problem,
she notes.

“It’s not a funded part of most studies to dis-
seminate or communicate information about an
entire study by newsletter or Internet site to
study participants,” Dressler says.

Research sites, institutions, and sponsors
should develop a process for assessing what
needs to be communicated to research partici-
pants and how to do so, she suggests.

Someone needs to decide whether the assay
from the research laboratory provides valid
results that can be trusted and effectively commu-
nicated to an individual volunteer.

“What are the standards that need to be met?”
Dressler asks. “Are there different standards for
different tests, and are there some that have more
risks associated with them?”

For example, any information that might hold
clues about a person’s future reproductive health
would be considered valuable information to
share, she says.

“But if it’s information that someone might
hold in the back pocket and say, ‘Mmmm, that’s
interesting. I don’t know what I’ll do with it, but
maybe I’ll be more careful about doing regular
exercise,’ then it may not be considered as high a
priority to disclose,” Dressler says. “It’s hard to
know what threshold of evidence or certainty is
appropriate before you communicate findings
and still do no harm to the research subject.”

From the perspective of many patients, all inci-
dental findings are important.

Even if the findings involve an association for a
disease like Alzheimer’s disease for which there
is no cure, some people would say that this infor-
mation they would want, Dressler says.

So the key is for investigators and research
sites to anticipate these kinds of findings and
make policies and procedures, accordingly.

“Even if you can’t foresee some findings, then
you should at least be asking researchers to say
which incidental findings they are likely to find,
and what kind of plan they have in place to
address these,” Dressler says. “They could give
the information to a committee that reviews it 
on a case-by-case basis, or they could give the



information to an IRB.”
Finally, if there are any incidental findings to

be disclosed, the person who communicates the
information to the research volunteer should be a
professional, she notes.

“This shouldn’t just be a lab researcher who
finds the information, but someone who is an
expert in genetic counseling or another profes-
sional,” Dressler says. “Also, most people agree
that the person being told the information should
have counseling before the finding is communi-
cated to them.”

Before data collection begins, the counselor
could offer the volunteer a choice of hearing or
not hearing the incidental findings.

“Then when you call them to give them the
information, you could ask if they still want the
information,” Dressler suggests. “So it’s a matter
of being sensitive to the fact that there are rights
both to know and not know information, and
people need to know the pros and cons on either
side so they’re in the best position to say what
they want to know.”  ■

Clinical trial recruitment
materials: Study shows
what works
Picture colors, people’s clothing matter

Clinical research professionals at Summa
Health System in Akron, OH, have found

that some details on recruitment materials can
make a big difference in how potential research
participants view a clinical trial.

For example, most people who saw a photo of
a person undergoing a stress test didn’t like that
image, says Jere M. Boyer, PhD, CIM, CIP, CCRP,
director of research compliance for Summa
Health System, and faculty member and sched-
uled speaker at Clinical Trials Administrator Con-
ference: Fresh Perspectives on Fundamentals, March
9-11, 2008, in Atlanta, GA (see brochure insert).

Investigators had 185 people look at 10 differ-
ent photographs that could be used as clinical
trial recruitment materials. Participants’ impres-
sions of the materials were recorded, and their
answers were analyzed from the perspective of
their gender, age, educational level, and other
demographics.

Nearly half of the participants had completed
only high school, and about 68% of the partici-
pants were women, Boyer says.

“Initially, we were just looking at the differ-
ences between males and females,” Boyer says.
“There were a lot of data, and so we analyzed
that data for various groups.”

The 10 photos included these images:
1. A person is having his blood pressure taken.
2. A woman is in rehabilitation, and she’s

working on the arm-strengthening machine.
3. An elderly man in rehabilitation has a ball in

front of him.
4. A physician is interviewing a subject.
5. An elderly woman is in rehabilitation and is

walking down a flight of stairs with assistance
from a health care worker.

6. A health care provider is looking at someone
who is signing a consent form.

7. Someone in a wheelchair is being inter-
viewed by an informed consent professional.

8. An elderly woman is having her medications
reviewed by a health care provider.

9. A man is undergoing a heart stress test.
10. A young woman is being weighed.
“There are quite a variety of potential photos

that might be used in recruiting materials,” Boyer
notes. 

Investigators did not select them because
investigators typically do not select their own
recruitment material, Boyer says.

“We allowed media services to select the pho-
tos,” he adds. “These came from stock photos in
media services, except for two that came from a
brochure from the National Institutes of Health
that we had permission to use.”

In the first study Boyer and co-investigators
completed, it was discovered that men liked pho-
tos with gadgets, and women liked photos that
had a lot of color.

Both men and women liked photos that did
not appear posed. For instance, the fourth photo
of the physician did not look real, according to
the participants, because the physician was as
good looking as a movie star, Boyer says.

“Most people liked the lady in the eighth
photo where she is being shown her medications
because she looks enthusiastic,” he notes.

Participants also did not like seeing the backs
of people in photos, Boyer says.

“Women like people who are dressed appro-
priately,” he adds. “In the second photo, they
didn’t like the way the health care professional
was dressed.”
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The photo depicted a woman with a long shirt
that isn’t tucked in assisting a patient in physical
exercise. Although the health care professional’s
clothing might be appropriate for that particular
work, it didn’t appeal to the people reviewing it;
women particularly rated it negatively, Boyer says.

“In another picture where a young man is
helping a lady on the stairs, photo number five,
both people were dressed nicely, and people said
they liked that picture,” Boyer adds.

In the ninth photo of the stress test, some men
found it appealing, but most women disliked it,
and no one liked the 10th photo of the woman
being weighed, Boyer says.

“The question of whether a picture would turn
them off the study was asked, and they said they
wouldn’t necessarily turn them off the study if
they really wanted to be in it,” Boyer says. “But if
they were on the fence about the study, then the
photo would have an influence.”

When the participants’ likes and dislikes were
analyzed according to educational background,
researchers found that the photo of the woman
on the stairs was liked the most by people with
graduate degrees, Boyer says.

“All educational levels liked the photo of the
woman receiving medication education, except
for those with vocational backgrounds,” he says.

Customize recruiting materials 
In general, researchers found that people were

very candid about their likes and dislikes in the
recruitment material, Boyer says.

“People preferred photos depicting people
who appeared to be happy and attentive,” Boyer
says. “And the colors need to be sharp, because
they didn’t like dull pictures overall.”

Also, the study’s results suggest that clinical
trial sites might create more effective recruitment
material if they tested through a study or market-
ing focus group their own pictures and enroll-
ment items.

Any CR site that would like to duplicate this
type of research is welcome to review the study’s
methodology, Boyer says.

“Each area of the country is going to be differ-
ent,” Boyer says. “The culture of an area is differ-
ent; the ethics and morays differ from one area to
another, so you really should have this data for
yourselves.”

CR sites could advertise in a hospital for peo-
ple to sign up for the study or focus group, and
there should be some effort to find people who
are similar to the area’s population demographi-

cally, he suggests.
“Be very open to their responses and open to

which direction they’re going with their
responses,” Boyer says. “We had a set of ques-
tions, but our interviewers were allowed to elicit
other responses out these subjects.”

Investigators have used the study’s results to
improve their recruitment materials for studies
by using brighter colors and omitting photos that
elicited the most negative responses, Boyer notes.

“Researchers agree with our findings because
they make sense,” Boyer adds.  ■

Study highlights problems
with informed consent docs
Readability should be improved

Investigators too often use informed consent
documents that lack the simple language and

optimal reading level for communicating infor-
mation to potential volunteers, an expert says.

“Informed consents are submitted to IRBs, and
they’re not at the language that patients could
understand,” says Rebecca K. Schroder, ARNP,
MSN, vice chairperson of the institutional review
board at the University of Florida in Jacksonville.

“Investigators frequently use medical termi-
nology or language that would be comprehensi-
ble at a higher educational level,” Schroder says.
“This made me curious to see if as an IRB we’re
being consistent.”

So Schroder conducted a study that looked at
the readability of informed consent documents
and the IRB’s own informed consent template.1

The study found that most investigator use
language that is close to an 11th grade reading
level, according to the Flesch-Kincaid Readability
Test that’s available on Microsoft Word.1

While the Flesch-Kincaid readability tool has
flaws in the context of measuring comprehension,
it is a simple and ubiquitous tool that any investi-
gator can use to quickly scan informed consent
documents for readability, Schroder notes.

“What Flesch-Kincaid does measure is the num-
ber of letters per word and words per sentence
and sentences per paragraph,” she says. “It’s more
of a character analysis, but it is a standard.”

Schroder also studied the readability of the
informed consent documents reviewed by an
independent IRB to whom the institution sends
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its industry-sponsored studies.
“We looked at 50 of those and 50 of the docu-

ments reviewed by the local IRB, and they were
about the same grade level of readability, which
was greater than the 8th grade level,” Schroder
says.

IRB’s own template too complex
Surprisingly, the study also found that the

IRB’s own template measures at a 9th grade read-
ing level.

“We ask investigators to use language that is at
the 8th grade reading level, but we found that
our template, which we ask them to put in the
informed consent documents, doesn’t meet our
own standard,” Schroder says.

“I was actually surprised by our template find-
ings,” Schroder says. “The results were higher
than I expected.”

The least readable part of the template was the
section pertaining to HIPAA, she notes.

“When HIPAA was approved, most institu-
tions incorporated HIPAA language into their
research informed consent document,” Schroder
says. “Half of our informed consent template is
related to privacy protection.”

The other part of the template includes infor-
mation about research risks, including who is
responsible for paying for medical care related to
problems, and what it means for a drug to be
approved by the FDA, she explains.

The template has been an evolving document,
Schroder notes.

The informed consent document needs to
include legal language related to HIPAA and
other boilerplate information, but at the same
time these sections can be confusing to potential
research volunteers, she says.

“It’s for the patient’s protection to tell them
that we may be storing their protected health
information in encrypted language or on a secure
server,” Schroder says. “But on the other hand,
we may need to change the wording of that part
because a lot of our research patients will have no
idea [what this means].”

Investigators who are working to improve the
readability of their IC documents also need to

keep in mind that it’s a process, not a stack of
papers for volunteers to read.

“This study looked at IC documents, but it
doesn’t mean that the investigator isn’t speaking
to the patient in a language that he or she could
understand,” Schroder says.

Even so, investigators and IRBs need to work
at improving IC documents’ readability, because
this is what potential volunteers take home with
them to read and review, she adds.

“It truly is the investigators who need to make
sure that whatever is written in the informed con-
sent document is conveyed to patients in a way
that they can understand,” Schroder says.

Sometimes investigators will complain that if
they bring down the IC document’s readability
level then it will have the negative consequence
of making the IC document longer, she notes.

“The IC documents are 15 pages or more, so if
they bring the readability down the concern is
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■ Disclosure language 
in IC form could impact
participants’ trust

■ Protocol initiation process
is essential to successful
trials

■ Military clinical trials pose
special challenges 

■ Improve communication
between CR community 
and IRBs

COMING IN FUTURE MONTHS

CE/CME Objectives / Instructions

The CE/CME objectives for Clinical Trials
Administrator are to help physicians and 
nurses be able to:
• review pertinent regulatory mandates;
• develop practical clinical trial oversight

strategies;
• review best practices shared by facilities that

successfully conduct clinical trials.

Physicians and nurses participate in this medi-
cal education program by reading the issue, using
the provided references for further research, and
studying the questions at the end of the issue. 

Participants should select what they believe to
be the correct answers, then refer to the list of
correct answers to test their knowledge. To clarify
confusion surrounding any questions answered
incorrectly, please consult the source material. 

After completing this activity at the end of each
semester, you must complete the evaluation form
provided and return it in the reply envelope provided
to receive a letter of credit. When your evaluation is
received, a letter of credit will be mailed to you. ■



that the length of the document will be over-
whelming,” Schroder explains. “In the 8th grade
language it takes us a few more words to convey
the same thought.”

But investigators shouldn’t let this stop them
from improving readability, because the overall
document will be much simpler to understand,
she adds.

“For my next study I’d like to see what we
could do to make the IC document better,”
Schroder says. “I would also like to move into
some studies of comprehension because readabil-
ity does not equate to comprehension.”

For instance, Schroder says she would like to
conduct surveys of research participants after
they’ve signed the IC document to see what they
understood the document to have said.  ■
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5. Clinical trial litigation claims against investigators 
primarily have included which of the following?
A. Failure to warn
B. Failure to provide adequate informed consent
C. Failure to reduce risks of SAEs
D. All of the above

6. Which of the following recruitment strategies could 
improve clinical trial enrollment of women?
A. Target areas, communities, events that are 

well-represented with women, including 
lesbians.

B. Gear recruitment marketing to disease-
specific organizations and events, including 
breast cancer awareness projects.

C. Attend support groups and retired teacher 
events that often attract more women than 
men.

D. All of the above

7. A study of clinical trial recruitment photos showed 
that most people were turned off by which of the 
following?
A. Bright colors, unattractive or older people in 

pictures, gadgets 
B. Overly happy or attentive people, too 

professional-looking clothing
C. Dull colors, posed pictures, sloppy clothing, 

and people having their backs to the camera
D. All of the above

8. Which tool is a quick and easy way for investigators
to test the readability of their informed consent 
documents?
A. Gunning-Fog (reading) index
B. Flesch-Kincaid Readability Test on Microsoft 

Word
C. San Diego Quick Assessment
D. None of the above
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