
Special Report: Improving Informed Consent

Improve clinical trial compliance by
following these informed consent tips
Experts offer ideas, strategies to improve process

Clinical trial sites and research institutions increasingly are recog-
nizing the need to improve the informed consent process, which
is where compliance problems often occur.

“The long and the short of the issue is that informed consent docu-
ments have gotten to be far too long in length and far too dense in lan-
guage for the vast majority of the population to actually read them and
understand them,” says Howard Dickler, MD, director for clinical
research, division of biomedical and health sciences research with the
Association of American Medical Colleges in Washington, DC. “And as
such they are viewed by many people as an impediment to clinical
research and an impediment to true informed consent,” Dickler says.

New research into improving the informed consent process high-
lights the clumsiness and misunderstandings that permeate so many
informed consent forms, experts note.

“It became clear to me in looking at consent forms, which in some
cases are virtual legal documents, that there’s a lot of complicated infor-
mation that has to be conveyed in a meaningful sense,” says Gordon
Willis, PhD, a cognitive psychologist with the National Cancer Institute
of Rockville, MD. “There is room for failure to communicate in this
domain.”

Willis has studied cognitive interviewing methods for 30 years for the
purpose of understanding why people answer survey questions as they
do. Recently, Willis has applied his knowledge to the study of evidence-
based informed consent, publishing an article on the subject in the new
journal, titled Journal of Empirical Research on Human Research Ethics. (See
article about cognitive interviewing, p. 67.)

“The problem has been that very often participants in research have
not understood what they’ve agreed to and what is going to happen to
them as research participants,” says Cindy Brach, MPP, senior health
policy researcher in the Center for Delivery, Organization, and Markets
at the Agency for Healthcare Research and Quality (AHRQ) of
Rockville, MD.
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“Studies have shown that informed consent
forms have been written at too high a grade level,
often at college level or above,” Brach says. “Fur-
thermore, researchers have also documented that
many participants do not understand the infor-
mation that was in the informed consent form
they signed.”

AHRQ has been developing an informed con-
sent and authorization toolkit. In addition to pro-
viding a sample informed consent and authoriza-
tion form, written at the 6th grade level, the toolkit
emphasizes that informed consent is a process, not
a form; it gives guidance on how to conduct that
process.

AHRQ plans to conduct cognitive testing of
the tool kit, after which it will be released to the
public, probably sometime within the next year,
Brach says.

Misunderstandings about the purpose of clini-
cal trials is so prevalent that one study published
in JAMA found that 50% of parents of children
who participated in clinical research did not
understand the term “randomization,” despite
the fact that their children were participating in
randomized trials and the term was described
orally and in writing, says Eric Kodish, MD, pro-
fessor and chairman, department of bioethics,
Cleveland Clinic Foundation, Lerner College of
Medicine, Case Western Reserve University in
Cleveland, OH.1

“One third of parents didn’t understand they
had a choice to be in a study,” Kodish says. “And
you don’t have informed consent if you don’t
know you have a choice.”

There are a number of strategies that could be
used to improve informed consent documents,
says Steven Joffe, MD, MPH, an ethicist and
assistant professor of pediatrics at Dana-Farber
Cancer Institute, Children’s Hospital Boston.
“The structure of the informed consent document
is one place to start. People may not think about a
document as having a structure, but it has almost
an architecture of how it’s built.” (See story
about improving the consent document, p. 64.)

Here are some suggestions for improving the
informed consent process:

1. Use a teach-back process in one-on-one 
sessions.

After an investigator or clinical trials profes-
sional discusses the study with a participant, the
teach-back method can be used to assess how
well the participant understood the discussion.

“It’s very helpful to assess what take-away
messages participants have taken from the dis-
cussions,” Joffe says.

Statements like “Tell me what the alternatives
are if you decided not to be in the study,” provide
clinical trials professionals with a means for
assessing whether the informed consent process
has worked or whether there’s more work to do,
Joffe says.
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To assess whether they understood the infor-
mation, it isn’t helpful to ask, “Do you under-
stand?” Brach notes. “When patients are asked,
‘Do you understand that?’ they will say, ‘Yes,’
whether they understand or not,” Brach says. 

Instead use the teach-back method. “Ask them
to explain what it is you said,” Brach says. “It’s
very simple, but you don’t want it to sound like a
test.”

For example, to introduce the teach-back,
Brach suggests the clinical trials professional
could say the following:

• “I want to make sure we have the same
understanding…”

• “It’s my job to explain things clearly. To
make sure I did this…”

• “Can you tell me, in your own words…”
Brach urges those conducting the informed

consent process to make sure that the subject has
understood all the important elements by asking
such questions as:

• “Tell me what you think will happen to you
in this study.” (To assess research purpose);

• “What do you expect to gain by taking part
in this research?” (To assess benefits and compen-
sation knowledge);

• “What risks would you be taking by being in
this study?” (To assess knowledge of risks);

• “Who can you call if you have any questions?”
(To assess knowledge of contact information).

Also, instead of asking participants if they
have any questions, they could be asked, “So
what questions do you still have?” Brach says.
“This makes the presumption that you should
have questions.”

Evidence of the effectiveness of teach-back for
informed consent for medical procedures can be
found in AHRQ’s “Patient Safety Practices Evi-
dence Report—Procedures for Obtaining Informed
Consent at this Web address: http://www.ahrq.
gov/clinic/ptsafety/chap48.htm.

The National Quality Forum has created a 
clinician’s guide to informed consent and the
Teach Back process, which is available at the web
address: http://www.qualityforum.org/docs/
informed_consent/webtxInformedConsentUsers-
Guide+Provider+OrderMember+public09-13-
05.pdf.

2.  Make the process adaptive to various com-
munications challenges.

“There are a lot of things you want to commu-
nicate, but there is a core of information that is
most important,” Joffe says. “It’s important to
identify what about this research is unique or 

different than what a person might experience if
the person was receiving standard care.”

For example, if there is a trial with five stan-
dard drugs and one experimental drug, then the
investigator or clinical trials professional should
let participants know which the experimental
piece is and what is most relevant about the
experimental drug, Joffe says.

The consent form should say how the risks are
different and what potential benefits could come
out of this research, Joffe adds.

Part of AHRQ’s tool kit will include a map of
what the informed consent process might look
like, Brach says. 

“For example, one part has to do with individ-
uals who may not be proficient in English,” Brach
says. “If you are dealing with a subject who gives
a hint of not being proficient in English, then you
should provide an interpreter instead of using a
family member for translation purposes.”

3. Bring children into process when they are
the participants.

“There’s a difference between parental permis-
sion and autonomous adult informed consent,”
Kodish says. “Children are not the property of
the adult, and psychologically, the decision-
making process is different.”

At Dana-Farber Cancer Institute, investigators
focus on how to integrate children into the con-
versations about informed consent, Joffe says.
Federal regulations provide some guidance about
how to obtain assent from children, but there’s a
great deal of room for discussion, Joffe notes.

Make a strong commitment to engaging the
child in a discussion that’s appropriate for his or
her developmental level, Joffe says. “We think
there are extremes of very young or sick children
who don’t have the ability to engage in these dis-
cussions. For example, a three-year-old won’t
engage in discussion.”

At the other end of the spectrum, there are older
teenagers who are not acutely ill and who would
like to be part of the discussion, and they might be
able to make a decision as well as any 18 to 20 year
old, who is treated as an adult, Joffe says.

“So we feel we should treat these older teens as
though they are akin to adults,” he says.

The gray area would be the 12-year-old,
because there’s a lot of variation among children
at that age, Joffe says.

“We’re committed to engaging them and hear-
ing their viewpoint and concerns,” Joffe says. “So
we team parents and the child to make a decision
together, an integrated decision as a unit.”
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The alternative is to take the child into one
room and the parents into another and to discuss
the study separately, he says. “But in our experi-
ence this doesn’t work because most families
want to make this decision together, and kids
want their support,” Joffe says.

The best strategy is to have a team that
includes the physician, a registered nurse, and a
psychologist work together in the informed con-
sent process, Joffe says.

“At Dana-Farber, we make it our practice to
involve nurses in these discussions whenever
possible, and we think this works,” Joffe adds.  ■

Reference:
1. Kodish E, Eder M, Noll RB, et al. Communication of
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2004;291(4):470-475.
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How you can get people
to read the consent form
Experts offer readability advice

Consent forms typically are long, cumbersome,
and unfriendly packages that potential study

participants might treat like the standard forms
they sign at doctor’s offices, or worse, like dis-
claimers to check when installing new software
on their computers.

Several informed consent experts have offered
these ideas for making the consent documents
more accessible, interesting, and readable:

1. Use question and answer format in
informed consent document.

In the informed consent document, it’s impor-
tant to give participants signals about where a
discussion about a clinical trial is heading, says
Steven Joffe, MD, MPH, an ethicist and assistant
professor of pediatrics at Dana-Farber Cancer
Institute, Children’s Hospital Boston.

“If I launch into a discussion of the purpose of
a study, they may miss the transition to the pur-
pose of the study,” Joffe says. “I need to give
them signals of what is happening next.”

Providing headings is one way to do this, he
notes. “One innovation is to frame the informed
consent document as a question and answer. Pose
a question the subject ought to be asking and
then give the answer.”

2. Be sensitive to literacy issues.

Also, clinical trials professionals should be 
sensitive to literacy problems because people
often will hide the fact that they have difficulty
with reading, notes Cindy Brach, MPP, senior
health policy researcher in the Center for Deliv-
ery, Organization, and Markets at the Agency for
Healthcare Research and Quality (AHRQ) of
Rockville, MD.

“You could say to a participant, ‘Would you
rather I read the form to you, or would you rather
go through it by yourself?’” Brach suggests. “This
makes it easy for them to have you read it.”

Even people who can read will have difficulty
with most consent forms because half of U.S.
adults read at or below the eighth grade level,
and one third read below the fourth grade level,
Brach notes.

“The scoring of grade level is only one mea-
sure of readability,” Brach says. “It’s equally
important how it’s laid out and how the material
is presented.”

Another good communication technique is to
give people enough time to digest the informa-
tion you’re telling them, Brach says.

“With any research that entails a substantial
amount of risk, let them go away, discuss it, and
then bring it back to give you an answer,” Brach
says. “This all has to do with your communicat-
ing to them about the research process.”

3. Improve the format and structure of the
document.

One of the first problems that should be
addressed is the actual informed consent form,
Brach says. “It often has too small type, it’s com-
plex, and it has way too dense information,
which is confusing,” Brach says.

“Researchers sometimes think they are
required to use forms like that because their
lawyers think it’s what IRBs and the Office for
Human Research Protections [OHRP] want,”
Brach says. “And that’s convoluted; it is not a
good legal defense to make informed consent
forms incomprehensible to research participants.”

Some practical advice for improving the
informed consent document’s structure include
the following points:

• Provide one thought or make one point per
paragraph. “If you give people two or three
thoughts in a graph then you’d be lucky if they
come away remembering one of them,” Joffe
says. “So with each point, present it, tie it up, and
move on.”

• Include a lot of white space in the docu-
ment. “If you look at a page of a consent form
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and it’s a wall of text, then that is off-putting even
to people with high literacy skills,” Joffe says. “So
make the pages a lot less intimidating by giving a
lot of white space.”

• Give more thought to the words you use.
“One reason MS Word readability will only get
you so far is because it’s focused on syllable per
word and words per sentence,” Joffe says. “So
you write shorter words and shorter sentences,

but if you are still using words many people
don’t understand then you haven’t completely
solved the problem.”

• Shorten and simplify the consent form.
The Association of American Medical Colleges 
of Washington, DC, is working on gathering
information about consent forms and meeting
with experts to assess the current situation and 
to make plans for effective changes, possibly
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Research about the informed consent process is
beginning to trickle in, but some institutions have made
this a priority.

“We’ve been studying informed consent as a pro-
cess for the past eight years, with funding from the
National Cancer Institute,” says Eric Kodish, MD, pro-
fessor and chairman, department of bioethics, Cleve-
land Clinic Foundation, Lerner College of Medicine,
Case Western Reserve University in Cleveland, OH.

“We’ve been looking specifically at the context of
childhood leukemia,” Kodish adds. “So I think context is
extremely important to specify when you’re talking
about informed consent.”

The research conducted by investigators at the Uni-
versity Hospitals of Cleveland has involved pediatric
oncology, so the informed consent studies are specific
to providing information to the guardians of this group.

For example, a current study, called the Multi-institu-
tional Study to Improve Consent (MUSIC), is examin-
ing two different interventions to improve the outcomes
of informed consent, including improving the dialogue
between parents and research professionals.

“One intervention is to work with parents and have
them meet with a nurse prior to the consent process,”
Kodish says. “These nurses are trained to do an inter-
vention, essentially using nurses as a vector to deliver
the intervention to the parents.”

The goal is to help the parents ask questions and
gain better understanding during the informed consent
process, Kodish says. The study’s control arm will
receive informed consent as it’s usually done, and at
one site, parents will be played a DVD of the nurse
delivered, parent-directed intervention instead of hav-
ing a one-on-one meeting with the nurse, Kodish adds.

Another intervention involves working with physi-
cians to help them manage the informed consent pro-
cess more effectively, Kodish says.

“We’ve developed the interventions out of a
database we collected in the first study,” Kodish says.
“We know what’s happening, and we think we have tar-
gets for improving the consent process.”

When investigators decide to study the informed
consent process, they can gain insights into why 

certain approaches do not work as well as they expect,
Kodish notes.

For instance, Kodish has learned that one common
response physicians give parents to a question about
their children and research is ineffective.

“An important example of what parents taught me is
that when you’re sitting down as a physician or nurse
and the parents say, ‘What would you do if this was
your child?’ many physicians refuse to answer that
question,” Kodish says.

“Parents say the physician should reframe that
question and see that the parents want a recommen-
dation,” Kodish says. “Parents say physicians abdicate
their responsibility as a physician or nurse if they refuse
to answer that question.”

Before hearing this feedback from parents, Kodish
would bounce this question back to the parents, say-
ing, “I’m a parent, and I can’t imagine how terrible this
situation is for you, but I can’t make a decision for you.”

Now Kodish will offer a recommendation, but only if
they ask for it explicitly.

There are many different ways to conduct informed
consent, but experts say studies could help clinical trial
sites select the best methods.

“People have done videos and slide shows, and
they’ve used books, depending on who the anticipated
research subjects are,” says Howard Dickler, MD,
director for clinical research, division of biomedical and
health sciences research at AAMC. 

“There are many different ways to communicate,
and you want to do it in the most effective and efficient
manner,” Dickler adds.

One informed consent study found that comprehen-
sion increased among research participants when the
clinical trial staff permitted them to take home the
informed consent document for a night, says Cindy
Brach, MPP, senior health policy researcher in the
Center for Delivery, Organization, and Markets at the
Agency for Healthcare Research and Quality (AHRQ)
of Rockville, MD.

Clinical trials professionals could say to participants,
“If you don’t want to make a decision now, then take it
home and we’ll discuss it later,” Brach says.  ■

Consent studies shed a little light on consent practices



including providing an example of a shortened
consent form, says Howard Dickler, MD, direc-
tor for clinical research, division of biomedical
and health sciences research at AAMC. “We’re
interested in doing anything we can to make clin-
ical research easier, more effective, and to make
human subjects protection better,” Dickler says.

• Use larger fonts, bold-faced headings, and
bullets within the document’s text. “Put infor-
mation into bite-sized pieces and have a clear
heading for paragraphs,” Brach suggests. “Use
short sentences and common words.”

Some evidence suggests that underlining and
capitalizing text does not work well to emphasize
things, but bold-faced text does work, Joffe says.

• Improve the standard forms sent out by
sponsors. “Some sponsors are willing to work
with you if you want to improve their consent
form’s language,” Joffe says. “The answer is for
sponsors to send out first rate consent forms in
the first place so there isn’t a need for each IRB to
improve it.”

But the ideal situation of having sponsor’s con-
sent forms written in plain language is not hap-
pening, so it’s up to clinical trials professionals to
improve these, Joffe adds.

The problem with sponsors’ forms is that they
sometimes will add language in an effort to mini-
mize liability, and research organizations some-
times do the same thing, Dickler says. “Many
times there is a lot of language that pertains to
things that are not part of the experiment.” 

For example, a clinical trial that is testing a
new agent, but which includes an arm using 
standard therapy, might have an informed con-
sent form that discusses side effects from all of
the standard therapy agents when these are not
new research, Dickler explains. “This adds to the
form’s length, and it doesn’t need to be there, but
people get confused about what needs to be
there,” Dickler says.

5. Use an appendix to place lower priority
information.

One useful strategy to make consent forms
more readable would be to place some of the 
necessary information provided by sponsors or
required for legal, regulatory purposes at the
back of the consent document in the format of an
appendix, Joffe suggests.

“Toward the end of the consent form, give it a
title that signifies what it is,” Joffe says. “Then the
information could sit there and be presented in
its unfriendly language, but people could choose
to read it or not read it.”

The consent form would start with the core
research consent information, which may be six
pages long in quite complicated studies, Joffe says.

“Then there’s a signature line, which is pre-
ceded by the line, ‘I have also received the addi-
tional materials that describe the elements of
standard care of this study,’” Joffe explains. “And
these additional materials are stapled on the back
in Appendix A.”

An Appendix A might include information
about standard care drugs and symptoms and
any drug or device that has been approved and
will be used in a conventional way, he says.

Another appendix might provide information
about standard clinical care that the participant
will receive, including CT scan, radiation treat-
ment, etc., Joffe says.

“These would be included in the appendix
rather than up front in the document because
they are not relevant to the participant’s decision
making about being in the study, or else they are
less relevant,” Joffe says.

Likewise, language required by HIPAA also
could be provided in an appendix, Joffe says. “Or
you could take the HIPAA language out of the
informed consent and make it a separate form,”
he says.  ■
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Cognitive interviewing
becoming part of process 
Researcher provides foundation for questions 

Sometimes the biggest problem after a clinical
trials professional sits down with a participant

to provide informed consent is that the partici-
pant doesn’t know what he doesn’t understand.

According to a new study, one solution might
be cognitive interviewing in which clinical trial
professionals or investigators probe samples of
volunteer subjects to discover thought processes
that might otherwise be hidden for the goal of
improving the science of informed consent, to
pretest materials for a study, or to assess partici-
pant’s thought processes in the course of obtain-
ing informed consent.1

“There is a silent misunderstanding where
people think everything is fine,” says Gordon
Willis, PhD, a cognitive psychologist with the
National Cancer Institute in Rockville, MD, and
the author of a study on the topic, which was
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published in the premier issue of the Journal of
Empirical Research on Human Research Ethics.

“The participant might believe that everyone
involved in a study is going to be receiving medi-
cation that is likely to have a therapeutic benefit
to them, but that’s not what the consent form
says,” Willis says. “It may say that half will be

assigned to a placebo, and that’s not likely to
have any therapeutic benefit.”

Then there are the cases were a participant will
receive a lot of information about a study, and
they’ll read everything and know that they’re
confused, but they fall victim to the tyranny of
self-presentation, Willis says.
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Sometimes the simplest words can be misunder-
stood when people are interviewed by an investiga-
tor, and this is why cognitive interviewing research is
growing.

The main purpose of cognitive interviewing is to
obtain information about the processes involved in
answering questions. Two basic procedures are
involved, and these are think-aloud and verbal 
probing.1

While cognitive interviewing has become accepted
practice among survey researchers, it’s just beginning
to gain notice for the use in the research informed con-
sent process, says Gordon Willis, PhD, a cognitive
psychologist with the National Cancer Institute in
Rockville, MD.

“Clearly when it comes to testing survey question-
naires and the use of cognitive interviewing is
widespread and no longer seen as radical or experi-
mental,” Willis says. “It was within the last 15 years
that cognitive interviewing has gone from a new 
technique to an accepted, widespread application.”

Willis is one of the pioneers in using the technique
for the purpose of improving informed consent.

The reason cognitive interviewing is needed is
because research participants often misunderstand 
the purpose of a study, and without cognitive probing,
investigators will never know there is a problem, Willis
says.

Willis offers these examples of how easily people
can misunderstand questions asked by investigators:

• The phrase “sex partners” can mean different
things. 

For instance, when people are asked how many sex
partners they’ve had, they might report having had two
sex partners in the last 12 months when, indeed,
they’ve had sex with more people than that, Willis says.

“But you asked about partners, and they think that
means an ongoing relationship,” Willis says. “So you
have to ask them about the people they’ve had sex with
to find out more information.”

• Medical professionals use simple words that the
public might not understand. 

Even terms like inpatient and outpatient, which
medical professionals use routinely, are not well

understood by the general population, Willis notes.
Other simple questions that can lead to misconcep-

tions are questions about work, Willis says.
• Does ‘work’ mean only legal, paid activity?
When people are asked how many hours they

worked in the last month or last week, it’s very problem-
atic without further definition because it’s not clear
whether the interviewer or survey is referring only to
paid work or includes volunteer work, Willis says. And
some paid activities may not be considered work as the
investigator thinks of it because they are illegal or non-
traditional.

Likewise, questions about leisure time and physical
activity cause confusion because some people might
not consider exercise a leisure activity, and some cul-
tures do not have a concept of “leisure time,” Willis
adds.

These simple examples show how easily survey
questions and informed consent documents can be
misunderstood.

Researchers also could use cognitive interviewing to
avoid other types of misunderstandings, Willis says.

For example, the U.S. Census Bureau wanted to
save time and money in collecting some information by
asking individuals if they could collect the requested
data from other federal agencies, Willis says.

Investigators, through the use of cognitive interview-
ing, found that as simple as the request was, it was
misunderstood by the participants, Willis says.

More than half of the people thought the Census
Bureau was asking if it could share its information with
other agencies, which was the reverse of the intention,
Willis explains.1

“On a receiving end, the message does not come
across the same way, and cognitive interviewing is very
effective in demonstrating that regular wording used to
convey this information needs to be fixed up,” Willis
says.  ■

Reference:
1. Willis G. Cognitive interviewing as a tool for

improving the informed consent process. JERHRE.
2006:9-24.

When words mean one thing to 
researchers, and another to subjects
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“It’s the notion that we’re all worried about
how we come across to others, so who really
wants to admit they don’t understand what’s
going on,” he says. “So this poor person who
doesn’t understand the materials will typically be
asked only one question by investigators: Do you
have any questions?”

That’s a hard question for someone to answer
if he or she is confused, Willis says.

“There are a number of things we can do to try
to get under the surface of either eradicating
silent misunderstandings or plain old confusion,”
Willis says. “One is to ask more questions explic-
itly of potential study subjects to see what they
really understand.”

Willis proposes doing this by borrowing the
techniques used in studying survey questions.

“I’ve spent the last 30 years using cognitive
interviewing methods to understand how people
who receive survey questions understand intent,
design, and why they give the answers they give
back to us,” Willis says. “One theme that comes
out is that standardized written materials, survey
questions, and instructions are very frequently
misunderstood in subtle ways.”

For example, when the average citizen is asked
whether anyone in the family has had a dental
sealant within the last 12 months, they’ll quickly
say, “Sure,” Willis says. “Then you probe them
and ask them, ‘What is a dental sealant?’ and
they’ll say it’s getting a cavity filled, but that’s not
what the survey question means,” Willis says.
“Dental sealant means a plastic covering that
goes on the teeth, but people hear the term and
think it means something else.”

So the investigator and the participant think
they’re connecting, but they’re not because of a
silent misunderstanding, he notes. (See story on
examples of misunderstandings, p. 69.)

The idea is to ask a question that can be more
clearly understood.

“I’ve spent a long, long time trying to eradicate
these little devils from survey questions,” Willis
says. “Then I was fortunate enough to be offered
the opportunity to be an IRB chair for my own
institution, and at that point it became very clear
that there was a connection between standard-
ized survey questions and standardized consent
materials that we used to communicate with
study subjects, especially in biomedical research.”

Here are the questions investigators could ask
participants as part of cognitive interviewing
during the informed consent process, Willis 
suggests:

• What does the term ‘placebo’ means to you?
• What does participation in this research

study involve?
• Can you tell me what it is you are being

asked to do?
• What are we going to do to you through the

course of the study?
• What kind of payment or remuneration are

you going to receive?
• What are the potential benefits of participa-

tion to your or to someone else?
“The idea is to see whether people can answer

those questions in a way that illustrates they have
reasonable comprehension of informed consent,”
Willis says.

When clinical trials professionals are not satis-
fied with participants’ answers then there are dif-
ferent ways in which cognitive interviewing can
be applied:

1. Conduct an academic study.
“The first way is to study the basic science of

informed consent where we want to know in gen-
eral what kinds of formulations and wording are
best understood by study subjects,” he says.
“This would be an academic study that is not
connected to a particular protocol.”

A researcher would conduct a study that
scripts different versions that convey a concept
and then try out the versions on different individ-
uals, using one-on-one cognitive interviews,
Willis explains.

The investigator would review the material,
use follow-up probing questions, and make judg-
ments about what type of wording is most effec-
tive in conveying information effectively, he adds.
Over time, researchers would develop a core data
base of study results that would inform future
investigators on how to convey basic information
meaningfully, Willis notes.

“We’d have research literature to rely on when
we develop consent materials, rather than just
knowing what we did last year or making it up as
we go along,” Willis says.

2. Pre-test materials.
“The second thing we can do is akin to what

we do in testing survey questions, and that’s pre-
test materials,” Willis says. “We are judging the
conduct of a study, and we want to see how our
own materials will function for this study.”

Investigators would test a consent form on
individuals who are representative of those in the
main study, he says.

For instance, a researcher could take a consent
brochure and give it to a small set of individuals,



who would participate in intensive, one-on-one
cognitive interviews, Willis explains.

After the material is presented, investigators
would conduct intensive probing to understand
the participants’ level of decision making. They
might ask participants, “Given what you just
read, does this sound like the type of study that is
useful, and would you be interested in participat-
ing in it?” Willis says.

Researchers would learn what participants’
misconceptions were and whether there are prob-
lems with the consent forms and materials, such
as poor organization of ideas, too many technical
terms, etc. “If we have some indication that
something is not working because it’s not under-
stood, then optimally what we’ll do is revise the
materials,” Willis says.

While this may seem burdensome to many in
the research community, it’s been proven effective
in other contexts, such as in the field of survey
research. “We routinely pretest questionnaires
through cognitive interviewing, and it’s well-
accepted as a standard practice,” Willis says. “It’s
almost expected that one has to do some kind of
cognitive pre-testing of a survey questionnaire
before going out in the field and collecting your
data.”

3. Embellish the ongoing study.
“The third way one can use cognitive inter-

views is not as basic science or pre-testing before
the study, but actually as a way to embellish the
study as it’s ongoing,” Willis says. “We can use
cognitive probing within the consent process
itself to find out what it is they understand.”

An investigator presents the consent form, asks
the participant to read it, and then asks questions.

One probing question would be, “Tell us in
your own words what it is we’re asking you to do
as part of participation in this study,” Willis sug-
gests. If the participant cannot answer ade-
quately, then this provides an opportunity for
corrective action, he says.

“This is our way of establishing that attempts at
communication really are working, and if they are
not, then we need to go back and remediate the sit-
uation,” Willis adds. “Cognitive interviewing can
make the whole process more flexible and have a
built-in qualitative check.”

Sure, it will take more time, but that’s a fair
trade-off for having effective informed consent,
Willis says.  ■

Reference:
1. Willis G. Cognitive interviewing as a tool for improv-

ing the informed consent process. JERHRE. 2006:9-24.

New journal focuses on
evidence-based ethics
Empirical evidence helps to interpret regulations

There is a new research journal in town, and
it’s likely to create a stir in the clinical trials

research industry and the IRB world.
The Journal of Empirical Research on Human

Research Ethics (JERHRE, pronounced “Jerry”)
dives right into the issue of research misbehavior
in its first issue, published March 2006. 

An inaugural article and study, titled, “Scien-
tists’ Perceptions of Organizational Justice and
Self-Reported Misbehavior,” discusses the link
between investigators perceiving injustice in the
way they are treated by their institution or some
other organization in science that exerts control
over their career and “leveling the playing field”
by engaging in scientific misbehavior that will
give them some advantage.

Published quarterly, JERHRE will feature articles
that are useful for educational purposes, says Joan
Sieber, PhD, editor of JERHRE. Sieber also is a 
professor in the department of psychology at 
California State University, East Bay, of Hayward.

JERHRE is a nonprofit journal published by the
University of California Press.

“When I started talking seriously about creat-
ing this journal three years ago, a lot of people
said, ‘Yeah, but is there going to be enough
research to fill a journal?’” Sieber recalls. “I said,
‘I think so, but I don’t know.’”

As it turns out, finding research articles has not
been a problem for JERHRE, Sieber says. “We’re
getting some wonderful unsolicited manuscripts,”
she says. “Also, now that people know about the
journal they’re coming forward with ideas that
they would not have researched otherwise.”

Any net income from the journal will be
returned to educational purposes, such as fund-
ing conferences and workshops, Sieber says. For
example, JERHRE is sponsoring its first confer-
ence on July 28, 2006 at the California State Uni-
versity, East Bay Conference Center in Oakland,
with some funding from NIH, since JERHRE does
not yet have a positive cash flow.

The conference is called Creative Ethical 
Problem Solving in Human Research: Challenges
and Solutions for Researchers and IRBs, and the
keynote speaker is Greg Koski, MD, a senior 
scientist with the Institute for Health Policy, 
Massachusetts General Hospital, Partners 
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HealthCare System in Boston. Koski also is an 
associate professor of anesthesia at Harvard Med-
ical School, and he is the former director of OHRP.

JERHRE also will encourage new researchers
to study human subjects research ethics.

“We hope to give prizes to early career investi-
gators who do outstanding research on human
research ethics,” Sieber says.

JERHRE also is expected to create collabora-
tions among researchers around the world who
share an interest in a particular problem.

One such problem is the risk of emotional or
physical harm to researchers, such as social workers
or trauma researchers, who work in field settings.

“How do you debrief research assistants about
the terrible traumas people have experienced,
their terrible life situations, and murders?” Sieber
asks. “How do you anticipate and protect
researchers who go into harm’s way?” Several
investigators are interested in doing this research
and creating a cross-cultural study, Sieber says.

“By creating collaborations across research
sites and, ideally, across countries, we can evalu-
ate the generalizability of our research findings,”
she says.

“JERHRE is applied and intended to be practi-
cally useful,” she notes. “Each article will discuss
the best practices and educational implications
that can be derived from it.”

JERHRE will provide educational curriculum
material for researcher and IRB training, Sieber
notes.

“I expect JERHRE will improve the quality of
ethical decision-making,” she says. “In addition
to generating information that will foster better
ethical decision-making, JERHRE will enable
investigators and IRBs to become more collabora-
tive and collegial.”

Sieber says she has long thought the research
world was relying too heavily on regulatory com-
pliance without delving into deeper ethical con-
siderations.

“One of the things I fear and I think when 
people are talking about a culture of compliance 
is that we are winding up with compliant
researchers who will do what the regulations say
irrespective of what they really think is ethical,”
Sieber says.

“It’s not that the regulations promote unethical
behavior, but like any other regulations, they’re
written for the general case,” Sieber explains. “So
people wind up doing very foolish things like
having a 20-page consent form that subjects can’t
understand.”

This isn’t what the regulations recommend, 
of course, but without a culture in which clear
thinking and intelligent interpretations of the reg-
ulations are encouraged it’s easy for investigators
and IRBs to mindlessly comply with what they
believe are the regulations’ intent, Sieber says.

Federal regulations need to be interpreted, and
sometimes the regulations are specific on points
that can lead one into ethical conflicts, Sieber says.

“For example, the federal regulations in the
United States state that when you do research 
on identified individuals, in most contexts, you
should get their informed consent and document
the consent by having them sign a consent form,”
Sieber says. “The federal regulations allow
waiver of the signature under certain circum-
stances, but many times IRBs are very hesitant to
waive the signing of informed consent forms
because they may be unclear on how to docu-
ment in their minutes why they made that deci-
sion or why that decision is the correct one.”

However, there are many cultures in which
people do not want to sign consent documents,
Sieber notes.

“Another problem is that informed consent
documents are often quite long and complicated,
and many people justifiably feel suspicious of
having to sign something so long and incompre-
hensible,” Sieber adds. 

“They may be quite pleased to participate in
the research, but not if they have to sign some-
thing they’re not sure they understand; this is
particularly true in non-Western cultures.”

Alternately, some people will sign a long
informed consent document without reading it,
which is hardly informed consent, Sieber says.

There are many other issues involved in fulfill-
ing ethical requirements regarding being respect-
ful of people and protecting their rights and their
own perception of their rights, she says.

Without fully understanding those problems,
IRBs are hesitant to vary from the default posi-
tion in interpreting regulations, Sieber says.

But when investigators are able to demonstrate
the ethical and scientific advantages of innovative
procedures and publish those findings in a rep-
utable peer-reviewed journal, then other investiga-
tors and their IRBs can feel comfortable with those
nontraditional procedures, Sieber explains.

The solution is evidence-based ethical problem
solving, she says. “What evidence-based ethical
problem solving means is conducting and pub-
lishing research that shows how to be ethical in a
given circumstance,” Sieber says.
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“For instance, an important ethical principle is to
respect people,” she adds. “Evidence-based ethics
isn’t about whether people should be respected,
but it is about how to respect people in ways that
are appropriate to the culture and context.”

In one culture, investigators would handle it
one way, and in another culture, they’d have a
different approach, Sieber says.

If investigators were to do evidence-based ethi-
cal research on how people feel about signing a
consent form, it might involve discovering some
of the circumstances in which people don’t want
to sign consent forms and the alternative ways in
which those people would be willing to signify
their willingness to participate, Sieber says.

“With the publication of such information in a
peer reviewed journal, an investigator could go
to the IRB and say, ‘Here is research that shows
that I am in a circumstance where people typi-
cally would like to participate in research, but
typically do not want to sign a document,’”
Sieber says. “The investigator would add, ‘This
should qualify for a waiver of informed consent,
which is permissible in the regulations if the
research is minimal risk research.’”

Another example might be interviewing people
about medical matters. In the U.S., it would be 
considered disrespectful to interview people about
medical matters in a nonprivate setting, but in Sri
Lanka, medical matters are never discussed in 
private, and people would be very uncomfortable
discussing them in private, Sieber explains.

“While we can agree on general ethical princi-
ples, the how to of being ethical typically is con-
text-specific, and that’s an empirical matter,”
Sieber says.

When Sieber discussed evidence-based ethical
research at the 2005 Annual HRPP Conference,
held by the Public Responsibility in Medicine &
Research (PRIM&R) and the Applied Research
Ethics National Association (ARENA), held 
Dec. 3-6, 2005, in Boston, she had an interesting
response from the audience during the open-
microphone session.

“One IRB administrator said, ‘This is wonder-
ful — at last a voice for the IRB,’ and investiga-
tors said, ‘At last a voice for me,’” Sieber recalls.

“What this seemed to mean was that empirical
evidence gathered objectively and published in a
peer reviewed journal has standing with both
investigators and an IRB.”

Instead of IRBs and investigators having fre-
quent clashes over the interpretation of regula-
tions, based on hunch and anecdote, they could
point to objective evidence that supports their
position, she adds.

Evidence-based ethical research provides an
objective way to evaluate the pros and cons of a
particular research procedure, Sieber says.

At JERHRE’s first conference about evidence-
based ethical problem solving, which will be held
July 28 in Oakland, CA, investigators and IRBs
will present cases of research ideas that seem
good in the context in which they are proposed,
but that are nontraditional in approach and raise
questions with the IRB, Sieber says.

“The authors of the cases will suggest ways to
empirically evaluate the pros and cons of the pro-
posed research procedures to a panel of experts,”
she says.

“The panel of experts will have examined and
evaluated the proposals ahead of time and will
probably suggest additional ways one might
evaluate those pros and cons,” Sieber adds. 

“What we expect will come out of that process
is that the proposed research will be done and
published, and, we hope, resolve some of the
questions.”  ■

[Editor’s note: The Journal of Empirical Research
on Human Research Ethics’ first issue, dated 
March 2006, is being made available to subscribers 
of Clinical Trials Administrator as a free sample on-
line. To view the journal, visit the web site: http://
caliber.ucpress.net/loi/jer. 

Also, information about the conference on Creative
Ethical Problem Solving in Human Research: Chal-
lenges and Solutions for Researchers and IRBs, held
July 28, 2006, at the California State University, East
Bay Conference Center, 1000 Broadway, Oakland, CA,
is available at the web site: www.csueastbay.edu
/JERHRE/conference/index.html.]
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21. Which of the following is a good strategy for
improving informed consent documents?

A. Provide one thought or make one point per
paragraph. 

B. Provide plenty of white space, headings, and bold-
face priority information.

C. Use a question-and-answer format and provide an
appendix for lower priority material.

D. All of the above

22. Which of the following is not an example of a
question clinical trial professionals could ask
when using cognitive interviewing techniques to
determine whether a participant understands the
information given in an informed consent
process?

A. What the term ‘placebo’ means to you?
B. What does participation in this research study

involve?
C. Do you understand what we have discussed?
D. Can you tell me what it is you are being asked to

do?

23. What is evidence-based ethical problem solving?
A. It means conducting a clinical trial to determine

the most ethical approach to solving a research
dilemma.

B. It means conducting and publishing research that
shows how to be ethical in a given circumstance.

C. It means following the human subjects research
regulations to the letter.

D. It means forming a focus group to achieve a
consensus on an ethical problem.

24. In which area of research is cognitive interviewing
now commonly used?

A. AIDS research
B. survey research
C. social-behavioral research
D. all of the above

Answers: 21. D; 22. C; 23. B; 24. B

CE/CMEquestions

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 certificate of completion. When your
evaluation is received, a certificate will be mailed to
you. ■
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