
Statement of Financial Disclosure:
Editor Suzanne Koziatek, Editor Melinda 
Young, Executive Editor Michael Harris, 
Nurse Planner Kay Ball, and Physician 
Reviewer Mark Schreiner, MD, report no 
consultant, stockholder, speaker’s bureau, 
research, or other financial relationships with 
companies related to the content in this  
CNE/CME activity. 

July 2011: Vol. 11, No. 7 
Pages 73-84

NOW AVAILABLE ONLINE! Go to www.ahcmedia.com/online.html. 
 Call (800) 688-2421 for details.

IN THIS ISSUE
‘Recruitment etiquette’ may be new 
buzz phrase in subjects’ protection
Face-to-face meetings are best

All it takes is for an IRB member or investigator to experience those 
intrusive, evening phone calls about a new study enrolling people 
with their health condition to convince them that there must be a 

better way to approach potential research participants.
“Recruitment etiquette is a big issue,” says Kimberley Hunt, MA, a 

research consultant in Montreal, Canada.
Investigators might think their explanations of a study are straightfor-

ward and simple, but their ideas often are lost in the translation by the time 
they begin the subject recruitment process, she notes.

Research organizations also could improve their study enrollment pat-
terns by following research etiquette strategies, experts say.

“Recruitment is a problem on a national scale, and thinking about this 
issue of research etiquette has brought us to the idea that we could probably 
enhance recruitment if we paid more attention to this area,” says Monika 
Markowitz, PhD, director of the office of research compliance and educa-
tion in the vice president’s office of research at Virginia Commonwealth 
University (VCU) in Richmond, VA.

Recruitment etiquette also is a more respectful way to deal with potential 
research participants.

“I’ve been someone taking those night calls, and I have concerns about 
invasion of privacy,” says Dale E. Hammerschmidt, MD, an associate pro-
fessor of medicine at the University of Minnesota in Minneapolis, MN. 
Hammerschmidt sat on IRBs for 25 years and was a chair for about half 
of that time. Currently, he’s the due diligence officer in the department of 
medicine and chairs a scientific merit review committee at the University of 
Minnesota.

People need uninterrupted private time, and they can suffer from study 
recruitment attempts, he says.

“I’ve had patients yell at me when they were approached about a study 
inappropriately,” Hammerschmidt says.

People always ask where the study recruiters got their names because they 
had assumed that their doctor-patient confidentiality had extended broadly 
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across health care encounter settings, he adds.
“Calls are particularly a problem because a person 

doesn’t have time control over them,” he says. “If 
someone works nights and needs to sleep at 5:30 in 
the afternoon, then a phone call at that time is some-
thing they’re not going to appreciate.”

Mail is less intrusive. But it can be a problem if it’s 
opened by someone other than the potential research 

subject, and the person’s disease is disclosed in the 
letter.

“When you have face-to-face communication 
with potential participants, you do not get the viola-
tion of trust that people might feel if they were being 
called or if they received a letter out of the blue,” 
Markowitz says.

“Cold calling is something that happens a lot in 
research, and we do not usually permit it at VCU,” 
she adds.

As a VCU genetic counselor and research coordi-
nator, Maria Gyure, MS, CGC, has had extensive 
training in developing rapport with clients.

“Genetic counselors communicate in person-first 
language, and that means thinking about the person 
first and not their disease,” she explains. “For exam-
ple, instead of saying, ‘A Down’s child,’ you say a 
child with Down Syndrome.”

One strategy for improving recruitment etiquette 
is to create a standardized recruitment document for 
each protocol. It would provide detailed information 
about inclusion/exclusion criteria, anticipate poten-
tial subjects’ and IRB members’ questions and con-
cerns, and collect demographic data that could be 
used during later study analyses, Hunt suggests. (See 
story on creating a recruitment form, p. 75.)

Hammerschmidt, Gyure, and Hunt recently dis-
cussed recruitment etiquette on the IRB Forum at 
www.irbforum.com. 

One of Hammerschmidt’s chief suggestions is 
that investigators should make certain that private 
medical information of potential subjects who also 
are patients are not given to anyone who would not 
ordinarily have access to it without the patients’ per-
mission.

Also, investigators and study recruiters should 
approach people in a manner that is acceptable to 
them. This is information that can be discovered well 
in advance.

For instance, physicians could ask their patients 
these sorts of questions:

• “We often do research studies. Is it okay if 
we contact you about possibly being involved in a 
study?”

• “How do you like to be contacted? Would you 
prefer email, post office mail or telephone calls?”

• “Are there times of the week or day that would 
be bad to call you?”

It’s always better if potential research subjects are 
asked about their interest in research in a face-to-face 
encounter, rather than in the impersonal method of 
putting a sentence about research in a long medical 
form they have to sign, Hammerschmidt notes.

“I had an unfortunate experience at a restaurant 
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and had to go to the emergency room where I was 
given a packet with various things, and on page 15 
of 22 pages there was a question about research,” 
he recalls. “I was mad they did it in that way and 
crossed it out. But I would have been happy to say 
‘Yes’ if they had asked me politely in person.”

The other advantage of face-to-face encounters 
is that they give recruiters nonverbal cues as to the 
potential participant’s feelings and thoughts.

“Body language does affect a lot of what we do 
in terms of recruitment, and sometimes that’s all we 
have to go on,” Gyure says. “If a participant sits 
with arms crossed or if they appear to be leery of 
what you have to say, then you have to address it.”

Someone in the potential subject’s circle of con-
fidentiality should make the initial recruitment con-
tact. This can be done broadly with the physician or 
nurse saying, “We’re doing clinical studies on your 
disease, and it might turn out you’re eligible. Could 
we have someone give you a call?” Hammerschmidt 
suggests.

Patients typically say ‘Yes’ when approached in 
this personal way, so better recruitment etiquette 
could also help with improving recruitment, he 
notes.

“If you have affronted them by the way you con-
tacted them, then they’re often very unhappy,” he 
says.

Hammerschmidt dismisses the concern some phy-
sicians have about in-person discussions of research 
taking too long.

“People overestimate how much time it takes,” he 
says. 

Gyure has recruited subjects in a women’s clinic 
by approaching them to ask if they are waiting to see 
the doctor or nurse. She speaks in a soft tone, looks 
people in the eyes, and sits or squats down to be at 
their eye level.

If the waiting room is crowded, she’ll suggest the 
person join her in a second room where there are 
fewer people. The study for which she recently was 
enrolling participants needed women of any health 
status to discuss family communication about can-
cer, whether or not it impacts them personally.

“I say, ‘My name is Maria, and I’m one of the 
researchers here at VCU,’” Gyure says. “Then I tell 
them that we’re doing a study on family communica-
tion in cancer, and I ask if they’d like to hear more 
about it.”

Once Gyure receives a nod in affirmative, she dis-
cusses the study and assures them that people who 
participate in the study do not have to be diagnosed 
with cancer, nor have a family history of cancer.

“I say, ‘We’re looking for all types of families and 

how they communicate with each other and how 
they function,’” she explains.

One other aspect of recruitment etiquette that 
often is overlooked involves how a clinical trial 
recruiter handles himself or herself when in the com-
pany of other research recruiters.

“We recruit in a women’s health clinic where 
multiple other studies are recruiting,” Gyure says. 
“When you are with other recruiters it’s important 
to identify yourself to them and work together when 
possible.”

For instance, there are some studies that recruit 
from the same patient population, and various study 
recruiters could make referrals based on people they 
know who did not meet one study’s criteria but 
might meet another one’s, she adds.

Also, it’s important that recruiters do not over-
whelm patients in a doctor’s office and avoid 
approaching someone who already has said “No” to 
another recruiter, Gyure says.

“We try to find someone who has not been 
approached,” she adds.  n

IRBs prefer standardized
documents on sites
Tool also collects valuable data

Research institutions could improve recruit-
ment data collection and efficiency, as well as 

make their IRBs happy, if they develop a standard-
ized recruitment tool for use with new studies, an 
expert says.

“The IRBs I work with love this,” says 
Kimberley Hunt, MA, a research consultant in 
Montreal, Canada. 

The recruitment document can serve as a 
recruitment and training tool by providing a 
framework for consistent discussions with poten-
tial study participants. It also can be useful for 
data collection.

“The tool is more for preparing interview-
ers, who could then use it during the recruitment 
process,” Hunt says. “It collects information that 
anticipates the questions the IRB might ask and 
lays out information in a very logical way.”

Hunt has created these tools for research stud-
ies and finds that it’s important to seek feedback 
before piloting the tool prior to the formal study. 
Some institutions and studies might need the tool 
to be approved by the IRB or ethics board, as well, 
she says.
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Here are the steps/sections included in the 
recruitment tool for new studies:

• First step: Explain the study’s goal in simple 
language for research participants, Hunt suggests.

“It’s easy to get too complicated when talking 
with people, so keep in mind the ethics parameter 
of consent documents,” she says. “Keep it very 
simple and straight-forward in one or two sen-
tences.”

• Step two: “I look at the exclusion criteria first 
and then at the inclusion criteria,” she says.

Hunt will write these in bullet-point form, 
including any parameters in the exclusion/inclusion 
criteria. The idea is to quickly assess whether or 
not the potential participant is eligible for enrolling 
in the study while asking questions in a way that 
does not cause them distress.

• Step three: This is the part of the recruitment 
tool in which the recruiter will let potential sub-
jects know whether they are eligible to be in the 
study.

“You want to leave people who don’t wind up 
eligible for the study feeling respected and valued 
and open to future research,” Hunt says. “It can 
take very little to leave people feeling rejected, so 
the language you use is very important here.”

For instance, the rejection should be framed in a 
positive way that does not highlight or suggest any 
inadequacies on the part of the potential partici-
pant.

An example might be to say this: “So you are 39 
and will be 40 in August? Well, we’d love to have 
you in our study, but to be eligible you must be 40 
in July, so you’re not old enough,” Hunt suggests.

Or for a person who has diabetes, the response 
could be: “Okay, I appreciate that you have a lot 
of information and experience and knowledge that 
would be very valuable in our study. However, for 
this particular study we are seeking participants 
who have had diabetes for three years, which is 
longer than you have had it,” Hunt adds.

It’s key to leave the person with a sense of value, 
a belief that he or she has something important to 
offer, she says.

This is easier to convey when a recruiter 
approaches potential participants randomly, Hunt 
notes.

“But when you approach people and are using 
their relationship with the doctor or clinic or insti-
tution, it’s even more delicate in how you say they 
are not eligible,” she explains. “Especially if you 
are dealing with a vulnerable population where 
there are not a lot of potential participants in your 
population, then you want to guard that goodwill 

as much as you can.”
If a recruiter determines that the potential par-

ticipant is eligible to be in the study, then this is 
the step where the recruiter will discuss the issues 
of privacy, confidentiality, and ethical consider-
ations should the person decide to participate in 
the study, Hunt says.

• Step four: The last part of the recruitment tool 
and step in the process is to outline some situa-
tions that might occur in the study and describe 
how the participant can contact someone for more 
information or for assistance with any questions 
they might have.

Recruiters can use the tool to collect demo-
graphics and other information from potential par-
ticipants. This information might prove valuable 
down the road as the study begins and recruitment 
patterns emerge, Hunt notes.

“You could collect a solid base of information 
that gives you data that you need to do your data 
analysis and which you can use to say something 
valuable from a scientific perspective about people 
who participated and who didn’t participate in the 
study,” Hunt says. “The information might have 
to do with why these people are willing to partici-
pate.”

For instance, some people who agree to par-
ticipate might change their minds at some point 
in the recruitment process, and the demographic 
data collected could prove useful for later use and 
comparison with participants who completed the 
study, she adds.

“You’ll have collected meaningful data because 
once they give permission to participate it will 
keep them in the database up to a certain point,” 
Hunt says. “You can go back and get some mean-
ingful data out of it that might help you modify 
your recruitment strategy.”  n

Ethics mentoring — lead 
by policy & example
Students need specific ethics training

Research institutions that make it a goal to 
improve ethical conduct among staff, research-

ers, and students engaged in research should focus 
on providing better ethics education, developing 
sound policies & procedures, and leading by exam-
ple, an expert says.

Mentors and their own ethical principles and 
behaviors are critical to the ethical development 
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of student researchers, says Celia Fisher, PhD, 
professor of psychology, Marie Ward Doty uni-
versity chair and director of the Center for Ethics 
Education at Fordham University in The Bronx, 
NY. Fisher received a lifetime achievement award 
as part of the Awards for Excellence in Human 
Research Protection for 2010 from the Health 
Improvement Institute of Bethesda, MD.

Fisher and co-investigators have studied the 
impact of mentoring on psychology graduate stu-
dent preparedness in conducting research respon-
sibly. The research was funded by the National 
Institute of Neurological Disorders and Stroke and 
the Office for Research Integrity. 

Their research has found that students need a 
good mentor to help them feel prepared for respon-
sible conduct of research practices. And the men-
tor’s own ethical behavior is as important as what 
the mentor teaches the student.1,2

“Graduate students conducting research are not 
going to pick up responsible conduct of research 
practices simply by reading guidelines,” Fisher says. 
“If they have a good mentor, they’ll feel prepared; if 
they have a poor mentor they’ll feel unprepared.”

The mentor’s role is to demonstrate ethical con-
duct and reinforce institutional and national ethical 
conduct of research policies. And it’s the research 
institution’s job to have explicit policies about 
research ethics and conduct, she adds.

“Students won’t feel prepared unless they’re in a 
department with specific policies and that demon-
strates expectations,” Fisher says. “And they need a 
mentor who is willing and able to provide specific, 
didactic information and who acts ethically.”

The mentor’s behavior matters: “If you don’t 
practice what you preach then what you preach 
might be diluted somewhat in terms of its effect,” 
Fisher says.

Departmental or institutional ethical policies 
and procedures can be based on national research 
guidelines for ethical conduct, as well as on specific 
guidelines by organizations, such as the American 
Psychological Association (APA). So for ethical 
training in psychology departments, the APA’s eth-
ics code is a good model to follow, Fisher notes.

Some of the ethical principles that might be 
addressed include this list that Fisher has identified 
in her study on mentors and graduate psychology 
students in the responsible conduct of research:1

• Appropriate informed consent procedures
• Avoiding plagiarism in writing
• Preparing an IRB application
• Protecting participant confidentiality
• Knowing when to disclose confidential infor-

mation, such as when there is suspected child abuse 
or harm to self or others

• Data sharing with other investigators
• Financial or personal conflicts of interest that 

could bias one’s research
• Potentially harmful multiple relationships with 

research participants who are also the investigator’s 
students or clients

• Federal research regulations
• APA Ethics Code standards
• Ensuring voluntary and noncoercive participant 

recruitment
• Prohibitions against data fabrication or falsifi-

cation
• Keeping participants’ identities confidential and 

anonymous
• Collecting and storing data appropriately
• Reporting research expenses accurately
• Providing fair and noncoercive incentives to 

study participants
• Debriefing procedures
• Evaluating research risks and benefits.1

Once a research institution updates or dusts off 
its research conduct policies and procedures, it’s 
important to give copies of these to all staff and stu-
dents and communicate any changes.

“Have your policies and procedures updated and 
passed out to each student, requiring students to be 
familiar with these,” Fisher advises. “The student 
handbook that everyone gets should include the 
APA ethics code or the ethics code for the students’ 
discipline and the federal regulations, departmen-
tal procedures for making ethics complaints, and 
research conduct rules.”

It’s important that students feel safe in discuss-
ing ethical violations or asking questions about the 
research in which they are participating, so depart-
ments need to have explicit and formal procedures 
for students to follow.

Requiring ethics coursework for student research-
ers also is important, Fisher notes.

“All accredited clinical psychology programs that 
train practitioners are required to have an ethics 
course, but programs that train researchers are not 
required to have an ethics course, so students study-
ing clinical programs feel more prepared, according 
to our research,” she explains. “Research programs 
should require a course in research ethics to help 
give students more confidence in responsible con-
duct of research.”

Medical schools also often require ethics courses 
for clinicians, but not in research, she adds.

“Even if doctors never do their own research, 
they should have to read about responsible conduct 
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of research,” Fisher says. “If they don’t have some 
knowledge about research ethics then they won’t be 
very good consumers of medical research, and that 
will limit the effectiveness of their clinical practice.”

REFERENCE:
1. Fisher CB, Fried AL, Goodman SJ, et al. Measures of men-
toring, department climate, and graduate student preparedness 
in the responsible conduct of psychological research. Ethics & 
Behav 2009; 19(3):227-252.
2. Fisher CB, Fried AL, Feldman LG. Graduate Socialization 
in the Responsible Conduct of Research: A National Survey 
on the Research Ethics Training Experiences of Psychology 
Doctoral Students. Ethics & Behav 2009; 19(6):496-518.  n

Seeking genetic review 
common ground
Survey: Researchers and IRBs agree on what the 
issues are — now if we could only solve them

In response to concerns raised about IRB review 
of genetic research, a group of investigators, ethi-

cists and other stakeholders has surveyed genetic 
researchers and IRB professionals to discern what 
issues are complicating review.

The results have shown that the two groups are 
actually in accord on many points, particularly 
which issues are most important to address, says 
Karen L. Edwards, PhD, MS, professor of epidemi-
ology at the University of Washington and director 
of the university’s Center for Genomics and Public 
Health in Seattle.

“The most surprising result was the fact that it’s 
not really us versus them,” Edwards says. “Actually, 
both groups are dealing with the same challenges 
and unsure in some situations about what to do. 

“I think both groups would like guidance and 
I think part of the tension has been that research-
ers look to the IRBs for guidance and where do the 
IRBs go for guidance?”

Edwards says the effort grew out of complaints 
she and others were hearing from colleagues about 
the difficulty of getting genetic research approved 
by IRBs. Recognizing a need to address the ques-
tion more empirically, UW’s Center of Excellence 
in Ethical, Legal and Social Implications Research 
teamed with the Center for Genetic Research Ethics 
and Law at Case Western Reserve University, 
the American Society of Human Genetics and 
Public Responsibility in Medicine and Research 
(PRIM&R) to examine investigators’ and IRBs’ 

attitudes about genetic research. They formed 
the Genetic Research Review and Issues Project 
(GRRIP) and obtained NIH funding to survey both 
groups.

‘Considerable discussion’
The GRRIP group first conducted in-depth inter-

views with both researchers and IRB professionals, 
then used the information to develop questionnaires 
asking about the issues that most frequently caused 
“considerable discussion” between them during 
review.

The two groups reported spending the most time 
on roughly the same set of issues:

—Consent documentation;
—protection of subjects’ personal information or 

samples;
—return of genetic research results to partici-

pants;
—reconsent from research participants for a new 

study or a change in study purpose.
Researchers’ opinions were surprising similar to 

IRB professionals answers’ on many of these issues. 
For example, 78 percent of IRB professionals and 
82 percent of researchers thought there is a duty to 
return results from genetic research to participants 
if those results would affect a participant’s health 
or health care. Only 44 percent of IRB profession-
als and 43 percent of researchers thought it was 
necessary to obtain reconsent from a participant in 
order to share his or her deidentified data with a 
researcher at another institution.

Despite these agreements, researchers reported 
problems with their studies’ review by IRBs. Fifty-
four percent of researchers said that IRB review 
resulted in “excessive delay of a project,” while 
nearly 30 percent said their experiences with IRB 
review dissuaded them or their colleagues from pur-
suing a similar project in the future. 

Edwards says that it can be quite frustrating for 
researchers to speak to colleagues at other institu-
tions who seem to be having an easier time of it 
than they are.

“When somebody else at another institution 
gets something through easily and you can’t get it 
through, then people go crazy,” she says.

She says researchers also sometimes feel that 
IRBs tend to focus on risks that are theoretically 
possible but unlikely — such as harm occurring 
because of reidentification of a subject — while 
they themselves are struggling with more immedi-
ate problems, such as working out the wording of a 
consent document.

The survey notes that researchers who had 
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themselves served on an IRB were about 80 percent 
more likely to report positive consequences of IRB 
review than those who had not. Taken together 
with reports from IRBs professionals that these 
studies take more time because of their complexity, 
Edwards suggests that recruiting genetic researchers 
to IRBs might result in a win for both groups.

“I think that’s actually an important message,” 
she says. “If the IRB does need expertise, I think 
there are certainly many researchers out there who 
would happily volunteer, but they don’t know how, 
or have never been asked. In working on this proj-
ect, I thought many times, ‘Gosh, I’ve never been 
asked, I wonder how this works.’”

With the completion of the surveys, Edwards 
says she hopes the stakeholders her group brought 
into the project, including PRIM&R, can move for-
ward with efforts to bridge the gap.

Moving forward
P. Pearl O’Rourke, MD, director of human 

research affairs at Partners Healthcare Systems 
in Boston, MA, was among the team that helped 
develop GRRIP’s surveys.

She says the results are a “great first step” 
toward reaching a better understanding and hope-
fully a consensus on these issues that respects both 
investigators and IRBs.  

“We’re able to say, ‘Listen, guys, we all share the 
same angst’ — I think that was good,” O’Rourke 
says. 

But she says that consensus is still a long way off. 
And meanwhile, IRBs continue to grapple with the 
issues raised by genetic research — issues that are 
finding their way into all sorts of related protocols.

“An increasing amount of the research we do 
now has a genetic component,” O’Rourke says.

“We’re not there, yet, but perhaps that is good. 
There are a number of working groups looking at 
this issue and hopefully there will be some interim 
or even final reports that can inform the debate.”

In the meantime, she expects many IRBs, espe-
cially those at institutions that review very few 
“genetic” protocols, to be conservative in their 
interpretation of the regulations as they relate to 
genetic research.

“Some of them are actually saying things like, 
‘Anything with genetics in it is more than minimal 
risk,’” O’Rourke says. 

At her own institution, O’Rourke says she has 
the luxury of being surrounded by experts in the 
field who talk about these issues all the time, and 
of attending national meetings where they’re being 
discussed further.

In the absence of agreed-upon guidance, IRBs 
must “in your own context, problem-solve the way 
you do any other problem-solving,” O’Rourke says. 

She says the research community also has to 
reach out better to the public to learn what is most 
important to them and to educate them about the 
issues.

“Public engagement and education have got to be 
a huge part of this,” O’Rourke says. 

Edwards agrees — based on what she learned 
during the GRRIP project, she now plans to inter-
view research participants to gain their perspectives 
on these issues.

“It felt funny that the IRBs and researchers were 
making these decisions about what they thought 
research participants would want, and we’ve never 
asked them.”

REFERENCE
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Genetic research issues
defy easy answers
The three Rs — reconsent, reidentification and 
returning results — beleaguer IRBs, researchers

While IRBs and researchers seem to agree on the 
most vexing issues in IRB review of genetic 

research, consensus still is elusive. 
Even among researchers or within IRB circles, 

for example, there’s not agreement on all aspects of 
when subjects must give fresh consent for a new use 
of their data or samples.

As stakeholders work through these questions, 
IRBs reviewing genetic research protocols will have 
to navigate their own way through the thorny ethical 
and practical questions.

Consent/Reconsent issues

When a person gives a sample for research of one 
kind and a scientist seeks to deidentify it and make 
it available for other research, does the subject need 
to give consent again? In surveys of IRBs and genetic 
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researchers, the best consensus appears to be “some-
times.”

“They were pretty much in agreement in certain 
scenarios, where you have subjects who only gave a 
sample for one specific thing and not to be put into a 
biobank,” says Karen L. Edwards, PhD, MS, profes-
sor of epidemiology at the University of Washington 
and director of the university’s Center for Genomics 
and Public Health in Seattle.

“But there are grayer areas — what if they did 
consent to do a genetic study but now you want to 
look at a different gene for maybe a related disease? 
Some people would interpret that as being within the 
spirit of the original consent and others don’t.” 

P. Pearl O’Rourke, MD, director of human 
research affairs at Partners Healthcare Systems in 
Boston, MA, says the secondary use of samples raises 
ethical issues about respecting the subject.

“Let’s say I gave my blood to study diabetes,” 
she says. “Maybe I am suspect of physicians and the 
scientific community, but let’s say people in my fam-
ily have diabetes and I gave my blood solely to study 
diabetes. The idea that someone can take my blood, 
which I went out of my way to give, deidentify it and 
use it for schizophrenia research feels wrong.”

She says institutions take a variety of approaches 
to handling this problem. Some word their consent 
very broadly, noting that science is moving quickly, 
that it’s impossible to know now all the potential 
uses of a subject’s sample and so their specimen may 
be deidentified and used for other research.

Others use a tiered consent process, saying specific 
uses are allowed — some provide a checklist — but 
others would require reconsent. Still others advocate 
having a person give consent to have a sample stored, 
then requiring that they be contacted for further con-
sent to approve any further use of it.

“While on one level, reconsent for every use 
shows respect for persons, the logistics are chilling,” 
O’Rourke says. 

Edwards says wording of consent forms is one 
area where researchers look for guidance to IRBs.

“Not just for the study today, but anticipating 
what we can do a year from now, or five years from 
now, because the technology is moving so quickly. 
That would be an area to focus on for both groups.”

She says development of best practices, based on 
areas where researchers and IRBs can find agreement, 
also would be helpful.

“That would seem to cut down on some of the 
back and forth,” Edwards says. “If you’re in this situ-
ation, you do, or you don’t need reconsent and just 
be done with it.”

Reidentification

Information technology has rendered even com-
mon demographic information to be highly iden-
tifiable. At the same time, O’Rourke says, whole 
genome sequencing and exome sequencing is chal-
lenging the definition of ‘identifiable.’

“One of the huge issues is what is identifiable any-
more?” she says. “There are so many reference sets 
— my DNA does not identify me, but it is unique to 
me. So if, somewhere, you have a reference set and it 
says ‘this is Pearl O’Rourke’s DNA,’ it’s like having 
my fingerprints on file.”

O’Rourke says many investigators tell her that as 
technology improves, it will be practically impossible 
to create a truly deidentified tissue bank.  She notes 
that IRB review as codified in the Common Rule is 
very dependent on the identifiability of the data or 
specimen. 

“Remember that the definition of human subject 
includes 1) a person with whom you have an interac-
tion for the purposes of research and 2) data or tissue 
that is personally identifiable,” she says.

“In reality, we have a bar graph with black on 
one end, meaning identifiable, white on the other, 
meaning not identifiable, with a huge section of gray 
in the middle,” she says. “The rather dichotomous 
Common Rule definition of a human subject as it 
relates to identifiability makes it difficult to address 
the gray sections.

“And what we’re hearing from the public in a 
number of different studies is that they don’t care if 
it’s identifiable or not. They just say, ‘If you’re using 
my stuff, I’d like to know what you’re using it for.’

Edwards says the potential for reidentification can 
be an area of tension between IRBs and researchers. 
In the GRRIP surveys, 34 percent of IRB profes-
sionals believed that reidentification was a likely 
outcome, and the same percentage thought that 
harm was likely to result from it. Seventy percent of 
researchers thought reidentification was unlikely, and 
76 percent thought it unlikely for a participant to be 
harmed as a result of reidentification.

“Researchers say, okay, it might be possible, but 
it seems really unlikely, and even if it did happen, it’s 
hard to imagine what the harms would be,” she says. 
“But for IRBs, part of their function is to think about 
this, and say, well, if it’s possible, then maybe you 
need to deal with it.”

Return of research results

The return of results from research to subjects has 



July	2011	/	IRB	ADVISOR	 81

become an issue in a variety of types of research. 
Genetics adds a layer of complexity, based on the 
sheer volume of data that can be generated from a 
sample, O’Rourke says.

She says IRBs and researchers need to distinguish 
between research findings — those expected to be 
generated by the research — and incidental findings, 
which although not part of the research hypothesis 
are generated in the process of research. 

The return of research results is very dependent on 
the study’s context, O’Rourke says. “For example, 
justification for return of research results is very dif-
ferent for a study focusing on a small family with 
a known disease, versus a study involving 20,000 
‘control’ persons who are part of a large tissue bank. 
IRBs must consider return of results on a case-by-
case basis. Many have a default of not returning 
results unless there is robust justification.”

Return of research results raises a number of issues 
that should be considered: Was the sample taken 
and processed properly? Who is in the best position 
to interpret the results and relay them to subjects? 
What does an abnormal genetic result really mean? Is 
it possible that it will mean something different five 
years from now? Are we placing an unnecessary bur-
den on subjects, knowing something that they can’t 
do anything about?

While a majority of both IRB professionals and 
researchers in the GRRIP survey thought results 
should be returned to participants if their health 
or health care was affected, a majority of research-
ers (66 percent) believed the logistical challenges of 
returning results from large-scale studies made it 
“practically impossible for most researchers.”

“I would say researchers are a little more hesi-
tant to do it,” Edwards says. “I think planning for 
how this should be done will be important. As a 
researcher myself, I do not feel qualified to be doing 
that. And so I think it needs to be discussed and some 
sort of mechanism figured out.”  n

members carry into discussions of various types of 
research. 

And some researchers who have attempted to do 
so report encountering institutional obstacles — IRBs 
that don’t respond to queries, that say they are “too 
busy” to participate or that actively refuse to answer 
questions.

Two researchers who recently have focused on 
studying IRBs provide a more nuanced view of IRB 
cooperation. They say it can take time and effort, but 
that it is possible to get useful responses from IRBs.

And they point to other obstacles that may impact 
the study of IRBs, including lack of funding and lack 
of standardization of data necessary to compare insti-
tutions to one another.

When it was suggested to Charles Lidz, PhD, 
a professor of psychiatry at the University of 
Massachusetts Medical School in Worcester, that he 
observe IRB practices at multiple institutions, he was 
skeptical.

“I was pretty reluctant when one of my colleagues 
first proposed this — ‘Are you kidding? You think we 
can do this?’” Lidz says. 

“I actually would say that we have had fewer prob-
lems than I would have thought,” he says. “I’m try-
ing to do observational studies, so we do things like 
audio-record meetings and interview reviewers and 
staff and so forth. We’ve looked at 10 major IRBs in 
our current study. And I would say that maybe we 
had to go to 13 or 14 to get that total of 10.”

Todd Wagner, PhD, a health economist with 
the Veterans Administration Palo Alto Health Care 
System in Menlo Park, CA, has been studying IRBs 
for 10 years, looking at costs and efficiency of IRB 
review in various settings. He’s sent surveys to hun-
dreds of IRBs, and followed up, often multiple times, 
in order to boost response rates.

“Generally they’ve been terrific, they’ve been really 
supportive,” Wagner says. “I have yet to meet a com-
bative IRB director. In general, they want to do the 
right thing. And I think most of them realize that the 
data can really help them do the right thing.

“It just takes a lot of time to get the right metrics 
and the right data,” he says. “And the more detail 
you want, the harder it is for them to respond. If you 
want exact dates, if you want very specific data or a 
specific protocol, it just takes more time.”

Outside reasons

Lidz says that when IRBs have turned him down, 
it’s generally for an outside reason. “Two of the 
responses were: ‘We’re in the middle of revising our 
structures’ or ‘We just fired our director,’” he says. “It 
wasn’t that they were saying no, they were just saying 

Research on ourselves: 
Do IRBs make it difficult?
What IRBs do to facilitate research on their own 
operations — or not

It’s a well-accepted position in human subjects pro-
tection circles that in order to improve IRBs and 

their relationships with investigators, it’s important 
to actually study IRBs — how they work, how long it 
takes to do things, the knowledge and attitudes that 
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that it was a difficult time.”
And two sites, he says, had legal objections. 

Because of their agreements with pharmaceutical 
companies, they felt that they could not allow him 
to see certain protocols, even after Lidz promised to 
remove all specific information about them, including 
the names of drugs.

“Almost everybody else thought that was fine, but 
these places said no, that’s not enough,” Lidz says. 
“They were willing to have us do it as long as we 
wouldn’t look at pharmaceutical company protocols, 
but we said we couldn’t do that.”

One strategy he employed to help build coopera-
tion was to seek out collaborators at every university 
he approached.

“A couple of my colleagues knew ethicists at every 
major university in the country,” he says. “I can’t 
think of a single one where we couldn’t find some-
body pretty easily and they certainly helped get us 
access.” 

Wagner says he generally approaches a board 
through the main IRB contact number. From there, 
depending on the institution and the information that 
he wants, the process can vary significantly.

“Some say, ‘We’ll pass along your survey to the 
appropriate person, thank you very much,’” he says. 
“Some might say, ‘The person who coordinates that 
panel is Maria, and here’s her phone number.’”

When an IRB is slow to respond, it can take several 
reminders to prompt someone to get back to him.  
“The response rate really does improve when you go 
up to three reminders.”

Wagner tends to collect a large amount of specific 
data — how long protocols take to work their way 
through the IRB office, the amount of hours spent on 
a particular protocol, etc.

One of the biggest challenges to his research is find-
ing a standardized way of collecting this information, 
which may be tracked differently at different institu-
tions.

“If you’re saying, ‘How long did it take to approve 
this protocol?’ and the protocol was returned to the 
investigator for some deficiency, then resubmitted, 
some IRBs will consider that the submission date, vs. 
others that use the first submission date. It’s apples 
and oranges at that point.

“We’ve had to work really hard to standardize that 
in the survey questions that we use,” Wagner says.

He would like to see efforts to standardize the way 
that IRBs routinely collect and store that type of infor-
mation.

“So that when people are using these protocol-
tracking systems for their IRBs, those metrics are built 
in and they’re standardized so that we could then 

figure out ways of extracting data,” Wagner says. He 
notes that more standard measurements would help 
streamline other multi-IRB data collection endeavors, 
such as accreditation and efforts by the Clinical and 
Translational Science Awards (CTSA) groups.

Finding funding

Wagner himself has proposed a project to help cre-
ate such metrics, but was unable to get funding. Lidz 
has encountered funding issues as well. Both men 
have received NIH funding, but Lidz says there are 
few other sources interested in this type of research.

Lidz is currently seeking funding for another IRB 
project. He wants to create an experimental IRB 
at one of the universities he studied in his previous 
research. 

“They agreed to do a little subset of their reviews, 
according to different procedures, all of which of 
course have to meet the Common Rule,” Lidz says. 
“Basically, we negotiated a set of rules with them.

“The director was extremely helpful with thoughts 
and ideas,” he says. “He was very thoughtful about 
these things and very much on board with what we 
were proposing to do.”

All that’s left, he says, is to see if the funding comes 
through.  n

Most schizophrenia
patients able to consent
Long-term study found that 96 percent still scored 
well on capacity assessments

An overwhelming majority of research subjects 
with schizophrenia monitored over the course of 

a long-term medication study retained the capacity to 
give consent for research.

The results, published recently in the journal 
Schizophrenia Research, are the first large-scale 
investigation of longitudinal consent abilities for 
subjects with schizophrenia. But they confirmed 
what researchers had already believed about doing 
research with this population, says lead author T. 
Scott Stroup, MD, MPH, director of the Program 
for Intervention Effectiveness Research at Columbia 
University’s New York State Psychiatric Institute in 
New York City.

“We monitored it a little bit more formally than 
most people do with this structured assessment,” 
Stroup says. “But I don’t think this was a surprise to 



July	2011	/	IRB	ADVISOR	 83

COMING IN FUTURE MONTHS

CNE/CME OBJECTIVES & INSTRUCTIONS
The CNE/CME objectives for IRB Advisor are to help 

physicians and nurses be able to:
• establish clinical trial programs using accepted ethical 

principles for human subject protection;
• apply the mandated regulatory safeguards for patient 

recruitment, follow-up and reporting of  
findings for human subject research;

• comply with the necessary educational requirements 
regarding informed consent and human  
subject research. 

Physicians and nurses participate in this continuing edu-
cation program and earn credit for this activity by following 
these instructions.
1. Read and study the activity, using the provided references 
for further research.
2. Log on to www.cmecity.com to take a post-test; tests can 
be taken after each issue or collectively at the end of the 
semester. First-time users will have to register on the site using 
the 8-digit subscriber number printed on their mailing label, 
invoice or renewal notice. 
3. Pass the online tests with a score of 100%; you will be 
allowed to answer the questions as many times as needed to 
achieve a score of 100%. 
4. After successfully completing the last test of the semester, 
your browser will be automatically directed to the activity 
evaluation form, which you will submit online. 
5. Once the completed evaluation is received, a credit letter 
will be e-mailed to you instantly.   n 

investigators. That’s the great thing about our results 
— that they make sense.”

The assessments were part of the larger Clinical 
Antipsychotic Trials of Intervention Effectiveness 
(CATIE) study, of which Stroup was the co-principal 
investigator. Stroup says the group conducted peri-
odic assessments of subjects in the CATIE study to 
see how the ability to consent changed over time 
among people with schizophrenia. 

More than 1,100 subjects were assessed at their 
initial consent with several different instruments 
which helped gauge their understanding and reason-
ing abilities, neurocognitive function and symptoms 
including delusions, hallucinations and disorganized 
thinking. They were assessed again after 6 and 18 
months of study and at any time that a study medica-
tion was discontinued.

In order to be randomized to a medication in 
the CATIE study, subjects had to score at least 16 
points or higher on the understanding portion of the 
MacArthur Competence Assessment Tool-Clinical 
Research (MacCAT-CR) a commonly used screening 
tool for consent capacity. The team measured how 
that score changed over time, as well as how symp-
toms and other measures of functioning changed.

Over the course of the study, 96 percent of sub-
jects maintained a score of 16 or greater on the 
MacCAT-CR understanding portion. Of the entire 
group, 20 percent actually saw a notable increase in 
their score, while 24 percent declined and 56 percent 
showed no substantial change. 

The 4 percent who did fall below the initial thresh-
old shared many characteristics, including borderline 
initial scores, worse-than-average neurocognitive 
functions and more severe symptoms at the outset. 
In addition, people whose symptoms worsened over 
time also were found to have greater declines in their 
later MacCAT scores.

These factors provide investigators with a better 
picture of whom to watch more carefully in a study 
of this kind, Stroup says.

“I think investigators should know who to moni-
tor — those with marginal capacity whose symptoms 
are worse at the outset and those who worsen,” he 
says.

Stroup doesn’t believe this type of intense struc-
tured assessment is necessary for all people with 
schizophrenia who participate in research, based 
on the small number of overall participants whose 
scores fell below the initial threshold.

He notes that the CATIE study was minimal 
risk, participants receiving approved medication at 
approved doses. For a more experimental treatment, 
or another type of higher-risk protocol, more struc-

tured assessments may be necessary. In addition, 
Stroup says researchers can use other safeguards, 
such as a subject advocate — a friend or family mem-
ber who can assist in determining whether a subject 
continues to have capacity to consent.

“The lost capacity (in this study) was so rare and 
the effort for longitudinal structured interviews and 
subject advocates may exceed what’s necessary,” he 
says. “For things with minimal risk or no more than 
usual risk, I don’t think that’s necessarily needed. 
That said, I do think it’s important for investigators 
to remain vigilant.”
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n It matters how subjects are 
approached by study recruiters

n IRBs like to see research sites 
use standardized recruitment 
documents
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25. According to an expert on human subjects 
protection, which of the following approaches 
to discussing research studies with potential 
participants reflect recruitment etiquette?
A. “We often do research studies. Is it okay if 
we contact you about possibly being involved 
in a study?”
B. “How do you like to be contacted? Would 
you prefer email, post office mail or telephone 
calls?”
C. “Are there times of the week or day that 
would be bad to call you?”
D. All of the above

26. Which of the following is not an ethical prin-
ciple that should be addressed by research 
institutions, according to a study on measures 
of mentoring, published in 2009 (19(3)) in the 
Ethics & Behavior journal.
A. Avoiding plagiarism in writing
B. Knowing when to disclose confidential 
information, such as when there is suspected 
child abuse or harm to self or others
C. Writing emails to department heads
D. Data sharing with other investigators

27. In surveys of genetic researchers and IRB 
professionals which of the following was NOT 
identified as an issue that required “consider-
able in discussion” during review of genetic 
research:

A. When to reconsent subjects who had previ-
ously given a sample if it was used for a new 
study or research purpose.
B. Return of research results to participants
C. Recruitment strategies for genetic research
D. Potential for reidentification of subjects

28. True or False: 96 percent of all subjects with 
schizophrenia who participated in the CATIE 
study saw improvements in measures of their 
capacity to give consent. 
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