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Does your IRB have a plan for
handling incidental findings?

If not, here’s what you need to know

How IRBs should handle incidental findings is becoming such a
notable issue among IRB professionals that there was a recent con-
ference devoted to the topic.'

“I think it’s getting increasing scrutiny,” says Elizabeth Hohmann,
MD, an associate professor of medicine at Harvard Medical School, and
a chair and physician director at Partners Human Research Committee
of Massachusetts General Hospital and Brigham & Women'’s Hospital
in Boston, MA.

“The most common incidental findings in clinical medicine are the
newer imaging studies,” Hohmann says. “You tend to find a lot of
things, and it’s unclear how important they are.”

For example, both MRIs and CT scanning of the whole body easily
can turn up incidental findings, Hohmann says.

The big question is: What should be done with the incidental
findings?

For instance, suppose an investigator finds an unknown bright object
in the brain or a small polyp or cyst in the kidney or liver?

“These are very common findings on scannings,” Hohmann says. “In
both incidents, you have something new, so what do you do with it?”

IRBs have to grapple with these questions because the answer isn’t
simple, particularly when something appears in the head scan of a
health volunteer.

“Typically, I would say the head ones are a little problematic,”
Hohmann says. “One approach you could take is to say that everyone
who gets a head scan needs a clinical scan read by a radiologist, and if
you find something bad then you have to deal with it.”

The other approach is to tell the research participant that the scan
won'’t be done for clinical purposes and that if something is found that
needs follow-up, the participant will be referred to a physician,
Hohmann says.

For studies funded by the National Institutes of Health (NIH), the
first approach is the one to use. NIH requires studies funded by NIH to
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make a reasonable scan and have it read by clini-
cians. Then if something is found it will be neces-
sary for the clinical trial team to deal with these
incidental findings, Hohmann says.

“I think either of those approaches is defensi-
ble,” Hohmann says. “It depends a little bit on
practical issues, such as what you can actually
accomplish and whether you have enough radio-
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logists to have the scan done and to have it
examined.”

This can become expensive and in a worst case
scenario could grind research to a halt, she notes.

“We’ve sought input from a radiologist group,
and they each have different approaches,”
Hohmann says. “We don’t yet have a consensus.”

Here are the major categories of incidental
findings:

* Routine lab tests and screening of health
volunteers. In this category, a research study
might involve a new vaccine. As part of the
screening of health volunteers, investigators will
determine whether the participant has anemia or
syphilis, for example, Hohmann says.

Those are incidental findings with a straight-
forward answer: Investigators know how to han-
dle these findings and can make appropriate
referrals.

“They need to be clear with volunteers up
front and say, ‘If you don’t want this kind of
information, you shouldn’t be in the study,””
Hohmann says.

Also, investigators should tell participants that
the research study will not pay for their medical
care once the diagnosis is made, and obtaining
treatment will be the volunteer’s responsibility,
she adds.

¢ Radiologic findings. These include head
scans and total body scans. Handling these find-
ings is trickier because the findings could be seri-
ous or insignificant, and researchers will have to
make decisions about how to handle these on a
study-by-study basis, she says.

* Genetic incidental findings. Another area in
which incidental findings become an issue is in
genomic research.

“With genomics our approach frequently is to
tell people that we don’t know what these things
are going to mean,” Hohmann says. “But if
they’re worried about breast cancer susceptibility,
for example, then they should go to their own
doctor and get a test done formally through the
clinical laboratory as part of their own health
care.”

“Our IRB has thought about that issue up
front and wants investigators to tell people, ‘We
may get information that’s important to your
clinical care, and this is how we’ll handle it,””
Hohmann explains.

The other nuance of reporting incidental
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findings to participants involves determining
whether the finding is of a well-understood
medical problem.

For example, if genomic research uncovers an
alphal-antitrypsin deficiency in a participant,
this is a finding for which there is a great deal of
information, Hohmann says.

“You would probably want to tell the person
that this could be very serious for his health and
here is what he needs to do to carry on,” she says.

With alphal-antitrypsin deficiency there is a
diagnostic test that other labs can duplicate, and
there is a course of clinical care that can be pre-
scribed once the diagnosis is made.

This isn’t true of many incidental findings.

“For many we’ll be in early stages of scientific
development, and maybe this is the first study
looking at this marker,” Hohmann says. “So you
don’t want to panic because you have found
something you think might be of concern
because maybe it won't be.”

IRBs also might request that investigators de-
identify the genetic information they collect
before testing.

“But a lot of researchers don’t want to do that
because they want to be able to go back and
make clinical correlations,” Hohmann says.

* Mental health and sociobehavioral find-
ings. Examples of this category are findings that
research participants are clinically depressed or
that pregnant participants are drinking heavily,
Hohmann says.

The key is for the IRB to determine the
researcher’s responsibilities in these cases.

“Maybe this wasn’t the focus of research, and
maybe the researcher was studying something
else among pregnant women,” Hohmann says.
“You have to think about these things up front
and how you're going to approach them.”

These types of findings also pose legal
concerns.

“Illegal behaviors, in general, are problematic
for IRBs,” Hohmann says. “A large part of IRB’s
work is to anticipate these in advance.”

With preparation they will have a set course of
action to take, and they can advise investigators
to design studies in a way that would be less
likely to uncover these types of incidental find-
ings, she adds.

“You have to look at mental health findings
carefully with respect to your state’s regula-
tions,” Hohmann says. “There’s a legal issue and
an ethical issue.”
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These are hard lines to draw, but IRBs could at
least support investigators in doing what’s right
clinically, but not reporting these findings to
legal authorities unless they are required by law
to do so.

“You'd never get anybody to enroll in your
study if you used draconian approaches to
reporting and told people about it,” Hohmann
notes.

* Researcher have preconceived notions. IRB
members also need to be aware of their own pre-
conceived notions about various types of inci-
dental findings.

For instance, some research professionals
assume that when a complete scan is conducted
it is a good thing to find a problem and send the
participant into medical care, Hohmann says.

“They think, “We’ll find the brain tumor
early,”” and that’s the natural assumption related
to that approach,” she says.

However, in medicine it rarely works out so
perfectly.

“I think people forget about the findings of
things of no importance which require more
scans and extreme amounts of anxiety and inva-
sive procedures to diagnose,” Hohmann
explains. “Then we find out it was nothing, and
we didn’t need to do anything about it.”

Worse, a patient could have complications
related to the procedures.

“It becomes very complex, and you can argue
either side of the equation,” Hohmann says.
“Everybody on IRBs is aware of some apoc-
ryphal case where a person had a brain tumor,
but those incidences are unusual.”

It’s challenging for IRBs to make decisions
about this issue because they rarely have access to
outcomes for decisions made in either direction.

“I go to IRB meetings every week, and we dis-
cuss these things a fair amount,” Hohmann says.
“We don’t often hear the outcome of these things,
in part because once you find something then the
person by definition has a medical problem and
is treated outside the research context at that
point.”

The chief information IRBs receive is of this
nature: “We may hear of adverse event report-
ing,” Hohmann says. ““The college student had a
lesion head scan; was referred to clinical care.””

So IRBs will think about incidental findings
when they are reviewing a protocol and will offer
investigators directions on how to proceed, she
says.



“For NIH-funded studies we have a more
complete approach,” she says. “In other studies,
we consider the issues and see what investigators
propose.”

IRB members also need to keep in mind that
investigators want to give information back to
participants, and they’re often convinced their
work will solve medical problems.

“But that’s rarely the case for a single disease
or research project,” Hohmann says. “It takes
many studies to produce the test that says, "We
can do this and we know what it means.”

Researchers cannot take a short cut to scientific
certainty just because they might have found a
genome that is associated with sudden death
according to a single study, she notes.

“These are complex [ethical] areas, and they
depend on the state of science in a given field,”
Hohmann says. W
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Student mentor serves on
IRB, helps other students
navigate system

Program improves IRB efficiency

ledgling student investigators at universities

can find human subjects protection regula-
tions complicated and overwhelming and the
IRB bureaucracy intimidating and scary.

The University of Southern California in Los
Angeles has created a unique resource to help
them: a specially trained graduate student who
both serves on the IRB and meets with students
to help them navigate the IRB system.

Urvi Patel, MS, who currently serves as the
IRB student mentor at USC, says that while the
school has a good web site that explains to stu-
dents how they should prepare and submit an
IRB application, many students still are intimi-
dated by the process.

“They don’t know where to start and they’re
just looking for direction,” she says. “And that’s
where I come in. Knowing there’s a student there
just to help them makes it less intimidating for
them, I think.

“Once you tell them you should do this first,

and you should do this next, you can visibly see
the load being lifted.”

The position was the brainchild of Susan L.
Rose, PhD, executive director of USC’s Office for
the Protection of Research Subjects (OPRS). Rose
asked for the position soon after coming to the
university.

“When I came here, no students were on any
of the IRBs,” Rose says. “The woman who runs
the school sort of thought of my new office as an
experiment where the budget should be fluid. So
I said to her, ‘T only want two things — I want a
student and I want a web site.” And she did
both.”

The student mentor position is a 20-hour-a-
week graduate assistantship assigned to the
OPRS. In addition to serving on one of the IRBs,
the mentor is expected to help with educational
programs for new student investigators and to
help out with OPRS projects such as a recent
community IRB booklet.

Rose says she’s lucky to have such a well-
funded assistantship in her office.

“There’s quite an expense connected with the
student mentor,” she says. “It still shocks me
after four years of it. The student gets tuition,
and gets all benefits paid. They work half time if
they can and they get a stipend that is pretty
hefty. So it’s not cheap.”

But she and Patel point out that the institution
benefits as well — from having a necessary stu-
dent voice in IRB deliberations and from student
IRB applications that are more complete and
require fewer changes.

“It makes for a more efficient IRB,” Patel says.
“Ideally, I'm that first filter that makes their jobs
easier as well.”

Finding the right candidate

Rose says it’s been a challenge finding the
right people to serve as student mentors — Patel
is the third to hold the job since it was created
four years ago. They need to be technology
savvy, because the IRB process is on-line. They
must have excellent interpersonal skills, dealing
not only with younger students but with non-tra-
ditional older students and even with professors
who may ask for their assistance with protocols.

Because of the necessary time spent training
them in human subjects protection, Rose says she
looks for someone who isn’t in his or her last
year of graduate school. “You don’t want to go to
all that work and then they’re gone,” she says.

She says that in the past, she’s tried to ask the
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schools that account for most of the IRB applica-
tions to recommend possible candidates, but they
rarely respond.

Patel, a psychology graduate student, says she
was contacted by an IRB reviewer who thought
she might be right for the job — ironically,
because she had contacted the office so often ask-
ing questions about her own research projects.

“Whenever I was filling out my applications I
had a bunch of questions, so I would call them
all the time and they got to know my name,” she
says. “We’d have conversations about how it
would be a good idea for schools to have a grad-
uate student who helps other students or profes-
sors, to filter out some of that before it gets to the
IRB application.”

Patel also had served previously on an IRB at
another institution.

Once selected for the job, Patel spent several
months with her predecessor, learning the ropes.
She not only had to know the regulations, but
also the process of working with USC’s IRB. Rose
took Patel to IRB meetings on the USC campus,
as well as at other area research institutions.

Patel’s work was shadowed by IRB staff until
they were comfortable with her expertise.

Teaching groups, advising individuals

In her role at USC, Patel spends a lot of time
with Rose presenting educational programs for
groups of students.

“We have two different talks we give,” Patel
says. “One is very general, covering the basic
principles. Why does the university need a
human subjects program?

“Then we have a more specific talk, which is
given to students who've passed a certain point
in their graduate career so they have the methods
of their research down, and they’re ready to start
submitting on-line. The second group under-
stands why the IRB is needed; they just need to
figure out how to submit an application.”

Rose says they’ve recently expanded their
reach, doing sessions for second-year medical
students who are planning research projects.

In addition to the larger educational sessions,
Patel also meets one-on-one with students who
seek her out, or who are referred to her by the
IRB because of difficulties with their applications.

Among the most common problems she sees
are researchers who are unsure what level of
review their projects fall under.

For most students the one thing that provides
the most source of concern is the appropriate
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level of review,” she says. “They don’t want to
submit an application that is a level above or
below that.”

In addition, students often don’t know that the
IRB provides all the necessary templates on-line.
They will submit a self-composed informed con-
sent form or other document, which the IRB
rejects because it doesn’t meet their requirements.

And then there are the students whose work is
even less IRB-ready.

“The student will submit the application and a
staff reviewer will send it back and say, “You
need to see the student mentor,” because they
didn’t have a complete application. There’s not
even enough information for them to review it,”
Patel says.

No ‘dumbing down’

Patel says she makes two important points in
dealing with students:

¢ Her goal is not to have a student “dumb
down” a study, removing any potential barriers
simply to assure easy passage through the IRB.
For example, she won’t counsel a student to jetti-
son a controversial survey simply to avoid a
tougher review.

“We need to maintain the integrity of the
research,” she says. “That’s the most important
thing, not how to get it through the IRB faster.
Because when they leave, they need to be proud
of the research. I say, “Your research has your
name on it, you want it to be something that
you're proud of.””

¢ She’s there to help a student identify and
address ethical issues, not as a consultant on
experimental design.

“I'm not their adviser,” she says. “They have
to work through all the methodology before they
see me.”

Rose says that can be a problem, when faculty
advisors don’t prepare students well enough.

“You have mentors who do not mentor and
throw their students to the wolves,” she says.
“Students sometimes come to our IRB mentors
with design issues and basic project issues.”

Rose says that all of the women who have
served as IRB student mentors have brought per-
sonal qualities and interests that added value to
the position. For example, Patel, a teaching assis-
tant fellow, is seeking to provide more informa-
tion to other TAs who are encountering student
projects in class.

Rose says Patel is extremely good at connect-
ing with students, even those who may be many



years older than she is.

“Urvi has been helping a lot of people who are
returning or older students who don’t know how
to deal with the [information technology] side.
She’s helped them with things that they can’t do,
and the students are comfortable with her.

“I just can’t say enough good things about her.”

Patel says her work with the IRB has affected
her own research.

“I'm way more thorough in my explanation of
everything I do,” she says. “Why did I decide to
do this? Could I have done without it?”

She says she hopes to eventually land a faculty
position at a major university, and believes her
IRB experience could help her in that goal.

“I think it’s very marketable for me to have
gone through the whole IRB process at two dif-
ferent universities,” Patel says. “I think it’s a sell-
ing point for me to say I can wear the professor’s
hat and the researcher’s hat but also be someone
who’s involved in the IRB as well.”

Rose says she believes universities have an
obligation to involve students in the IRB process,
and has tried to convince various departments at
USC that they should have their own graduate
students to help students in the earliest stages of
applying to the IRB, but with no success.

She thinks schools could create mentoring
positions similar to USC’s without necessarily
incurring the same expense.

“I can’t rave enough about it,” Rose says of the
mentoring program. “I cannot imagine my job
here without it.” W

Psychological association
seeks to ease problems
between IRBs, researchers

Communication is a two-way street

special task force of the American

Psychological Association studying the ten-
sions between IRBs and psychology researchers
has released a list of recommendations on how to
address those tensions.

IRB members bracing for an angry denuncia-
tion of their work may find themselves pleasant-
ly surprised.

While the committee does note complaints
about IRBs overreaching and misunderstanding
the nature of behavioral research, it also asserts

that psychological researchers should do a better
job of understanding IRBs and calls for collabora-
tion to achieve the common goal of improving
protection of research subjects.

“IRBs and psychologists who are doing
research both have exactly the same goals in
mind,” says Thomas Eissenberg, PhD, associate
professor of psychology at Virginia
Commonwealth University in Richmond, VA,
who served as the chairman of the APA
Presidential Task Force on Institutional Review
Boards and Psychological Science.

“They want to protect participants and they
want to see the highest quality of research com-
pleted at their institution. That means they’re on
the same side. What we ought to be doing is
working together to make sure that we protect
participants as effectively as we can while main-
taining the highest quality of science as we can.
And we can do that if we work together in a col-
legial way.”

The task force made five major recommenda-
tions to the association (see accompanying arti-
cle on p. 7), focusing on helping each side under-
stand the other better and working together to
provide evidence-based IRB policies on how to
best protect participants in psychological
research.

“I think a lot more research has to be done
about what the problem is and what the potential
solutions are and whether those potential solu-
tions are likely in fact to improve the problem,”
Eissenberg says.

Presidential interest

Eissenberg says he was drawn to the IRB proj-
ect by his work on the APA’s Committee to
Advance Research (CAR), which handles a range
of issues involving responsible and ethical con-
duct of research.

He says the association’s 2007 president,
Sharon Stephens Brehm, PhD, named IRB issues
as one focus of her presidency, and discussed the
matter with the CAR.

“She identified this tension as being important
amongst her constituency, and she decided to
appoint a presidential task force on IRBs and
psychological science,” Eissenberg says. “Because
I was involved with the CAR discussions so
much, I got nominated to chair the committee.”

Eissenberg came at the issue not only as a
psychological researcher but as a member of
VCU’s IRB. He says his experience with the
board has generally been a good one but like
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other behavioral researchers, he’s heard horror
stories about out-of-control IRBs making unrea-
sonable demands.

“My perspective was that I know it can work,
I know we can review research in a way that pre-
serves collegiality between the reviewers and the
person who wrote the protocol being reviewed,”
he says. “But it doesn’t seem to be happening as
often as it might. My viewpoint was how do we
make it work better?”

To better understand the problem, Eissenberg
and the other task force members attempted to
collect data on the extent of the problems facing
psychology researchers. How often were they
turned down by IRBs? What were the areas of
research that seemed to raise the most ethical
questions?

What they found were a lot of anecdotal sto-
ries, but little hard data, he says.

“There wasn'’t a lot of systematic data collec-
tion, and in places where there was some system-
atic data collection, it seemed that the anecdote
was isolated, and the general impression (of
IRB/psychological science dealings) was posi-
tive,” Eissenberg says.” And with some of these
anecdotes, I wonder to what extent the story we
hear now meshes with the story that actually
happened, because the stories tend to get blown
out of proportion year after year and they’re the
same anecdotes that get trotted out,” he says.

Inherent flexibility

Based on his own experiences, Eissenberg says
he believes that when IRBs and psychological
researchers clash, the problem usually isn’t the
regulations themselves, which he finds to be
quite flexible, but the interpretation by individ-
ual local IRBs.

“The flexibility inherent in the regulation isn’t
being applied as effectively as it could be,” he
says. “For instance, we’ve heard of some institu-
tions that don’t allow exempt review — it just
doesn’t occur at that institution.”

Eissenberg says such a policy would be partic-
ularly burdensome for psychological researchers,
who often do studies that would fall under an
exempt review category, such as surveys that
don’t contain sensitive information, and whose
data are never linked to individuals.

Requiring those investigators to go though un-
necessary full board reviews and annual reviews
following that can lead to tensions, he says.

“Because it seems like — and in fact according
to the regulations what it might be is — mean-

January 2008 / IRB ADVISOR

ingless paperwork that doesn’t protect anybody.”

Eissenberg also believes that there’s far too lit-
tle interaction between IRBs and the researchers
whose work they review. More communication
between them could head off problems before
they escalate, he says.

When reviewing protocols on his own IRB, he
often seeks out the researcher to ask questions or
raise concerns.

“The first thing I do is pick up a phone and
call the investigator and say, ‘Here’s my reading
of what you want to do and I'm not comfortable
with it,”” Eissenberg says. He engages the
researcher to help him understand the protocol
in a way he is comfortable with, and takes that
information with him to the full board meeting.

“If I can work it out in advance, then I can just
go to the full board and say, ‘OK, I had this con-
cern, it was addressed by the PI and now I'm
comfortable and we can move on.”

Eissenberg says there are not enough instances
of IRBs making that kind of outreach attempt —
or of investigators questioning an IRB’s concerns
in a collegial way.

“From an IRB member’s perspective, we get
caught up in regulations a lot and we sometimes
forget that there’s a researcher on the other side,
who desperately wants to protect their partici-
pants and wants to do great science and just needs
some help working through the regulations,” he
says. “We get so focused on the regulations that
we forget to work with the other person.” Wl

Empowering researchers,
educating IRB members

Recommendations try to bring two sides together

he recommendations of the American

Psychological Association’s Task Force on
IRBs and Psychological Science focus on giving
IRBs and psychological researchers a better
understanding of each other’s methods and
motivations, as well as generating more useful
data about how the two groups interact.

Recommendations included:

* Empower researchers. Help researchers
engage with IRBs by educating them better about
how IRBs work, what the regulations require,
and how to deal with them in a collaborative,
rather than confrontational way.

Task force chairman Thomas Eissenberg, PhD,



associate professor of psychology at Virginia
Commonwealth University in Richmond, VA,
says this type of education would go well
beyond the typical human subjects protection
training most investigators receive.

“I think that is a very different educational
exercise,” he says. “What I'm talking about is
what the regulations mean to the IRB, how
they’re applied by the IRB, and how your
research can fit into those regulations.”

Eissenberg says he believes that the regula-
tions are extremely flexible, if looked at properly.
If investigators understand that, they can better
respond to IRB concerns, he says.

“If the IRB says ‘No, you can’t do that,” what
an investigator needs to say is ‘OK, that’s impor-
tant feedback — the way that I structured the
protocol doesn’t seem to fit your needs in terms
of the regulations. Let’s work together from my
understanding of the regulations and your
understanding of the regulations to see where
what I want to do or some modification of it can
be done.””

¢ Help IRBs understand psychological sci-
ence. The task force recommended that the APA
take more substantive steps to explain the risks
and benefits of psychological research — particu-
larly the risks, which often are not as great as IRB
members may think they are.

“It’s often the case even at my IRB, which I
think is a great IRB, where one or two reviewers
hear about a procedure in a psychological study
and begin to worry about possible [adverse con-
sequences],” Eissenberg says. “And when an IRB
goes down that road, there’s an opportunity to
perhaps misidentify the probability of risk in a
psychological study.”

He says the APA could work with organiza-
tions such as Public Responsibility in Medicine
and Research (PRIM&R) to develop IRB work-
shops on topics such as risk assessment, use of
deception, and community-based participatory
research.

Beyond that, Eissenberg says, there’s an
opportunity for the psychology research commu-
nity to apply existing research on group decision
making to the IRB process itself.

“We in psychology have studied how small
groups make decisions and determine risk,” he
says. “What can happen, the research says, is that
one person starts discussing a risk and another
person agrees with that risk and then starts talk-
ing about the worst-case risk that can happen on

a protocol and the whole IRB kind of piles on
and goes down that path.

“What you can end up with is a biased
process,” Eissenberg says. “Chairs and adminis-
trators need to be aware of how small groups
make decisions and need to be aware of how
they can be biased in ways that are either too risk
aversive or too risk tolerant.”

¢ Collaborate with IRBs to develop evidence-
based IRB policies and procedures. Because of
the lack of hard data on the IRB/psychological
researcher divide, it’s hard to know whether
there are numerous instances of conflicts over
protocols, or simply a collection of compelling
anecdotes.

“We need to know more about how often these
seemingly unjust reviews occur and whether
there’s a pattern and what surrounds them,”
Eissenberg says.

The task force suggested that the APA advo-
cate for funding of studies of the issue, arguing
that if there is a real breakdown in the relation-
ship between investigators and IRBs, there are
more chances not just for escalating tension but
for regulations that don’t get followed as closely
as they might. We need to do some more research
to figure out what the problem is and fix it.”

® Write scholarly articles. These articles
should suggest models that might better accom-
modate behavioral research while still maintain-
ing high standards of human subjects protection.

For example, Eissenberg says his own institu-
tion has set up a special exempt review panel to
handle only exempt protocols.

“The panel in fact never meets, but all the
exempt protocols go to those people,” he says.
“They’re highly trained in determining whether
something is exempt or not and because that’s
the only thing they focus on, the turnaround is
extremely rapid. Also other panels who are look-
ing at expedited and full board [protocols] aren’t
bothered by these exempt protocols.”

He says other models of review may be even
more effective, and calling scholarly attention to
them could help make them more prevalent
among IRBs.

¢ Establish a continued APA focus on IRB
issues. The task force recommended a continuing
committee on the subject, to help implement the
other recommendations, and to be a resource for
researchers trying to navigate the IRBs.
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“It seems obvious that this is a long-term
issue,” Eissenberg says. “There’s going to be psy-
chologists doing research for a long time and
there’s going to be IRBs for a long time. We need
to continually watch this to see what we can do
to improve the interaction between these two
groups who have the same goals.” W

When studies involve
terrorism victims, think
of three major issues

Ability to consent is not a problem

Studies involving terrorism or disaster victims
should receive extra attention and concern
from the IRB, but not always for the reasons IRB
members suspect, an expert says.

Reviewing studies involving terrorism or disas-
ter victims is not much different from other
research in terms of the subjects’ vulnerability, says
Elana Newman, PhD, associate professor of psy-
chology at the University of Tulsa in Tulsa, OK.
Newman has conducted various research studies
on the topic of traumatic events, and she has spo-
ken about IRB reviews and terrorism at national
conferences. Newman also has been serving as a
clinical consultant for the Oklahoma Child
Traumatic Stress Treatment Collaborative in Tulsa.

“This type of IRB review is unique because the
decision is made under heightened arousal for
everybody,” Newman says. “Decisions are made
quickly.”

For example, IRB members often are con-
cerned about whether terrorism or disaster sur-
vivors need additional human subjects protec-
tions, Newman says.

“Can they make decisions under issues of
uncertainty,” she says. “And it looks like even
people who are upset and under stress can make
decisions about research and health care.”

Survivors as a group do not have impaired
decision-making capacity, Newman says.

“You still need to look at this issue because
studies deal with individuals, and it’s up to each
participant to decide whether or not to partici-
pate in the research,” she says.

It’s fine for IRBs to pay special attention to
such protocols, but they do not need to provide
the participants with special protections,
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Newman says.

“They are vulnerable in other ways, but they
are not vulnerable in the regulatory sense,” she
explains.

There are three main issues that arise with the
review of studies involving terrorism or disaster
victims, Newman says.

1. Research is conducted very quickly.
Investigators know that if they want to interview
people who have been impacted by disaster or a
terrorist act they should begin the study before
survivors disperse. This means IRBs might
receive such protocols very quickly and be
expected to review them in as timely a fashion
as they can.

2. Everyone, including IRB members and
investigators, might have heightened emotions.
“The goal of terrorism is to not just inflict terror
on the direct victims, but on all of the
bystanders,” Newman says. “So these are cir-
cumstances where everyone is upset or dis-
tressed or concerned.”

IRB members will be reviewing a protocol dur-
ing a time when their feelings are heightened,
she says.

Making decisions about research protocols
could be impacted by the acute emotions IRB
members have about the event.

For instance, they might be more overly con-
cerned about the emotional state and health of
the survivors, Newman says.

3. There might be a greater research burden
on survivors. This doesn’t happen with all disas-
ter and terrorism research, but often there are a
finite number of survivors, and there are many
researchers interested in studying them.

There might be a redundancy of research and
the participant burden can be high, Newman
says.

This means there might be issues of coordina-
tion that are unique to these situations.

For instance, after the 1995 terrorist bombing
of the Alfred P. Murrah Federal Building in
Oklahoma City, OK, the governor of Oklahoma
designated central agencies and institutions to
provide mental health care, crisis care, and
research activities. All research activities resulting
from the terrorism event were coordinated
through the University of Oklahoma Health
Sciences Center.

The governor had all research centralized



Research tool asks participants
about their emotional state

IRBs can use it to assess study risk

lana Newman, PhD, an associate professor of psychology at the University of Tulsa, OK, has helped
to develop this brief questionnaire to assess a research participant’s emotional experience during a
study that might cause subjects some distress.
Here are questions listed in the Reactions to Research Participation Questionnaire, which Newman
openly shares.

I. From the list below, please rank the top three reasons why you decided to participate.

__ I'was curious ___ Thought it might improve my access to health care
__ To help others _ FeltIhadto

__ To help myself ___ For the money

_ Idont know __ I'didn’t want to say no

Other (Please explain)

II. The following questions deal with your reactions to participating in this study. Please circle the
number that best describes your response (1 = Strongly disagree/no, 2 = disagree, 3 = neutral/maybe,
4 = agree, 5 = strongly agree/yes).

1. I gained something positive from participating. 1 2 3 4 5
2. Knowing what I know now, I would participate

in this study if given the opportunity. 1 2 3 4 5
3.  The research raised emotional issues for me that

I had not expected. 1 2 3 4 5
4. I gained insight about my experiences

through research participation. 1 2 3 4 5
5. The research made me think about things

I didn’t want to think about. 1 2 3 4 5
6. Ifound the questions too personal. 1 2 3 4 5

7. Ifound participating in this study

personally meaningful. 1 2 3 4 5
8.  Ibelieve this study’s results will be useful to others. 1 2 3 4 5
9. Itrust that my replies will be kept private. 1 2 3 4 5
10. I experienced intense emotions during

the research session and/or parts of the study. 1 2 3 4 5
11. I think this research is for a good cause. 1 2 3 4 5
12. I'was treated with respect and dignity. 1 2 3 4 5
13. I found participating beneficial to me. 1 2 3 4 5
14. T'was glad to be asked to participate. 1 2 3 4 5
15. Ilike the idea that I contributed to science. 1 2 3 4 5
16. I was emotional during the research session. 1 2 3 4 5
17. Ifelt like I could stop participating at any time. 1 2 3 4 5
18. Ifound participating boring. 1 2 3 4 5
19. The study procedures took too long. 1 2 3 4 5
20. Participating in this study was inconvenient for me. 1 2 3 4 5
21. Participation was a choice I freely made. 1 2 3 4 5
22. Had I known in advance what participating would

be like I still would have agreed to participate. 2 3 4 5
23. Tunderstood the consent form. 1 2 3 4 5
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through one institution to ensure that survivors
were not bombarded with research requests,
Newman notes.

And this would help to expedite the IRB
process.

Even when this type of coordination is not
required by the government, it’s a good idea for
institutions and IRBs to form their own collabo-
rative efforts to reduce participant burden,
Newman suggests.

For example, an institution could make an IRB
member available for consultation to investiga-
tors and other IRBs, she says.

Investigators and institutions should prepare
for this long before a disaster occurs.

“If people know they are interested in study-
ing disasters, they can work out ahead of time a
general protocol that can be modified,” Newman
says. “IRBs need mechanisms to use in anticipa-
tion of this kind of research.”

IRBs reviewing a terrorism or disaster protocol
have a responsibility to communicate with other
IRBs and share information with them, particu-
larly if it was a local event, Newman says.

IRBs can help disaster participants in other
ways, as well.

For instance, they could make certain investi-
gators have a mechanism for referring partici-
pants to psychological or physical services,
depending on the protocol, Newman adds.

“Investigators often think it’s a good idea to
offer referrals as a public intervention, and that’s
up to each IRB,” she says. “The staff should be
trained to recognize when a referral is needed.”

IRBs also should make certain the investigator
and research staff clearly explain to participants
that they will be seen as part of a research study
and not to receive typical clinical services,
Newman says.

“It’s important that participants don’t confuse
research and clinical services,” Newman says.

For instance, would it be okay for an investi-
gator to go to the site of a disaster and say, ‘Is it
okay if I call you later?” Newman says.

“Each IRB has to figure that out,” she says.

The last misconception IRB members might

have is that disaster or terrorism victims will be
retraumatized or re-victimized if they are asked
to relive their traumatic experience.

“It’s very important that trauma survivors are
treated with respect and that the research doesn’t
harm them,” Newman says. “But at the same
time I distinguish between asking people to
relive a harmful experience and [literally] putting
them into that experience again.”

IRB members who are concerned that a
research experience might cause a participant to
feel distress could ask the researcher to use a tool
that measures the participant’s reaction to his or
her research participation. (See sample research
participation reaction tool, p. 10.)

Most people who participate in such research
who report unexpected distress will say that they
were more upset than they anticipated but that
they’re still fine, Newman says.

“A small group of people would say they

CE/CME Objectives

The CE/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 require-
ments regarding informed consent and human
subject research.

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

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

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

COMING IN FUTURE MONTHS

M |IRBs must consider lan-
guage and culture in achiev-  local IRBs to complement
ing true informed consent gach other’s work
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wouldn’t have participated if they’d known, but
this group is not based on the extent of trauma
exposure,” she says.

The best strategy is for an IRB to ask for more
information if it looks as though a study might
present a problem.

“Ask the first five participants what this expe-
rience was like for them,” Newman says. “It may
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1. Which of the following types of incidental
findings can pose ethical problems for IRBs
and investigators?

A. Social-behavioral findings
B. Genetic findings

C. Radiological findings

D. All of the above

2. The most common concern of student investiga-

tors conferring with USC’s IRB student mentor is:

A. whether the informed consent documents
conform to the institution’s requirements.

B. whether they are seeking an appropriate level
of review for their protocols.

C. whether the mentor can help them with the
design of their project.

D. None of the above

3. Which of the following was a recommendation of
the APA’s task force on IRBs and psychological
science?

A. Educating IRBs about psychological science

B. Educating psychological researchers about
IRBs and the flexibility of human subjects
protection regulations

C. Learning more about how serious the tensions
really are between IRBs and researchers

D. All of the above

4. Which of the following issues is not a major con-
cern for IRBs that are reviewing protocols involv-
ing survivors of terrorism or disasters?

A. How great is the research burden for the sur-
vivors of a particular terrorist or disaster
incident?

B. Emotions among IRB members and investiga-
tors might be heightened because of the dra-
matic nature of the incident and its ability to
impact people who were not directly involved.

C. Research involving disaster and terrorism sur-
vivors typically must be conducted quickly.

D. Terrorism victims often have limited capacity
to consent because of their psychological
problems in coping in the aftermath of a dis-
aster or terrorist act.

“(p) ¥ “(p) "¢ ‘(a) "2 “(p) "} :s18msUY
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make some sense to ask the participant at the
end of it, ‘Did you feel this was invasive? Do you
feel this was dangerous or distressing? Was this a
risk for you?”” W
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