
With state university budget cuts 
it might be time to cut IRB costs
Experts discuss future of IRB in troubling times

IRBs across the nation are bracing for budget cuts as states slice
funding to higher education and the recession's impact is felt by
IRBs and research institutions.

“Everybody at public universities I’ve talked to is either experienc-
ing a hiring freeze, or they're trying to figure out ways to stop spend-
ing,” says Todd Wagner, PhD, a health economist in the U.S.
Department of Veterans Affairs in Menlo Park, CA. Wagner also is a
consulting associate professor at Stanford University in Stanford, CA.

IRBs may have travel budgets reduced and limits on staff hiring and
replacements, he adds.

“All states are experiencing a budget crunch,” says Norma B. Epley,
MS, CIP, an administrative director and department chairperson at the
University & Medical Center Institutional Review Board at East
Carolina University in Greenville, NC.

When Epley became the administrative director last fall, she walked
in as the state’s budget crunch began.

“I felt like the most important thing we can do, if at all possible, is to
not reduce services,” Epley says. “But to do that you have to have
money as research grows, so I started looking at ways we can save
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Special Report: Cutting IRB costs in lean times

In this issue of IRB Advisor, we feature the first part of a two-part series
to help IRBs cut costs during these lean budget times. States are forcing
higher education payroll and departmental budget cuts across the nation,
and IRBs likely will be impacted. We asked a number of IRB efficiency
experts to discuss how IRBs can make do with fewer resources. In this
month's issue you will find articles on collecting outcomes data and making
your IRB more cost-efficient; in the May issue, we feature a case study of
how one university approached IRB cost cutting.



money.”
One way to save money, particularly over the

long run, is to move the IRB from a paper process
to an electronic process, Epley notes. “East
Carolina University is currently not electronic,”
she says. “So we’re going to start initiating elec-
tronic submissions and electronic agendas.”

IRBs have always had to deal with limited
resources even as their work grows, notes

Roberto A. Dominguez, MD, CIP, a professor at
the University of Miami, Miller School of
Medicine in Miami, FL.

“There’s not enough money to do the work
that is required at the level that is required,”
Dominguez says. “One has to cut corners.”

Dominguez and co-investigators have
researched ways for an IRB to run more efficient-
ly in light of budget shortfalls.1

“Here you have a research administration
office and its many components, and often when
you’re looking to save money, one of the first tar-
gets is the IRB function,” Dominguez says. (See
story about how the institution and IRB
improved efficiency, p. 40.)

Tapping into economies of scale 

However, as IRBs grow they can take advan-
tage of economies of scale.

“One thing we do know quite well from previ-
ous literature is that high volume institutions
have a much lower cost than low volume institu-
tions — both in total costs and cost per protocol,”
says Margaret Byrne, PhD, a research associate
professor and health economist at the University
of Miami, Miller School of Medicine.

Research institutions should avoid the danger
of cutting back too sharply on IRB staff and
resources, Byrne notes “The economy will
change, and things will get better eventually,” he
says. 

“Who knows when or how long it will take to
do that,” she adds. “But in all cases if you cut
down too far and cut down on IRB staff and
board time in the short term, then you’ll get
worse reviews.”

This type of short-term blindness can have
dire consequences.

“Some institutions have gone through very
hard times and cut staff, and the result is that a
bunch of protocols had to be shut down,” Byrne
says. “The research programs weren’t shut down
by federal regulators, but individual research
projects couldn’t get reviewed on time, and they
had to shut down.”

When this happens, research institutions will
lose grant funding, she adds.

Human subjects research organizations might
consider a variety of options during difficult
budget times.

One possibility is to take a hard, honest look at
the IRB budget and its efficiency and then decide
whether it continues to make sense to handle all
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IRB functions in-house. The alternative might be
to hire an independent IRB to handle at least
some of the research protocol reviews, Wagner
suggests. (See suggestions for collecting IRB
data about outcomes, p. 41.)

“It doesn’t mean the research institution has to
outsource everything,” Wagner says. “Say an
independent IRB would cost $1,500 for a proto-
col, and you can say you’re doing very well on
oncology protocols, costing less than that
amount, but you’re doing poorly on health sci-
ences protocols and costing more.”

In that example, it makes sense to outsource
the health science protocol reviews, but to keep
the oncology reviews in house, he adds.

“Or maybe in a metropolitan area where there
are a number of research facilities, you could
pool resources and take advantage of economies
of scale,” Wagner says.

A third way might be for research institutions to
make IRBs independent financially, he suggests.

“What I’d like to see is more separation, and
that could mean there is a system set up where
the IRB’s revenues were based on a fixed fee for
reviewing and handling the protocol,” Wagner
says. “There should be some sort of prospective
payment system where you pay per protocol,
and, ideally, you’d pay more for protocols that
take more effort.”

This type of model would provide strong
incentives for efficiency, he adds. And it would
enable IRB administrators to calculate budgets,
which are difficult to do at present, Wagner says.

One size does not fit all

Also, studies suggest that IRBs operate so dif-
ferently that what works for one IRB might not
work for another. Byrne’s research into the cost
of IRB oversight has shown great variability in
how IRBs are run.2,3

A study on that variability was conducted
through a survey of academic medical centers.
Respondents were asked about their resource uti-
lization, including both paid IRB staff and
unpaid IRB members’ time. Using national cost
weights, the study assigned a cost to each type of
resource used and generated descriptive statistics
for overall costs.

“If you go by only financial costs and what
was spent on the IRB then you miss out on board
member time that’s not compensated, but is a
cost to the university because the member could
be doing something else that is revenue enhanc-

ing,” Byrne explains.
The study showed a wide range of costs and

time spent by IRB staff and boards.
“We looked at the variability of the ratio of

staff to board costs and found that at some IRBs
the board costs were three times higher than staff
costs,” Byrne says. “At the other end of the
range, the IRB staff costs were 11 times higher
than the board costs.”

Those outliers suggest that IRBs are being run
and managed very differently, Byrne says.

The research raises many more questions, she
notes.

“People are doing things very differently, and
we don’t know if places where board members
are putting in less time are IRBs that are more
efficient or it’s because they are doing cursory
reviews,” Byrne says. “What’s behind this vari-
ability? Who’s doing the right job? You need to
do a study that measures quality and efficiency
of IRB reviews, which would be very difficult to
do.”

What the research did find was that institu-
tions that do not have very many protocols have
very high costs for those protocols, Byrne says.

“So they might benefit going to an outside IRB
for reviews,” she adds. “They may not be consid-
ering volunteer time, but these are opportunity
costs where board members might be doing
something that brings in more grants or teaching
more if they weren’t spending so many hours on
the IRB.”

In the broader economic sense, it appears to
make better economic sense to hire IRB staff to
run human research review programs, Byrne
says.

“IRB staff can focus on operations and become
experts at it, whereas a professor is teaching and
running research, so it’s less efficient to have vol-
unteer professors running an IRB,” she explains.

But from a chief financial officer’s point of
view, the short-term savings might win.

“If the board member/faculty member is
doing the work voluntarily, then it will cost the
CFO more to hire someone,” Byrne says. “In the
long run it’s better for an institution if the board
member uses his or her time productively, but up
front there might be a higher cost.”
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Some suggestions to
make your IRB fiscally fit
Require departmental pre-reviews

As IRBs face budget cuts, they can make some
improvements in their processes that will

make them more cost efficient.
Some of these changes might require institu-

tional and departmental buy-in, but their long-
term benefits could be worth the effort, an expert
suggests.

For instance, IRBs at large academic institu-
tions often are bogged down with protocols that
have questionable scientific merit and are poorly
prepared.

This consumes IRB time and resources and
could be reduced by requiring a departmental
review of protocols before they’re submitted to
the IRB, suggests Roberto A. Dominguez, MD,
CIP, a professor at the University of Miami,
Miller School of Medicine in Miami, FL.

“Before an investigator sends a proposal to the
IRB office there should be some peer review,”
Dominguez says. 

Here are his suggestions for improving an
IRB’s efficiency and outcomes:

1. Require two-pronged departmental review.
The University of Miami has mandated a

departmental review with two spheres: “The first
is scientific merit because we used to get bogged
down all the time with some proposals [lacking
scientific merit],” Dominguez says. “And the sec-
ond is an administrative review where the
administrator will look at the resources and
study-related fees and expenses of the proposal.”

Once an investigator satisfies requirements of
the scientific merit review and the administrative
review, then the study can be submitted to the
IRB, he adds.

“Looking at it from that perspective, the bur-
den has shifted from what the IRB office does to
the department being held more accountable for
what is sent for review,” Dominguez says.

2. Assign a regulatory analyst to preview 

protocols.
Another way to make the IRB more efficient is

to assign an IRB employee to the role of regulato-
ry analyst, he suggests.

“A regulatory analyst looks at the study only
from the perspective of completeness,”
Dominguez says. “If the study suggests a partic-
ular questionnaire, is the questionnaire there? Is
the informed consent there?”

The analyst will identify possible pitfalls in the
study based on his or her own knowledge and
experience regarding the IRB’s particular interests.

“The analyst will alert the investigator and say,
‘I perceive some weakness and believe this
should be modified,’” Dominguez says.

3. Impose IRB review fees for all studies.
“I believe that we have to impose IRB review

fees for studies that lack funding,” Dominguez
says. This is a highly controversial move because
it shifts the resource burden for unfunded study
review to the departments, he notes.

A good reason for making this move is that it
will help cut down on poorly-executed protocols
being submitted to the IRB.

“What comes to the floor for IRB review some-
times is at best an idea,” Dominguez says. “The
researcher puts this idea together and then the
perception — at least in some departments and
for a minority of investigators and faculty — was
that it’s the IRB’s job to fix it.”

The IRB would meet, see the glaring problems
with the protocol and attempt to fix it, resulting
in six-hour long meetings at times, he adds.

“Then people would get up and leave, and
we’d lose quorum,” Dominguez says. “And
those studies later on the agenda, which were
more important, had to be deferred until the next
meeting.”

Although the IRB chair could cut off discus-
sion on a particular study and move the agenda
forward, this proved difficult to do, he says.

From the chair’s perspective, the concerns
were how he or she was supposed to say this
wasn’t the IRB’s mission, he explains. “We’re
supposed to just point out the deficiencies and
let the investigators fix them, but it was very dif-
ficult to do,” Dominguez says.

4. Convince leading faculty to serve on IRB.
The IRB sometimes can become the extracurric-

ular activity that no one wants to do — like fresh-
man cheerleading coaching, Dominguez says.

“It would attract the lowest person on the
totem pole,” he says. “We saw that the most jun-
ior members of faculty and staff were appointed
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to the IRB.”
This created two problems, he says. “As far as

interaction with the investigator submitting a
proposal, medical schools are like pyramids, and
if you’re an assistant professor you don’t call a
professor and say, ‘I was reviewing your propos-
al, and I see some deficiencies,’” Dominguez
says.

“The second problem was they were reading
the IRB’s role, process, and function and had to
be educated on the fly,” he adds.

That changed.
“Now we have experienced members on the

IRB,” Dominguez says. “We put up our most
experienced people, and the IRB has evolved
because of stronger leadership.”

The new leaders on the IRB are able to exert
adequate influence to the chairs of different clini-
cal departments, and they better understand
their human subjects protection roles and have
greater influence when interacting with investi-
gators, he adds.  ■

IRBs need to become 
better at collecting 
outcomes, costs data
Objective outcomes data would be useful

In lean times, IRBs will have to become more
disciplined. And part of their discipline will

need to include collecting data about their own
efficiency, outcomes, and cost-effectiveness, an
expert says.

“As research facilities try to figure out how to
save money, they’ll come back to the IRB and say,
‘Tell me why we should keep you guys,’ and the
burden then falls on the IRB administrator to
show value,” says Todd Wagner, PHD, a health
economist in the U.S. Department of Veterans
Affairs in Menlo Park, CA. Wagner also is a con-
sulting associate professor at Stanford University
in Stanford, CA.

IRBs could view the current economic down-
turn as an opportunity to make long-term
changes that will improve their efficiency over

time, he suggests. “We need to figure out how to
collect better IRB data,” Wagner says. “Most IRBs
I talk to don’t collect enough data in-house and
aren’t able to compare themselves to other IRBs.”

There needs to be a data collection system that
would enable an IRB to evaluate its failures and
successes. “We need a system to say why this
protocol fell through the cracks,” Wagner says.

Wagner has researched the costs of operating
IRBs and the economies of scales from which
they might benefit. But it’s difficult to track infor-
mation on their performance, he notes.

“We’re doing two studies now,” Wagner says.
“The VA is creating its own central IRB, and
we’re evaluating that.” Every time a principal
investigator reports an action, researchers survey
the IRB, he says.

“We’re getting fairly good response rates from
investigators, but the IRB is impenetrable, and
that’s partly on purpose,” Wagner says. “We’re
getting very low response rates, so self reporting
will never be the system we need.”

What’s needed is objective data, preferably
collected electronically, and each IRB should col-
lect this data, at the very least for their own qual-
ity improvement purposes.

For example, IRBs should be collecting this
type of information:

• How timely are the processes?
If a protocol is submitted on April 1, when is it

first processed, Wagner says.
If IRB has a protocol-tracking electronic sys-

tem, then collect the dates protocols are submit-
ted, when it was processed, and who reviewed it
and when the review and decision were made,
Wagner suggests.

“You’d want to know processes and who han-
dled it,” he adds.

When IRBs are able to track protocols to these
details, it’s very reassuring to institutional offi-
cials and investigators who want to know where
their protocol is in the system, Wagner says.

• What types of trials are handled?
“Ideally, you’d like basic information about

the type of trial,” Wagner notes. “Unfortunately,
unlike in medicine where we have diagnostic
codes that are standardized, there is no IRB sys-
tem saying this is a blood trial.”

If possible, IRBs should divide protocols into
groups that are homogenous with resource con-
sumption, Wagner says.

“We don’t have a system for neatly dividing
them into groups now, so they’ll have to figure
out their own system,” Wagner adds.

Special Report: Cutting IRB costs 
in lean times



The point is to be able to identify protocols
that require more resources, so an IRB can plan
for these or make adjustments.

“If this one went through in three days and
this one went through in 18 days, what was the
difference between the protocols?” Wagner says.
“Maybe one truly is higher risk.”  ■

Informed consent
is an ongoing job
Don’t completely rely on a template form

Tracy Arwood, MS, director of research com-
pliance at Clemson University’s office of

research compliance in Clemson, SC, has dealt
with a variety of consent issues over the years,
including handling informed consent of college
students and from community leaders. She offers
this advice about how to improve the informed
consent process to IRB Advisor readers:

IRB Advisor: How might institutions support
continual informed consent?

Arwood: Every institution should have tem-
plates, a form, or script for obtaining the required
informed consent elements. In addition, they
should continually provide informed consent
education.

Every single educational opportunity we offer,
whether it’s on-line or face-to-face, we stress that
informed consent is a process, an ethical require-
ment, a part of the Belmont Report, and that
informed consent is the ethical basis for responsi-
ble conduct of human research. We teach people
that it’s a process, and we use a form that con-
veys information about the study, but informed
consent doesn’t start with that form.

You tell investigators: “When you start a con-
versation with a subject you’re recruiting, you
begin the informed consent process at that point
because you’re giving them information they’ll
use to make a decision. And you have to be con-
sistent, so the IRB will check your recruiting mate-
rials, script, flier, emails, or whatever you have
along with the informed consent document.”

So we touch on that with every opportunity
we have and at every teachable moment.

IRB Advisor: What are the chief problems you

see with principal investigators and the informed
consent process?

Arwood: I think it’s a challenge to many
researchers, and this is true in both the biomed-
ical and social-behavioral fields, to communicate
to subjects about the study, using lay terms and
using language that is meaningful and actually
provides the information that’s needed.

I think we’re all used to writing in a certain
way, based on what we do on a daily basis. We’re
trying to develop ways to communicate that
information in a meaningful way, and this is
challenging across the board.

First-time student researchers might have diffi-
culty using lay language or really understanding
how the elements of informed consent fit togeth-
er, so their informed consent documents will
seem somewhat choppy, or the recruiting materi-
als won’t match the consent document.

There is some flexibility in the regulations, and
informed consent should be a meaningful
process rather than having investigators com-
pletely rely on a template form and a standard
procedure for doing something that’s pretty com-
plex and extremely important. ■

IND monitoring program
wins protection award
IND trials tracked carefully through life of trial

An innovative program at M.D. Anderson
Cancer Center in Houston, TX, provides

continuous oversight of investigational new drug
(IND) trials over the life of a trial, using a moni-
toring services office created expressly for that
purpose.

The IND Regulatory and Monitoring Program,
which began at M.D. Anderson in 2002, recently
was awarded the 2008 Award for Excellence in
Human Research Protection — Best Practice from
the Health Improvement Institute in Bethesda,
MD.

Paul Papagni, JD, CIP, executive director of
the Office of Clinical Research at M.D. Anderson,
says his institution’s IND program takes respon-
sibility for such trials out of the hands of investi-
gators and puts it more firmly under the over-
sight of the institution.

“We don’t allow investigators to hold an
IND,” Papagni says. “Investigator-held INDs are
the area where there is the biggest problem main-
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taining oversight, because typically, brilliant
investigators have great ideas but either they are
not aware of all the responsibilities that go along
with holding an IND or don’t have within their
area the support or funding to fully oversee all
the responsibilities.

“M.D. Anderson recognized back in 2002 that
this was a risk area and they started this program.”

Unique structure

Papagni says the IND monitoring program is
part of a unique three-pronged human subjects
protection structure at the cancer center:

-The Office of Protocol Research, which
includes the institution’s IRB and scientific
review systems;

-The Office of Research Education and
Regulatory Management (ORERM), headed up by
Kristin Bialobok, MSN, RN. The office includes
IND Services, which assists with IND submissions,
as well as the IND Monitoring Services Office. This
is the area that received the HII award;

-The Office of Multicenter Clinical Research,
which monitors and audits multicenter studies.

All three components fall under Papagni’s
supervision and that of the Vice President for
Clinical Research, Maurie Markman, MD.

The IND monitoring program begins even
before an IND application is submitted to the
U.S. Food and Drug Administration (FDA), with
pre-IND telephone conferences with the FDA. It
continues through the FDA submission and the
IRB review process.

“Since the institution is agreeing to be the
sponsor, the institution is taking on these respon-
sibilities and works with the investigator on the
submission, as well as working with the investi-
gator to come up with a monitoring plan,”
Papagni says.

M.D. Anderson requires that investigators
enter data into the institution’s own computer
system, in order to facilitate monitoring. In addi-
tion, there are monitoring visits from ORERM
staff to make sure that the protocol is being
adhered to, that IND maintenance is occurring
and that necessary reports are sent to the FDA in
a timely manner.

Papagni says this ongoing monitoring is criti-
cal for these types of studies, which may be high
risk. Continuous oversight means that potential
safety problems are caught as quickly as possible.

“It’s not just monitoring what’s going on from
a safety standpoint; it’s monitoring adherence to

the protocol,” he says. “You sometimes have
investigators who take an approach of ‘My proto-
col is the outline of how I’m going to do the
study,’ when actually, it’s exactly the directions
that you’ve put forth as to how you’re going to
conduct the study and you need to adhere to it.

“If you’re not adhering to it, you need to
report that and/or you need to amend the proto-
col to reflect what you’re really doing. The last
thing you want on an IND study is the FDA com-
ing in and finding out that you’re not adhering
to the protocol that they have reviewed and
approved.”

Resource intensive

To date, the IND office manages about 120
IND protocols, and the Monitoring Services
Office currently is monitoring about 80 studies in
the active treatment phase. 

Papagni says this has required a substantial
commitment of resources. ORERM has about 37
educators, monitors and auditors. While there
are only six dedicated staff for the IND program,
staff are drawn from elsewhere in ORERM to
meet the program’s needs, depending upon the
caseload, he says.

“It’s a pretty ambitious endeavor, and a pretty
expensive one,” Papagni says. “But from person-
al experience, the cost of cleaning up when it’s
not done right is far more than doing it right.”

He says that as the program has matured, staff
have gained more experience working with FDA,
which has improved the IND process.

“That’s one of the key features of this – now you
have dedicated people who are communicating
with the FDA on a regular basis,” Papagni says.
“You establish relationships, you establish a certain
level of quality of work in submission, so they
know you, they know your staff, and they know
what they can expect when you’re submitting.”

He says that while some investigators initially
were hesitant about the new IND structure,
they’ve come to see the value of it.  

“Because investigators can experience a lot of
headaches from not being fully aware of what
they’re responsible for (in an IND trial), they
start to appreciate how much is being done for
them,” he says.

Papagni says he has heard interest from other
institutions in M.D. Anderson’s IND monitoring
program. He says such an effort can start with
dedicated resource people who can help walk
investigators through the IND process. But at



some point, he says, an institution is going to
want to have more centralized oversight. 

“Anytime you realize that you have a number
of INDs being held, if you want to centralize the
process, then you need to create a monitoring
system to make sure you’re aware of what’s
going on,” he says. “Luckily M.D. Anderson has
accepted the responsibility and recognized that if
you’re going to have quality IND studies, this is
a way to ensure that they’re done properly.”  ■

Views differ on HIV
research in the 
developing world
Americans ask for fewer changes to protocols 

IRBs in the United States and research ethics
committees (RECs) in the developing world

who review HIV vaccine trials must struggle
with a number of tough ethical issues – ensuring
adequate, culturally sensitive informed consent,
protecting privacy, determining the standard of
treatment for participants who become infected
with HIV during a trial.

A recent survey of U.S. IRB and South African
REC members shows the two groups come to
that struggle with strikingly different views
about some of these issues.1 In general, IRB mem-
bers tended to ask for major changes to protocols
less often than their REC counterparts did and
were more likely than the South African boards
to think vaccine trial participants understood the
informed consent documents given to them.

Robert Klitzman, MD, an associate professor
of clinical psychiatry at Columbia University in
New York City, says it is the first survey he
knows of to quantitatively compare the views of
U.S. IRB members and REC members in the
developing world.

Klitzman, who has written about HIV and
medical ethics, says that at HIV conferences, it’s
been clear to him that IRBs are having trouble
deciding how to handle western-sponsored
research in the developing world.

“It seemed that there was a need to under-
stand what kinds of problems were out there and
how people were dealing with them,” Klitzman
says. “So I thought it would be interesting to see
how IRBs and research ethics committees deal
with these issues.”

Surveys sent to IRBs

He mailed out questionnaires to chairs and
administrators of U.S. IRBs and South African
RECs whose boards had dealt with HIV vaccine
trials (HVTs) in the developing world. They were
asked to distribute the questionnaires to their
members. Klitzman received back a total of 113
surveys – 76 from the U.S. and 37 from South
Africa.

Among the questions: 
-Has your board asked for major changes to

HVT protocols?
-Do you think participants in HVT trials in the

developing world understand the risks and bene-
fits of their participation?

-Do you believe they understand that they
may receive a placebo?

-Do they adequately understand informed
consent documents?

-What standard of medical care should be
given to participants who become HIV-infected
during a vaccine trial – the best care available
anywhere in the world, the best care available in
the host country, or the standard care in the host
country?

More than 90% of REC members reported that
their board had asked for major changes in HVT
protocols either “very often” or “sometimes,”
compared with 57% of IRB members.

Another area where the IRBs and RECs dif-
fered was in their view of participant under-
standing of the informed consent documents.

More than 70% of IRB members surveyed
thought participants understood the informed
consent “very well” or “somewhat well” – a little
more than a third of REC members had a similar
confidence in participants’ understanding of the
document.

“I think that highlights an important lesson for
IRB members, which is consistent with other
research that shows people don’t understand a
lot of aspects of informed consent in the develop-
ing world,” Klitzman says. “There are high rates
of illiteracy, they are very different cultures. In
another study, we asked, ‘Do you think you can
withdraw from the study if you wish?’ And most
people said no, they couldn’t withdraw. 

“So I think what this speaks to is that IRBs
may spend a lot of time on informed consent
forms that participants don’t understand, partic-
ularly in the developing world.”

He says this is an area where local review of
projects in the developing world may hold par-
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ticular advantages, because local RECs will better
understand the literacy rates in the community
and other cultural issues.

Surprising similarities

Klitzman says he also was interested in areas
where IRB and REC members gave similar
answers. In both countries, members were divid-
ed over how to treat participants who contracted
HIV during the trial. More than half of both IRB
members and REC members thought that partici-
pants should receive the best care available any-
where in the world, while about 30% of IRB
members and 26% of REC members thought only
the standard care available in the host country is
required, with the rest opting for the best care
available in the host country.

Members in both countries agreed that they
need more training regarding HIV vaccine trials. 

Klitzman says they also shared another sur-
prising attribute: In both countries, most people
who completed the surveys were white males.

“Both the US and South Africa have trouble
getting people who really reflect the community
and who are interested and have the time to 
participate.”

Klitzman says IRBs can gain some important
insights from the HVT survey, particularly when
it comes to the informed consent process. 

“I’m concerned about comprehension, that
participants don’t understand these forms,” he
says. “Even in this country, how many partici-
pants really understand 20-page consent forms?”

He says IRBs and RECs need to communicate
more about these types of trials. 

“Institutions here may assume that everybody
else seems to have signed off, so we should just
sign off too, we don’t want to create a problem,”
Klitzman says. “And then of course, in South
Africa they may be saying, I don’t think they
understand these consent forms, but the U.S. is
saying OK, so we don’t want to stand in the way.” 

And he notes that there has been limited
research on the attitudes and practices of IRBs, in
part because it’s often hard to get the names of
members or permission to sit in on IRB meetings. 

“I think many IRBs and IRB members resist
being studied and I think that may not be serv-
ing the field best in the long run,” he says. “I
think agreeing to participate in studies will help
the process of IRB decision-making, the quality
of decisions, and I think it also will potentially
help with transparency.

“I think IRBs are trying to do the right thing
and to say no, we don’t want to be studied does
not give that message, it’s not encouraging a
sense of trust on the part of researchers.”
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Giving informed consent
to biobank participants
As genetic research changes, IRBs must keep up 

As IRBs review the rollout of new biobanks,
they need to ensure that people who agree

to participate in them truly understand what that
means.

But in the fast-moving world of genetic
research, the extent of the research can change
dramatically in just a few years, making it harder
to truly inform participants, says Kelly Ormond,
MS, CGC, associate professor of genetics at
Stanford University School of Medicine in
Stanford, CA.

It’s difficult to explain to participants just how
their data will be used, since researchers don’t
even know all the potential uses right now,
Ormond says.

“The biggest challenge with the biobank is,
we’re basically saying, we want to collect this
information from you and we really have no idea
what we’re going to do with it, potentially,” she
says. “We may or may not come up with some
results and we may or may not tell you those
results.

“I could be assessing your DNA for psychiatric
illness, I could be assessing it for dementia or for
your cardiovascular disease risks, and those may
mean very different things to you than they do to
me, or somebody else.”

Ormond says investigators and IRBs need to
be ready to adapt to the changing research land-
scape and devise ways to keep participants
informed along the way.

“Most of us when we do research think ‘I’ve got
this project, I’m going to do it this way and it will
last X number of years,’” Ormond says. “Biobanks
can last much longer than traditional research proj-



ects and it may be that in a few years our way of
thinking about this is completely different.

“There should be regular reviews and some
way to work in a flexibility to acknowledge how
our thoughts are changing about this.”

Ormond also recommends involving someone
with a clinical genetics background in the process
and says IRBs should think carefully about
whether and how to release results to partici-
pants, an issue many biobanks are currently
grappling with.

Many unclear on potential risks

In an effort to get a feel for what biobank partic-
ipants understand about their decision, Ormond
and her colleagues surveyed 200 people who had
recently enrolled in the NUgene Project, the
biobank created at Northwestern University in
Chicago.1 Ormond, who at the time was involved
with NUgene’s advisory board, says the goal was
to address a real dearth of information about what
prompts people’s decisions to enroll in a biobank.

“There wasn’t any data out there and biobanks
were sort of on the new side back in 2001 when
we started thinking about this,” she says. “We
really didn’t have any idea what people’s under-
standing was. Why did people think they were
doing this and what did they think they might
get out of it?”

They found that the participants understood
the basics of what they were doing — donating
blood that later would be used for genetic
research — and most realized that their medical
records would be accessed later. But many were
unclear on potential risks of participation and the
likelihood of personal benefit, particularly the
possibility that participants might receive indi-
vidual results from genetic testing.

Most expressed confidence in the biobank’s
privacy protections, but Ormond says their confi-
dence appeared to be based more in their faith in
the institution than in an understanding of the
protections outlined in the informed consent.

“I think a lot of it came across as institutional
trust to me,” she says. 

Receiving results?

NUgene’s informed consent gave participants
the option of stating whether they would want to
be contacted in the future if results were found
that could “have a significant impact on my
healthcare.” Although that possibility was

described as a very rare occurrence, a third of
respondents specifically said they hoped for
results or to be recontacted. More than half
believed they would learn from their participa-
tion which genetic diseases they might develop.

Ormond says there’s no consensus yet on
whether to give out information to participants,
much less how to do it properly. 

“It worries me that we could be giving out
information that is not really a result and I think
that is something that IRBs really have to grapple
with,” she says. “Do we information-dump on
people and just give them access to everything
because maybe at some point in the future it
could be information that’s valuable to you? And
who then is responsible for helping them make
sense of that information?”

Ormond says one useful approach to this
problem might be to conduct research on the
return of research results itself – to look at how
it’s done by different biobanks and survey the
reactions of participants. 

“Most biobanks haven’t gotten to that point
yet, and I’m not sure when we will, but I think
that’s part of the challenge,” she says. “How do
you go back and say, ‘Your sample was part of
this study – we have some results, would you
like them or not?’

“I hope that people collect research data about
all the different ways in which that could hap-
pen, so we can really figure it out. Because I
don’t think we know the right way yet.”  
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1. Ormond KE, Cirino AL, Helenowski IB, et al.
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Cancer: It takes 
a community
Ideas include town meetings to recruit for IRBs

Several institutions have received grants to
implement their ideas for engaging the com-

munity in cancer clinical trials.
The grants were awarded earlier this year by

Communities as Partners in Cancer Clinical
Trials, an NCI-funded initiative to find innova-
tive ways of including the public in every stage
of the clinical trial process.
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Partners in the initiative released a report last
year that recommended a number of steps
toward increasing community input into cancer
trials. (See IRB Advisor, January 2009, p.7.) They
also announced the grant program for institu-
tions that implemented some of those ideas.

“We sought in this initiative to go significantly
beyond traditional patient education on cancer clin-
ical trials and select projects that can serve as mod-
els for meaningful, sustained community engage-
ment,” says Communities as Partners Co-Director
Serena D. Seifer, MD, research associate professor
at the University of Washington School of Public
Health and Community Medicine in Seattle.

IRB impacts

Two of the institutions in particular – Vanderbilt
Ingram Cancer Center in Nashville, TN, and the
Carolina Community Network at the University of
North Carolina in Chapel Hill – have plans that
eventually could benefit their IRBs.

Vanderbilt, in collaboration with its academic
and community partners, will launch a series of
town hall meetings, inviting representatives from
different local communities in order to expand
awareness of cancer research among underrepre-
sented groups.

“Part of it will be an education piece where we
talk about clinical trials, and the rest will be a
focused discussion where we hear from them
what the issues and concerns would be about the
research, says Debra Wujcik, RN, PhD, director
of clinical trials at Meharry Medical College, a
historically black institution that is one of
Vanderbilt’s academic partners in the project.

Another goal of these meetings, Wujcik says, is
to identify community members who might be
willing to serve on research advisory boards and
IRBs. IRB representatives from the different institu-
tions also will be invited to attend the town hall
meetings so they can hear the community’s input.

“We’re hoping for a kind of two-way dialogue,
and at the end of the year, we hope to end up
with a cadre of maybe six to 10 people who we
can work with from the community,” Wujcik

says. “We can use their insights and participation
to help us improve our processes.”

With its grant, UNC’s Carolina Community
Network, a regional cancer network set up to
reduce cancer disparities among African
Americans, plans to create a statewide community
advisory board (CAB) to review Phase III clinical
trial protocols and provide guidance to cancer
researchers.

Giselle Corbie-Smith, MD, MSc, co-investiga-
tor on the project, says the CAB initially was
envisioned as serving the state’s three NCI-desig-
nated cancer centers, but she would like to see
the project expand to serve other cancer centers
in North Carolina as well.

“We’re actually hoping to reach out to other
organizations that tend to be primarily communi-
ty based hospitals, not academic health centers,”
Corbie-Smith says. “I think there is an opportuni-
ty to really support awareness building about
clinical trials at some of these non-NCI centers.”

■ Check out these tips
on finding new IRB
members

■ Lessons learned
from eIRB conversion

■ Expert shows how
to improve investigator
training

■ New guidance on
the way on emergency
exception for informed
consent 

■ HIPAA still a drag
on research, report
says

COMING IN FUTURE MONTHS

CNE/CME Objectives 

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 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.
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She says the goal would be to have not only
racial and ethnic but also geographic diversity on
the board, which would include cancer survivors,
advocates and caregivers. Despite the potential for
far-flung membership on such a committee,
Corbie-Smith envisions the board holding actual
meetings while employing technology to supple-
ment them.  ■

13. A researcher who has studied IRB costs and
efficiency models suggests that IRBs can
become more efficient and cost-effective if
they take which of the following actions?
A. Require departments to review proposed
studies for scientific merit and administrative
issues before having investigators submit
these to the IRB for review
B. Assign a regulatory analyst among IRB
staff to preview protocols
C. Impose IRB review fees for all studies
D. All of the above

14. IRBs need to collect data on the time spent
handling protocols to measure their own effi-
ciency. What other type of data would be
most useful for them to collect?
A. Ratio of approved versus not approved
studies
B. What type of trials are handled, grouped
according to risk or resource consumption
C. The investigators primary area of study
and departments
D. All of the above

15. M.D. Anderson Cancer Center’s monitoring
program requires that an IND be held by the
individual investigator to ensure accountabili-
ty in IND trials.
A. True
B. False

16. When surveyed, IRB members in the United
States were 
A. More likely than their South African REC
counterparts to ask for major changes to an
HIV vaccine trial (HVT).
B. Less likely to ask for changes to an HVT.
C. About as likely to ask for changes.
D. None of the above

Answers: 13. D; 14. B; 15. B; 16. B.

CNE/CMEquestions
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