
Building an IRB to ensure rights 
of subjects in a developing nation
Team uses experience setting up IRB in Haiti as basis of handbook

Medical research in developing countries often is conducted by
Western institutions, using their own IRBs to ensure the rights of

participants who could be half a world away.
It’s a process that can fail to take local input into account, and that

fails to give credit to the institutions on the ground who are committed
to providing care in these countries, says Ellen L. Palmer, RN, MSN,
PhD, an assistant professor of nursing at the University of Texas in
Arlington and board member of International Child Care (ICC), a
Christian health development agency that operates a hospital and clin-
ics in Haiti and the Dominican Republic.

Palmer and Cheryl Rowder, RN, PhD, CCRC, an associate professor
of nursing at the University of Mary Hardin-Baylor in Belton, TX, are
collaborating to change that model, starting an IRB at an ICC hospital
in Port-au-Prince, Haiti. In the process, they’re literally writing the
book on how to start up IRBs in developing countries.

While many smaller countries currently don’t have regulations
requiring human subjects protection for research conducted within
their borders, Palmer foresees a time in the not-too-distant future when
all international research projects will require local IRB approval.

“The United Nations and World Health Organization — and some of
our big grants in the future — are going to require that,” she says. “I
think we’re going to have to show that we have in place some kind of
ethical committee, rather than work off the [IRB] from the country that
comes in.”

The IRB Palmer and Rowder are creating will be based at Grace
Children’s Hospital, ICC’s 40-year-old tuberculosis hospital in Port-au-
Prince that serves as the command center for all of the organization’s
Haitian clinics. The hospital provides TB, HIV, and AIDS treatment
services to children and adults, as well as a nutrition clinic and other
health services.

While some clinical trials have been conducted at Grace, much of the
research involves measuring the effectiveness of various treatments for
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disease or nutritional interventions rather than
testing new drugs. 

Palmer says that while outside groups come to
the hospital to look at data, Grace currently does
not have a system in place to initiate or review
research locally.

“My concern is that without [the hospital],
they wouldn’t have a place to do the research,”

Palmer says. “And we don’t get the credit — ‘we’
meaning me as a Caribbean Haitian. Seeing that
our organization is there for them to do their
research, I don’t think we get the recognition we
deserve.” 

Unique issues
Palmer has volunteered in Haiti for more than

30 years and currently serves on ICC’s U.S. board
(in addition to clinics in Haiti and the Dominican
Republic, ICC has offices in Columbus, OH, and
Mississauga, Ontario).

She pitched the idea of an IRB associated with
Grace Children’s Hospital to the ICC board and
began working on the project in November 2006.
She tapped Rowder, who has conducted clinical
research and helped create a university IRB in
the United States, to provide her expertise in
dealing with IRB policies and procedures. 

Rowder says she has drawn upon her experi-
ences with IRBs — both good and bad — to help
come up with an effective plan for a new IRB at
Grace. Because Haiti has no human subjects pro-
tection regulations, she’s using modified forms
and policies from American IRBs while address-
ing some of the ethical issues that are unique to
international research in developing countries.

For example, Rowder says, an IRB in a devel-
oping country would have to consider whether
to allow placebos to be used for research on dis-
eases for which the country currently has no
standard of care, although a treatment may be
available elsewhere.

“To say we’re going to have a placebo group,
even though there’s a known treatment in anoth-
er country, when it doesn’t exist in this country —
that’s a pretty major ethical issue,” Rowder says.

An IRB also must weigh whether proposed
research will provide real benefit to its local pop-
ulation, especially if the treatments being tested
ultimately wouldn’t be affordable there.

“Institutions need to know how to evaluate a
project and the impact it’s going to have on their
population — whether it’s appropriate for their
population and whether they’re actually going to
gain anything,” Rowder says.

The IRB’s membership will include several
ICC leaders, including Harry Geffrard, the orga-
nization’s national director in Haiti, and Jean
Marius Lafond, a maxillofacial surgeon in Haiti
and president of ICC’s board in that country.

Palmer says the Methodist Church in Haiti
will provide members that will offer an ethical
perspective, and says she knows of people who
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can serve as community members of the IRB.
“There are wonderful people in these countries

just waiting for people like Cheryl and I to come
through and help them write the manual, and get
this started,” Palmer says.

Although these types of projects in developing
countries always require the consent of the gov-
ernment, Palmer foresees no difficulty in getting
approval from the Haitian government, thanks to
ICC’s long track record in that country.

“I have no doubt that they’ll agree,” she says.
“We have the credibility and reliability with the
Ministry of Health. There are several people
down there at the medical university in Port-au-
Prince who want to talk to me. They realize we
need to do this.”

Trust essential
Palmer says that kind of trust relationship can

be essential in countries where there has been
past exploitation.

“The reason I’m able to do this is that I’ve
been there for many years,” she says. “They’re
trusting me. They trust that I’m not going to put
something out to make them look bad.”

Rowder says her years of working with IRBs
have helped her come up with the multitude of
templates that will be needed for the Grace
Children’s Hospital IRB. But the training manual
will be of prime importance, because many of the
people who will be involved in this process
know little about IRB review.

“It’s going to require something almost like an
introduction to research,” Rowder says.

The IRB manual and supporting documents all
will be translated into Spanish and French, and
back-translated into English to double-check the
accuracy of the translations.

One vital factor in creating an IRB that is
responsive and builds good relationships with
researchers is the selection of an administrator
who can keep in contact with researchers, moni-
tor projects, and keep the IRB organized, Rowder
says. But she also wants to ensure that researchers
can communicate directly with the IRB if they
have problems.

“That’s one of the biggest stumbling blocks, if
the researcher is having difficulty with the admin-
istrator and there’s no way for them to speak to
the chair of the IRB or to present their quandary
to the IRB — that can really be an issue,” she
says. “There have to be open lines of communica-
tion and real assistance to researchers. Some of
them are going to be new to this, and other

groups will be used to it already and will pick
right up on using the templates.

“But I think it really can hinge on having a
really good administrator,” Rowder says.

That IRB’s records probably will be kept at the
ICC’s Ohio office, because communications and
other systems in Haiti sometimes can be sketchy,
Palmer says. 

Palmer estimates that the committee will be
put in place in March 2008. She and Rowder
already have arranged for a nursing research
project to be used as a trial run for the new IRB.

“We want to put in an application to show
how this works,” she says.

In the meantime, they say they’ve received a lot
of interest about their project, particularly the man-
ual they’re creating on how to develop an IRB. The
manual should be completed in the next year. 

Palmer says that when she created a poster
presentation for Sigma Theta Tau’s International
Nursing Research Congress in Vienna, Austria,
last summer, “I was busy every minute I was
there with inquiries about how to do this. I’m
much aware that it’s needed.”

Palmer says that in the future, she’d like to
look for grants that could help start an IRB
process in different countries.

“It isn’t meant to be tied just to Haiti.”
[Editor’s note: For information about the manual

that Palmer and Rowder are creating on starting 
IRBs in developing countries, contact Palmer at
ellenlpalmer@tx.rr.com or Rowder at cherierowder@
yahoo.com.] ■

Rare diseases research
brings special challenges
Confidentiality, expertise key to protocol review

Those advocating research into rare diseases
often have an uphill battle, searching for

funding and trying to garner public support for
treating conditions that don’t have the same
widespread recognition as HIV or breast cancer.

The research also comes with unique chal-
lenges for protecting human subjects — both
because of the rarity of the conditions being stud-
ied and the greater concern about confidentiality,
says Kathleen Paulus, CIP, protocol manager for
the Rare Diseases Clinical Research Network at
the University of South Florida, Tampa.

“If you’re looking at dots on a map [that 



represent patients with rare diseases in the
United States], you could theoretically identify
somebody by their dot on the map,” she says. “If
you were a physician who lived and worked in
Texas and saw a dot on the map in Texas for, say,
a genetic steroid disorder, then it would be pretty
obvious to you if you had ever had contact with
that one person in Texas who had that disorder
who that person was.”

Paulus says people suffering from rare dis-
eases, many of which are genetic in origin, have
understandable fears about potential loss of
health insurance or employability if others
learned about their conditions.

“We’re extraordinarily careful and use the
most cutting-edge practices,” Paulus says of the
research network, which includes 10 consortia,
each representing a group of similar rare diseases
such as bone marrow failure diseases, rare lung
diseases, or various forms of vasculitis.

“We have sites in Japan, Canada, Europe, and
South America,” she says. “Since we are storing
all these data from all over the world, we have to
ensure that it’s stored appropriately and getting
to us [in a secure way]. We have these electronic
on-line data capture forms that go directly into
our systems here.”

But she notes that beyond secure computers
and proper data storage techniques, her network
must consider issues that pharmaceutical compa-
nies or researchers with large patient populations
may take for granted — for example, the confi-
dentiality problems raised by plotting their sub-
jects on a map.

“If someone wanted to show on a map how
many individuals they have in their study of
heart disease, it wouldn’t make any difference,
because so many Americans have heart disease,”
Paulus points out.

Expertise sometimes lacking
In addition to issues of confidentiality and

HIPAA compliance, Paulus says reviewing rare
diseases research raises other issues in IRB
review:

• Lack of expertise. Because the disorders
involved are so rare and not particularly lucrative
for the pharmaceutical industry, there is a dearth
of scientists who specialize in them. As a result,
IRBs may have not have members on their boards
with expertise in the condition being studied.

“So investigators will run into IRBs that don’t
truly understand the nature of the disease or the
science behind what the investigator is propos-

ing,” she says.
• International reach. Most studies in this

field must be international endeavors to recruit
enough subjects. Paulus says IRBs that want to
make minor changes to protocols can end up
causing serious delays.

“Changing a protocol that’s been thoroughly
reviewed by, let’s say, the National Institutes of
Health and multiple government agencies
around the world, for minor issues really does
hold up the research endeavor for these rare dis-
eases,” she says. “I’m a certified IRB professional,
so I know where the IRBs are coming from, but
they need to work with investigators to make
sure that only really necessary changes to the
protocol are made at the time of review. Other
changes could really be held until the next
amendment.”

Paulus says that in her experience, the vast
majority of IRBs understand this issue.

“They understand that this is a truly rare dis-
ease and that this is real progress being made by
[NIH’s] Office of Rare Diseases towards serving
these patient populations,” she says. “They’re not
willing to be bulldozed, nor should they be. But
then there are one or two IRBs that don’t quite
understand how imperative it is for this to move
forward without perhaps the level of bureaucra-
cy that is standard with pharmaceutical studies.”

• Protecting subjects from unnecessary
research. Paulus says IRBs she deals with often
are concerned as to whether the research being
proposed is truly of value.

“They’re concerned with the protection of their
local subject population,” she says. “Because the
diseases are so rare there is no standard of care.
And is putting these families and these patients
through this particular research endeavor really
worth it, even if it’s just a longitudinal study?”

As an example, she says an IRB may question
whether it’s necessary to ask extremely personal
questions in a survey.

“They’ll ask whether maybe the discomfort of
asking this question may be inappropriate,” Paulus
says. “And it may be absolutely appropriate,
because it speaks to the progression and history of
the disease — it’s a very important data point.”

She notes that because there is limited funding
for rare diseases research, experts in the field are
careful to spend that money wisely.

“Much less with rare diseases research would
you find a [study] that isn’t really important to
the cause of the disease,” she says. “In rare dis-
eases research, they’re really focused on curative
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research or understanding the progression of the
disease.”

Recruiting a geneticist to the IRB
Because of the complexity of the diseases

being studied, “the terminology becomes expo-
nentially more technical,” Paulus says. “The
majority of rare diseases have a genetic basis, 
so you’re talking a lot about genotypes and 
phenotypes.”

• Informed consent challenges. Paulus says
IRBs could benefit from having a member who is
a geneticist, to help sort through the scientific ter-
minology and make sure informed consent is
accurate and understandable.

She says much of the research is done on chil-
dren, so IRBs also must carefully examine the
consent/assent process for parents and their 
children.

“You have to make sure that you weigh the
parents’ eagerness against what the child would
actually be willing to do, if they were of consent-
ing age,” Paulus says. 

Although the diseases themselves are rare,
there are so many of them that Paulus estimates
that nearly every IRB should encounter at least
one rare disease proposal at some point.

In addition to having a geneticist on board, she
advises that IRBs learn where to go for specialized
help should such a proposal come before them. 

“They need to be aware of who are the leaders
in the field,” Paulus says. “They could approach a
patient advocacy group — they will always know
who the leading expert is. Or if it’s one of our dis-
eases [in the Rare Diseases Clinical Research
Network] they could always come to us.

“There’s nothing these researchers want more
than to make sure that high-quality excellent
research is being conducted on these areas where
these populations are underserved.”

Paulus says IRBs dealing with rare diseases
research also should have a good understanding
of certificates of confidentiality, which are issued
by the NIH and other Health and Human
Services agencies to protect identifiable research
information from forced disclosure in civil or
criminal legal actions.

“It’s not an absolute catch-all — lawyers have
been able to poke holes in it in the past, but it
does provide some level of protection,” she says.
“It can provide a layer of assurance to investiga-
tors who may be reluctant to perform specific
tests because of the risks to the patient. And we
should use any tools at our disposal.”  ■

IRB staff and managers
need these survival skills
Bright lights can burn out

One of the truest sayings an IRB professional
might hear is that you can’t have burnout

unless it’s a really bright light to begin with, an
expert says.

“Our IRB employees are incredibly dedicated
people,” says Michelle Christiano, CCRC, CIP,
director of the office of human research protec-
tion at the Medical College of Georgia in
Augusta, GA.

Christiano learned first-hand how terrific her
staff was when the staff shrunk from nine
employees to four full-time and one part-time
person last summer due to maternity leave and
other issues.

“We made it through the last week of June
until Oct. 8, before we were back to full staff,”
Christiano says.

With only half the necessary staff, the IRB
team bunkered down and got the work done:
skipping vacations, and even bringing their chil-
dren into the office to help with trivial tasks.

“I bought the kids gift cards,” Christiano says,
adding that she used her personal funds since
the state-funded institution doesn’t provide
enough discretionary funds for thank-you gifts.

Christiano also recognized her hard-working
staff’s efforts as much as they would allow her,
but there’s always the prospect that people will
experience burn out after such intense workloads.

So as an IRB director, Christiano has devised
these strategies for preventing staff and personal
professional burnout:

1. Have a passion besides work.
“Part of what you have to do is have a strong

enough personality outside of the office and have
something else in your life that you’re passionate
about,” Christiano says. “You have to have a
hobby and something that takes you completely
away from the IRB world.”

Christiano’s first passion is her family, but she
also has carried her IRB organizational skills and
passion for protecting people to volunteer work.

Participating in volunteer work can be time-
consuming, but it also can be rewarding and a
way to be recognized in a more positive way
than an IRB professional might experience at the
job, she notes.



“So much of what we hear in the IRB office is
negative,” Christiano says. “We might not hear
people say, ‘Thank you for saving this protocol.’”

Also, volunteering can help people learn new
skills.

“One of the best things I did was participate
on a task force about informational technology
[IT],” she says. “I volunteered even though I 
didn’t have the time.”

“When I got into it, I found that the IRB office
could use information technology, and it would
make our jobs so much easier than they were,”
Christiano says.

2. Make sure your IRB office has the right tools.
IRB offices, no matter how small, need the

right tools. Some community-based IRBs don’t
even have a dedicated copier and/or scanner,
Christiano says.

They lack the technology and software to
make documentation easier, and they lack IT
support when electronic documentation
upgrades are needed, she adds.

Sometimes an IRB office already has the right
tools, but the staff has not been informed or edu-
cated on using them, Christiano says.

Other times the institution’s administrators
need to be convinced that investing in new
equipment is a worthwhile venture.

In either case, Christiano says the best strategy
is to gather data and look for the simplest solu-
tions. For example, the staff complained of wast-
ing too much time walking down the hall to use
the only working scanner.

The solution turned out to be a workable copi-
er/scanner that was in the office and not being
used, Christiano says. “So we called IT to have it
hooked up,” she says.

3. Collect data to show staff and administration.
Christiano had staff members track how much

time they spent on the telephone handling cer-
tain issues. Workers had complained that these
phone calls shaved hours off their days.

But when the logs were kept and the data ana-
lyzed, Christiano found that the phone calls used
up far less of their time than they perceived. 

So it was their perceptions that she worked on
changing, armed with the data, she says.

Also, the office changed its internal forms,
which caused the intake time to increase signifi-
cantly, so Christiano had the staff track it.

“We’re all creatures of habit, so when there’s a
change we say it’s much easier the old way,” she

notes. “But when we track the data we see that
the new way is much easier.”

It’s also important to track the time spent on
protocols to see where the process is bogged
down, Christiano suggests.

The IRB office is collecting three years of data
that will be posted on its web site next year.

“The biggest trend is the investigators are not
getting back to us in a timely manner,”
Christiano says. “We give them 30 days to get it
back, and they take it to the 29th day.”

For instance, at 3:21 p.m. on a Tuesday after-
noon, Christiano notes that two protocols have
been submitted for that day’s 4 p.m. deadline.

“By 4 p.m., we’ll have six or seven in because
they wait until the last minute,” she says.

4. Have managers and administrators stand
behind staff decisions.

IRB workers tend to want to help out investi-
gators by offering them breaks on deadlines, but
they quickly find that the occasional one-hour
late becomes a day late, and not just the rare
emergency, but a trend.

This can lead to burnout.
“People have a hard time recognizing when

they’re burned out, and they have to say that for
their own sanity the answer is ‘No,’” Christiano
says. “That’s so hard for people to do, especially
for women.”

But they need to set their priorities, set their
limits, she adds. 

So the IRB began to enforce its deadlines to the
hour, except in cases of true emergencies involv-
ing patient safety.

“When an investigator is late, the staff will say,
‘I’m sorry but the deadline is 4 p.m., posted here
and here — but we’ll be happy to take it for next
month,’” Christiano says.

Then the investigator will call the vice presi-
dent of research to complain.

At the Medical College of Georgia, the top
research administration and IRB officials will
stand behind the staff decisions, Christiano says.

When these deadlines are enforced consistent-
ly, investigators soon will learn to respect them,
and it takes unnecessary pressure off the IRB
staff, she adds.

“You have to be fair and consistent — just like
when raising children,” Christiano says.

5. Provide whatever incentives are possible.
Even in government-funded institutions where

discretionary funds are limited, there are ways to
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provide staff pick-me-ups.
Christiano will bring in donuts, and there’s a

monthly luncheon where the staff exchange
recipes.

On Fridays, the office holds a “funky 15,”
where for 15 minutes they can listen to old music
that one person selects. Everyone can sing along,
Christiano says.

Also, Christiano encourages the staff to attend
study coordinator meetings, which are held regu-
larly. They can attend these for their own training
purposes if they need to, or they can serve as
greeters to new coordinators for the first few
minutes as people enter the class.

“This way they can meet the new coordinators
and put a name with the face of the person
they’ve been talking with on the telephone,”
Christiano says.

When an investigator or study coordinator
sends her an e-mail complimenting one of the
IRB workers, she’ll pass on the compliment at the
staff meeting and keep the compliment in the
employee’s file where it will be used during the
annual review.

Sometimes, all it takes is a compliment and
telling a worker that she or he has done a good
job, Christiano says.  ■

Starting or expanding an
IRB office? It helps to
know size, scope, culture
Expert offers this advice

When planning to expand an IRB office or
start a new one to support one or more

IRBs, the key principle to keep in mind is that
one size does not fit all when it comes to IRBs, 
an expert says.

“Look at your own institution and the size of
it, scope of it, and culture,” advises Susan
Kornetsky, MPH, CIP, director, clinical research
compliance of Children’s Hospital of Boston in
Boston, MA.

“There’s no one way that’s better than the
other,” Kornetsky says. “That’s the beauty of the
IRB world — there are lots of different ways of
doing things.”

For a start, it’s important to understand the
role of the IRB administrative office and the role
of the IRB chair, Kornetsky says.

“This varies from institution to institution,”
she explains. “Some IRB chairs are very involved
in everyday processing and decision making, and
other IRB chairs are not so involved.”

The IRB administrative office’s support role
would be directed by how much involvement the
IRB chair has in the day-to-day operations.

Cross-train or specialize?
Another decision to make involves how to

structure the IRB office.
In some institutions, the IRB office follows the

model of having each IRB professional learn all of
the necessary tasks involved in IRB review: han-
dling new protocols, continuing reviews, unantic-
ipated problems, policies and procedures, amend-
ments, revisions, informed consent changes, etc.

If the institution is small, then one person
might handle everything for all protocols. If the
office is large, then each IRB professional would
be responsible for everything that needs to be
done, but only for the protocols submitted by a
particular department, Kornetsky suggests.

“The advantage of that is you’d become a
resource to a group of individuals and depart-
ments and could understand and support the
scope of research in that department, Kornetsky
says. “You might realize when there are compet-
ing protocols, and you might become an expert
in particular areas.”

The other common model used by larger IRB
offices is one in which each member of the staff is
specialized in handling certain aspects of the
office work.

“Each person is hired for a particular func-
tion,” Kornetsky explains. “Work is divvied up
among specific functions in that office.”

This model is common in larger institutions
where the IRB office’s staff is large and there is a
need for more defined roles and responsibilities,
Kornetsky says.

“The model we have is having people
[assigned to] different departments,” she notes.
“For right now, we’ll keep our model of having
each person do everything, but that may change
as we do more clinical research.”

When expanding or starting an IRB office, it’s
important to discuss these different models and
their pros and cons with people at the research
institution, including the IRB chair.

IRB office may offer investigator support
Another aspect of the IRB office involves its

support role.



“There has to be some thoughts about whether
your IRB office is just there to support the IRB,
meaning your work begins once the investigator
submits the protocol,” Kornetsky says. “Or are
you an office that provides a lot of information
before the protocol is submitted?”

For example, ask these questions:
• Will investigators be encouraged to call the

office to ask questions before submitting protocols?
• Will the IRB office pre-review the protocol

before forwarding it to the IRB?
An IRB office that is designed to provide some

educational support to investigators might invest
time in new protocols and get back to the investi-
gator with questions that he or she should answer
before submitting the protocol to the board.

For example, a protocol might not spell out
how subjects will be recruited, Kornetsky says.

“The IRB office can get back to the investigator
and say, ‘You don’t have enough details about
recruitment, and you didn’t provide us with
posters or letters, and we hope you will collect
that information before this protocol comes to the
IRB,’” she says.

The goal is to get the protocol into the best
possible shape before it’s reviewed by the IRB,
Kornetsky says.

This is extra work for the IRB office staff, and
this is where the institution should know its cul-
tural issues and whether the resources and time
will be adequate for this extra work, she adds.

Some institutions might decide the IRB itself
should handle all of this type of education and
that the IRB staff is too limited in time and man-
power to handle the extra load of work.

On the other hand, some institutions have
found that giving an IRB office this responsibility,
along with the resources to handle it, has led to
improved relationships with investigators and
better response times on protocol reviews.

A research institution should consider budget-
ary issues, such as how much money will be
available for training, conferences, educational
materials, and even the occasional staff lunch,
Kornetsky says.

And institutions should examine privacy con-
cerns, which are particularly important when an
office’s physical structure involves cubicles and
not offices, she adds.

“You also need to think about electronic versus
paper systems,” she says. “More and more IRB
offices are moving toward electronic systems, but
they’re expensive and you have to decide
whether to buy one or develop one in house.”  ■

Illegal drug-using 
subjects pose unique 
ethical challenges
Even collecting syringes is problematic

IRBs reviewing protocols involving HIV drug-
using populations sometimes find that it’s

impossible to anticipate all of the ethical issues
that will arise during the trials.

HIV investigators also might not have imag-
ined certain ethical difficulties, and so additional
human subjects protection measures have to be
created at the site as the trial is ongoing, an
expert says.

“When dealing with a population with a stig-
matized behavior there are bound to be ethical
issues, especially when this is a population of
drug users who are actively using and not in any
formal treatment program,” says Kaveh
Khoshnood, PhD, an assistant professor of epi-
demiology in the Yale School of Public Health in
New Haven, CT.

“I’m not a bioethicist,” Khoshnood notes. “I’m
an infectious disease epidemiologist, and my
research has focused on trying to prevent HIV
infection among active drug users.”

In the course of interviewing drug-using partic-
ipants and enrolling them in studies, Khoshnood
was bothered by the ethical issues that arose.

“Many of which we had not anticipated,
frankly,” he says. These ethical issues also
weren’t on the IRB’s protocol as they were
brought to light during the field experience.

“I was looking for answers, ways to resolve
these ethical issues,” Khoshnood says. “I looked
in the literature and could not find documents
that were helpful and which directly addressed
some of the ethical issues that come up in HIV
prevention research.”

Needle exchange bans
One striking example involved a protocol that

called for staff to collect used syringes and test
them for HIV and hepatitis infection.

Researchers found that drug users were
requesting a replacement syringe. The syringe
they gave up was their only one, and they need-
ed a new one or they would be compelled to use
a shared syringe. Needle sharing is a major risk
factor for HIV and other blood-borne pathogen
infections.

140 IRB ADVISOR / December 2007



December 2007 / IRB ADVISOR 141

So if researchers took subjects’ used needles
and didn’t replace them with clean new ones,
they would be indirectly placing these study par-
ticipants at risk for major illness and/or death.

The ethical answer would be for the trial to
include clean syringes to exchange for the used
ones, Khoshnood says.

But since the study was funded through a fed-
eral grant, and there is a federal ban on needle
exchange, investigators were not allowed to use
the study’s funds for clean needles, he explains.

“The IRB didn’t raise that issue,” Khoshnood
says. “Many IRBs don’t have that expertise, and
that’s not something we thought of putting in the
protocol.”

So what happened was that investigators, in
the interest of protecting their human subjects,
paid for clean needles out of their personal
finances initially. Eventually, some sites collabo-
rated with existing state or local needle exchange
programs, Khoshnood says.

“In one location, needle exchange was not
allowed, so investigators decided to use personal
funds to make sure the drug users had access to
clean syringes,” Khoshnood says. “We didn’t
want to break the law or endanger the life of
human subjects.”

Confidentiality is another issue that is of par-
ticular concern when researchers are dealing
with a population that uses illegal drugs, he says.

“Breach of confidentiality is a concern for all
human subjects, but for someone who is using
drugs the consequences could be far greater if
their drug use status becomes known to their fam-
ily members and community,” Khoshnood says.

Since the participants’ substance use involves
illicit drugs, as opposed to alcohol or nicotine,
there are more severe consequences if confiden-
tiality protection is breached, he adds.

For example, if a trial subject is pregnant and
actively using drugs, there is a risk that she could
be arrested for endangering the fetus, he says.

Obtaining informed consent
IRBs reviewing these protocols might also

have to consider the informed consent process
differently, Khoshnood suggests.

For years, Khoshnood would provide subjects
the informed consent document, read it to them,
obtain their signature, and move on, he notes.

“Then I began to ask the question, ‘What does
it really mean?’” he says. “If someone is depend-
ent on a substance and they approach you when
they’re craving street medication or are going

through withdrawal, is that truly informed 
consent?”

Khoshnood had to admit that he didn’t have a
good answer for that question.

“The way we deal with this situation is prag-
matic,” he says. “If someone is so high they can’t
think straight, we say, ‘Thanks for coming today,
but today is not a good day for us to do this.
Why don’t you come back tomorrow?’”

Enrolling subjects who are obviously high
might make a mockery of the informed consent
process, Khoshnood says.

“People may get upset when we ask them to
come back, but what do you do?” he says. “Do
you get their signature knowing their cognitive
function is compromised, or do you bring them
back at a time when they’re more alert?”

This issue isn’t unique to people using illegal
substances, and a lot of IRBs are raising these
issues, Khoshnood says.

“I’m doing a study of IRBs to understand how
they handle research protocols that have active
drug users,” he notes.

“I’m in the beginning phase of the study and
have interviewed 15 chairs of IRBs and IRB staff
members,” Khoshnood says. “And what is begin-
ning to emerge is there is a lot of misinformation
about what drug users are and what they look
like and how they act and behave and what they
are capable of doing.”

Drug users cannot be grouped together when
it comes to their behaviors.

“If someone is using psychoactive drugs, it is
very different than someone using heroin,”
Khoshnood says. “I find that IRB members, espe-
cially those who don’t have substance abuse pro-
tocols, are not aware of fundamental differences,”
he adds. 

“Many IRB members who are not familiar
with the pharmacology of these drugs may put
them all into one category, and say that if you as
an investigator put them into your study they
may not be able to consent.” However, the ability
to consent varies from drug to drug and person
to person, Khoshnood says.

“Many of these people have full-time jobs and
families, and clearly are making decisions every
day,” he adds. “I have found a gap in knowledge
of some IRBs about this particular issue.”

Compensation concerns
A third issue that often arises involves com-

pensation to subjects.
“Many IRBs have expressed discomfort when



the investigator suggests payment of cash to a
known drug user in a study,” Khoshnood says.
“We try to get at what’s behind that discomfort.”

IRB members will say that they don’t want to
contribute to the subject’s drug use. But is this an
ethical or human subjects protection issue?

Is giving a $20 or $50 cash compensation to a
heroin user any different than giving the same
amount to a college student who will use the
money to get drunk on the weekend, he asks?

“It’s interesting that IRBs raise this issue exclu-
sively for a drug-using population,” Khoshnood
says. “They’re not concerned about the payment
being a risk; they’re making a judgment based on
their own comfort level and not on any regulation.”

Some IRB members might say that cash pay-
ment to illegal drug users is coercive and undue
inducement, assuming the participant wouldn’t
enroll in the trial for any other reason, he says.

“If you offer someone hundreds of dollars for
an interview then, yes, it could be undue induce-
ment,” Khoshnood says.

But if the cash payment is minor and if the
study poses no risk other than having subjects
answer questions, then there is no increased risk
to the subject, he says.  ■

Organ transplant
research: Do we 
need a central IRB?
Nationwide IRB may facilitate studies 

Apatient needing a transplant for a vital
human organ often waits months or even

years before one becomes available. Advocates
for transplant research contend that someday,
that wait could be shortened by new research
into ways to better keep organs viable for trans-
plant to improve their function.

But for that to happen, IRBs must allow
research with organs currently being transplant-
ed into patients, a practice that raises ethical and
practical issues.

Eric Grossman, MD, FACP, medical director of
the New York Organ Donor Network, New York
City, spoke to an IRB conference earlier this year
about his concerns that transplant research could
be stymied by the process by which organs are
distributed across the country and the necessity of
obtaining individual IRB approval at those sites.

Grossman says there has been a great deal of
research done on post-transplant interventions
such as the use of immunosuppressive drugs by
recipients. However, he says interventions that
take place with the donor or with the pre-trans-
plant organ pose unique problems.

A hypothetical example might involve a drug
given to a patient after brain death has occurred
to improve the donor’s liver function. The
patient’s family gives permission for the adminis-
tration of the drug and the donation of the liver.

“The drug is given and then the organ is allo-
cated to a person after that point,” Grossman says.
“Often it takes hours to allocate an organ, because
we have a list, and we have to communicate with
each surgeon for each patient on that list.

“So now, you have a recipient, who has been
waiting for an organ, maybe for months, maybe
for years,” he says. “And you’re offering them an
organ, but the organ has had an intervention.
The question is: How is appropriate informed
consent obtained?”

In some cases, the recipient must be told that
his or her organ may have had the intervention
or may have had a placebo instead.

A recipient in any state
Grossman notes that because of the way

organs are distributed throughout networks, the
organ could end up with a recipient in any state
in the country.

“It is practically difficult to obtain IRB
approval from every transplant center in every
state in the U.S.,” he says.

In the past, this type of research may have
occurred without seeking such approvals. But in
this era of IRB review, Grossman says he believes
promising research is being hampered.

“I think what’s happened, by and large, is that
the research hasn’t occurred,” he says. 

Grossman notes that nearly 100,000 people are
currently on a waiting list for an organ trans-
plant, while only 29,000 deceased-donor trans-
plants were accomplished in 2006.

According to the United Network for Organ
Sharing, about 17 people die each day waiting
for a transplant of a vital organ, such as a liver,
heart, lung, or kidney.

“And the type of research that we’re talking
about potentially could increase the number of
donors by allowing them to survive long enough
to the recovery procedure,” Grossman says. 
“It could increase the number of organs that
could result by interventions that improve organ
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function while they’re still inside the donor or
once they’re removed from the donor.

“That’s why it’s really critical that we figure
out how to make this research happen,” he says.

During his presentation at Columbia
University’s annual IRB education conference,
Grossman says participants discussed some pos-
sible solutions to the problem of obtaining IRB
review of transplants throughout the country.

Most promising, he says, was the suggestion
of a nationwide IRB devoted solely to transplant
protocols. He acknowledges that the challenge
would be gaining acceptance for such an over-
arching IRB by all of the IRBs at the various
transplant centers across the country.

Joel Frader, MD, a professor of medical
humanities and bioethics at Northwestern
University’s Feinberg School of Medicine in
Chicago, is a member of the Chicago Transplant
Ethics Consortium.

He says there are existing models for central-
ized IRBs, including the National Cancer
Institute’s Centralized IRB program, which
allows for facilitated review of multisite studies.  

“IRBs can sign on to the process and say ‘Yes,
we’d like to participate.’ They get a copy of the
central IRB’s review when the protocol is submit-
ted to the local institution,” Frader says. “One per-
son at the local IRB is responsible for reviewing
what the central IRB has done and saying, ‘Yes, we
accept this,’ or ‘No, it requires full IRB review.’”

He says many local transplant centers’ IRBs
probably would be comfortable with a central
IRB associated with a well-known organization
such as UNOS. But Frader worries that even a
central IRB with impeccable credentials raises the
potential for conflict of interest.

“Whether we’re talking about the NCI or a
hypothetical UNOS IRB, these obviously would
be review boards that would have a stake in hav-
ing this research conducted and whether they
could over time retain objectivity is an open
question,” Frader says.

Putting protocols on-line
Grossman says another possibility to aid —

and speed — informed consent in transplant

research would be to make the various protocols
available on-line to potential recipients on the
waiting list, so that they have a chance to review
them before faced with the life-or-death decision
of accepting or rejecting an organ. Patients could
be reminded by their physicians during medical
visits to review the protocols.

“It would take a lot of commitment on the part
of each transplant center,” he says. “There are a
lot of other things that need to occur at those
(medical) visits and we would have to develop a
real commitment on the part of the transplant
centers to do that. It would require a real cultural
change.”

The actual decision of whether to accept an
organ that has undergone an experimental 
intervention, Grossman says, isn’t all that differ-
ent from other decisions recipients often must
make. Some recipients, for example, must decide
whether to accept an organ from a donor who
had a disease such as hepatitis B or hepatitis C,
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which could affect the function of that organ.
Grossman says that many organizations

involved in improving organ transplants are anx-
ious for a resolution that will better enable trans-
plant research. He hopes that outreach efforts
such as his will help push the issue into wider
discussion and bring about a faster solution.

“I think given how many people’s lives are

held in the balance, how much money is spent in
procuring organs and in transplanting organs,
that we ought to make whatever additional
investment it would take to solve this issue,” he
says. “The amount would be minuscule com-
pared to the amount that’s spent in this area. 

“If leadership is shown, people will respond to
that. I think people will be receptive if we lay out
a road map.”  ■

21. Which of the following is a suggested source for 
finding an expert to aid in an IRB review of a rare 
diseases protocol?
A. Wikipedia
B. Patient advocacy groups
C. On-line advertising
D. None of the above 

22. How many people currently are waiting for a trans-
plant of a vital organ?
A. 29,000
B. Less than 2,000
C. Nearly 100,000
D. More than 200,000

23. Which of the following is an ethical issue that 
might arise when reviewing a protocol that involves
injection drug-using participants?
A. If their needles are collected to check for 

viral infections, is it ethical to not replace the 
needles?

B. Is it any different to provide a $50 cash fee to 
participants who are known users of illegal 
drugs as opposed to any other research 
participant?

C. Can participants who abuse illegal drugs provide
adequate informed consent?

D. All of the above are ethical issues an IRB might 
discuss.

24. What is a good strategy for preventing burnout 
among IRB staff and managers?
A. Have top level administrators stand behind 

decisions made in the IRB office.
B. Provide incentives, no matter how small.
C. Make sure the office has the right tools and 

electronic equipment to conduct business 
efficiently.

D. All of the above
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