
Conflict of interest issues require more 
IRBs and institution attention in future 
Duke University study highlights problem

In the best of all worlds, there wouldn’t be research conflicts of interest.
Investigators would be focused on the intent of research — uncovering
previously unknown information. They’d be able to publish findings,

positive or negative, regardless of the funding source. Institutions would-
n’t accept money from sponsors who demand the final word on whether
findings can be published, and IRBs could be well assured that every pro-
tocol arrives free and clear of undue political and financial pressure from
outside sources.

However, the reality falls a little short of the ideal, which is why
many IRBs have had to deal with conflict of interest issues in addition
to their primary goals and duties.

“Conflicts of interest has been a problem in research since almost the
beginning of time,” says Robert Levine, MD, professor of medicine and
co-chair of Yale University Interdisciplinary Program in Bioethics at Yale
University in New Haven, CT. Levine worked in the 1970s with the
National Commission for the Protection of Human Subjects of Biomedical
and Behavioral Research, which developed the Belmont Report. The pub-
lications of the National Commission formed the basis for the “Common
Rule,” the federal government’s Regulations for Protection of Human
Research Subjects. “It’s a problem whenever human beings can better 
their position by doing some kind of work,” he says.

“Researchers don’t want to distort the meaning of their work because
their primary capital in the world of research is their good name, and
they don’t want to be associated with anything that isn’t done as well or
accurately as they possibly can do,” Levine adds. “But there are a small
number of people who are willing to distort information in the pursuit
of some goal they think is more important.”

Because the world doesn’t function perfectly, IRBs may have to become
more involved in reducing conflicts of interest, says Jesse Goldner, JD,
professor of law and IRB chairperson at Saint Louis (MO) University. 
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“The rule is that if an IRB says ‘No’ to a study
the university can’t go ahead and say, ‘Yes, a
study can be done.’ So the IRB is kind of the top
dog,” he says. “With that structure in mind, you
have to have an IRB that would make a final deci-
sion about whether a conflict of interest exists.”

Again, the better solution would be for
research institutions to have separate conflict of
interest committees that would send their deter-
minations to the IRB, but that doesn’t seem to be
happening as often as it should, Goldner notes.

“I talk to people around the country, and it’s
clear that at some institutions there is very little
management of conflict of interest in research
projects,” he says.

Sponsors typically contract with institution

A recent study would appear to confirm this
observation. Investigators from Duke University 
in Durham, NC, surveyed medical schools about
research and their agreements with industry spon-
sors of multicenter clinical trials and concluded that
academic institutions routinely fail to adhere to
research publication, trial design, and access to data
guidelines issued by the International Committee of
Medical Journal Editors (ICMJE).1

“We did the study because ICMJE guidelines
really speak to the role of protecting academic free-
dom for investigators, and the truth is that con-
tracts are between institutions and companies, and
investigators aren’t party to contracts,” explains
Kevin A. Schulman, MD, lead author of the Duke
study, and a professor of medicine at the Duke
University School of Medicine.

“We wanted to see if sites use the standards of
ICMJE,” Schulman says. “The answer generally is
‘No,’ and a lot of that is because institutions felt
powerless to negotiate with a sponsor when the
sponsor can go to a different site that has a differ-
ent standard for research projects.

“What we need are standards that academic
medical centers can all agree to,” Schulman
adds. “We can’t have competing standards of
research ethics between private centers and
academic centers.”

The Association of American Medical Colleges
(AAMC) of Washington, DC, issued in October
2002 its own recommendations for oversight of
potential financial conflicts of interest in human
subjects research. AAMC’s report states that its
recommendations complement and further
develop the earlier guidelines on conflicts of
interest that were issued by the Association of
American Universities of Washington, DC. (See
brief look at AAMC’s guidelines, p. 4.)

One example of how a conflict of interest can
impact the integrity of clinical research is the case
of Nancy Olivieri, a Canadian hematologist and
clinical researcher at the Hospital for Sick Children
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in Toronto.2 Olivieri studied the drug deferiprone
in a short-term, uncontrolled clinical trial of
patients with thalassemia who had iron overload.
The study was a collaboration with Apotex, a phar-
maceutical company that produced the drug, and
the trial was sponsored by a grant from Apotex to
the Hospital for Sick Children.

Initial results, published in 1995, were encourag-
ing, but results from a second prospective trial that
compared deferiprone treatment with the standard
drug deferoxamine, were not. Deferiprone treat-
ment failed to reduce hepatic iron levels below
baseline or increased them. The drug also appeared
to increase hepatic fibrosis in some patients.

Olivieri reported these findings to the IRB, pre-
sented them at a scientific meeting, and submit-
ted them for publication. Apotex reacted by
stopping all of Olivieri’s clinical trials and threat-
ened to sue her for violation of a confidentiality
agreement she had signed prior to the first clini-
cal trial. When she ignored the threat and submit-
ted the study for publication, the company sued
her for $20 million.

The result of the legal fight was that Olivieri
was publicly and personally harassed and
received no support from her hospital, which
eventually referred her to a Canadian licensing
board for research misconduct. The hospital had
even publicized this action, despite policies to
the contrary. Recently, the licensing board vindi-
cated Olivieri on all counts.

While extreme, this case underscores a conflict
of interest problem that should be brought to an
IRB’s attention because this can impact informa-
tion that should be included in informed consent
materials, Schulman says.

Conflicts of interest impact informed consent

From an IRB’s perspective, the issue is what
did the study participant consent to when partici-
pating in a research study with regard to helping
to create general knowledge, Schulman asks.

“What we found in our study is that institu-
tions are enrolling people in what they are calling
research, but there’s no obligation to publish the
study, so there’s no ability to fulfill part of the
promise,” he says.

“Human subjects research is not marketing,
and we need to critically evaluate the reason
we’re recruiting patients to participate in these
activities, and that’s an area that’s just missing,”
Schulman adds.

At issue is whether people who participate in

clinical trials chiefly in hopes of improving treat-
ments for future generations would be as inter-
ested in participating if they were told that there
is a possibility the research will not be published.

This is why IRBs need to ask these tough ques-
tions of investigators about publication policies
and require all conflicts of interest to be clearly
described on informed consent forms, Goldner
says. (See examples of conflicts of interest, p. 5.)

“People ought to be told that the university is
receiving financial support from XYZ drug com-
pany to conduct this study,” Goldner says. “Then
the question is whether disclosure is enough
because in some circumstances disclosure is not
enough.”

While research conflict of interest problems
date back centuries, the present research environ-
ment involves such high personal stakes that the
financial pressure on investigators has increased,
Levine says.

“Back in the 1960s, you couldn’t become an
instant millionaire by discovering something in
the lab, but now if you come up with the right
recombinant molecule, you could,” he says. 

“You go out and meet with a venture capitalist,
who puts up a few million dollars, and then you
take the company public and the initial public
offering brings in millions of dollars, and every-
one lives happily ever after — so this is an enor-
mous problem.”

Findings review requires skilled scientific eye

IRBs, conflict of interest committees, and edi-
tors of journals are vulnerable to overlooking
research that has been distorted because of finan-
cial conflicts because investigators can easily alter
or withhold data from their reports. It is not easy
to catch such investigators, Levine says.

“It is much easier to fake reports that look
excellent than it is to do the research needed to
generate valid reports,” he says.

While scientists and researchers traditionally
have served on IRBs, some of the recent federal
changes and regulatory burdens have discour-
aged some of the best and brightest from serving
on IRBs and that, in turn, could undermine the
ability of an IRB to catch research fraud and
abuse, Levine says.

A partial solution would be to make certain
that all IRBs include in their membership some
very skilled and experienced researchers and sci-
entists, who are better able to spot discrepancies
in protocols and reports, he suggests.
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“It may be possible to con the system, but it’s
harder to con a scientist,” Levine says.
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AAMC issues its guidelines 
concerning financial COI
Here’s a brief look at recommendations

The Task Force on Financial Conflicts of Interest
in Clinical Research for the Association of

American Medical Colleges (AAMC) of Washing-
ton, DC, has issued new guidelines. Called “Protec-
ting Subjects, Preserving Trust, Promoting Progress
II: Principles and Recommendations for Oversight
of an Institution’s Financial Interests in Human
Subjects Research,” the October 2002 recommenda-
tions contain the following points:

• Assessing institutional conflicts of interest in
human subjects research: A conflict of interest may
exist when the financial interests of an institution
or its official might affect institutional processes
involving human subjects research. Therefore, insti-
tutions should ensure that all functions and admin-
istrative responsibilities related to human subjects
research are separate from those related to invest-
ment management and technology licensing.

• Identifying individual financial gain that
conflicts with research: Individuals who hold
dual roles (i.e., a dean of research who is the head
of a laboratory where research is conducted) are
in a position to make decisions that affect human
subjects research. Such a person might also hold a
significant financial interest in the investigational
product or the research sponsor. AAMC recom-
mends such individuals disclose all relevant cir-
cumstances to a superior, and all conflicts of
interest should be eliminated or managed effec-
tively. If this cannot be done, then the institution
should not conduct the research.

• Scrutinizing ipso facto conflicts of interest:

Since some financial relationships between institu-
tions and commercial sponsors of research may
appear to present a conflict of interest, there should
be the highest degree of scrutiny in every instance,
even when the institution has separated its research
and investment functions. AAMC recommends
that when such a circumstance occurs, the institu-
tion should conduct a specific, fact-driven inquiry
into whether the financial relationship may affect
or appear to affect human subjects research con-
ducted at the institution.

Some examples of this type of potential conflict
are as follows:

— royalties that an institution might receive
from the sale of an investigational product being
researched;

— equity interest by institution in a nonpub-
licly traded sponsor of research at the institution;

— ownership interest of more than $100,000 in
value in a publicly traded sponsor of research at
the institution;

— institutional researchers and research offi-
cials who have an equity interest in a nonpub-
licly traded sponsor of research conducted at 
the university;

— institutional researchers and research offi-
cials holding equity interest in excess of a mini-
mum amount, excepting mutual funds, in a
publicly traded sponsor of research conducted
at the institution;

— individuals receiving consulting fees, gifts,
and other compensation from a sponsor of human
subjects research conducted at the institution;

— individuals receiving an appointment to
serve as an officer, director, or board member of a
commercial sponsor of human subjects research;

— individuals appointed to serve on the scien-
tific advisory board of a commercial sponsor of
research conducted at the institution.

• Monitor other financial relationships:
Institutions should determine nature of such rela-
tionships and decide how closely to scrutinize
these in assessing potential conflict of interest:

— Investigator, research administrator, or insti-
tutional official with research oversight authority
participate in a procurement of supplies from a
commercial entity that sponsors human subjects
research at the institution.

— An institution receives substantial gifts from
a potential commercial sponsor of human sub-
jects research.

• Creating institutional conflict of interest com-
mittee (ICOI): AAMC recommends that an ICOI
committee be formed to review potential conflicts of
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interest involving human subjects research. The
committee should consist of people with seniority
and expertise, and they should be independent 
of the direct line of authority for human subject
research oversight within the institution.

• Considering other circumstances: Institutions
holding ipso facto financial interests that will not be
eliminated should not conduct related human sub-
jects research except as the nonprimary site in a
multicenter trial.

Also, the ICOI committee should approve spe-
cial circumstances such as where the conflict may
exist and the research is both early stage and the
researchers’ expertise is essential to the research.

ICOI committees may consider contracting with
an outside IRB to provide a second level of review
and oversight when the circumstances dictate this
course. AAMC recommends that institutions con-
sider other special circumstances, as well.

• IRB members and conflicts of interest:
Institutions should require IRB members to
report annually any personal and significant
financial conflicts of interest in sponsors of

human subjects research when the sponsor is or
might be involved with research at the institu-
tion. The ICOI committee should review the IRB
members’ reports.

Also, IRB members, by federal regulation, must
recuse themselves from voting or participating in
deliberation involving protocols in which they
have conflicting interests.  ■

Consult fathers, too, in
research involving fetuses 
IRBs may ask for informed consent by fathers

Changes to federal regulations regarding
research protections for pregnant women and

fetuses now require investigators to obtain the
informed consent of a fetus’ or neonate’s father
before certain types of research may proceed.

IRBs may need to take this change and some
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Key potential 
conflicts of interest

Institutional and individual conflicts of interest per-
haps always will plague human subjects research.

Until there are uniform rules that all institutions
must follow, it will be up to conflict of interest com-
mittees and IRBs to make certain that ethical
abuses do not result from conflicts of interest that
are both unacceptable and preventable.

It’s a good idea for an institution to have a conflict
of interest subcommittee and also to have rules that
describe how an IRB would handle a discovered
conflict of interest, says Jesse Goldner, JD, profes-
sor of law and IRB chairman at Saint Louis (MO)
University.

However, IRBs and others who are scrutinizing
the connections between researchers, institutions,
and research sponsors should keep in mind that
there are many gray areas that should be decided
on a case-by-case basis, he says.

Goldner offers these examples of subtle as well
as more blatant conflicts of interest circumstances
that could be encountered by an IRB:

• Individual financial conflict: An investigator
owns 100 shares of a drug company’s stock, and
this drug company will sponsor one of the investiga-
tor’s clinical trials. “At the theoretical level, you have
attenuated interest,” Goldner says. “But if the 100

shares are in a mutual fund that owns the stock,
then no subject will be concerned about that.”

• Institutional financial conflict: The research
institution has a substantial financial stake in a com-
pany that is sponsoring research at its site. “That
research should absolutely be prohibited,” he says.

• Lecture fees: A pharmaceutical company is
sponsoring lectures and paying an investigator a
large fee to speak. Since academic salaries typically
are far less than what an investigator would be paid
by industry, these fees could be considered potential
conflicts of interest and should at least be disclosed
to potential subjects of a trial that this investigator is
conducting through the same company’s sponsor-
ship, Goldner says.

• Tenure pressure: Among the most subtle
forms of conflict of interest involve the process by
which researchers at an academic institution earn
tenure. “Part of the process is being successful at
the research game and part of being successful is
having sponsors come to you because they think
you will be good at recruiting subjects in a short
period of time,” he explains.

“I’ve encountered a situation where a researcher
arguably enrolled subjects who fell outside the inclu-
sion criteria because there was pressure to enroll
subjects within the research deadline,” Goldner says.

This type of conflict of interest is very difficult for
an IRB to detect without a whistle-blower or careful
monitoring of an ongoing study, he adds. ■



other recent controversial issues into considera-
tion when revising policies regarding research
involving pregnant women.

For example, another conflict that may require
close IRB scrutiny involves a pregnant woman’s
right to privacy vs. the safety of her fetus.

Under the revised regulations, an IRB needs to
decide whether a clinical trial will benefit both the
mother and the fetus, whether potential risks will
be minimal to the fetus, and whether it’s necessary
to obtain an informed consent from the father of
the fetus, says Julie Wright, PharmD, vice chair of
the Adult Health IRB at the University of Missouri-
Kansas City.

IRBs also should be familiar with the federal
regulations’ definitions of neonates, fetuses, and
what is and not viable.

The revised 45 CFR 46, Subpart B, titled,
“Additional Protections for Pregnant Women,
Human Fetuses, and Neonates Involved in
Research,” were published Nov. 13, 2001, in the
Federal Register and went into effect in 2002. The
regulations include the following provisions:

• Pregnant women or fetuses may be involved
in research when these conditions are met:

— when preclinical studies and studies on
nonpregnant women have been conducted and
have provided data for assessing potential risks
to pregnant women and fetuses;

— when the risk to the fetus is caused by inter-
ventions that hold out the prospect of direct bene-
fit to the woman or the fetus, or when there is no
potential direct benefit when the risk is minimal
and the research’s goal is to develop important
biomedical knowledge that cannot be obtained 
by other means;

— when potential risks are the least possible
for achieving the objectives of the research;

— when the woman’s informed consent is
obtained;

— when the research has potential direct bene-
fit only to the fetus then the informed consent of
the pregnant woman and the father is obtained,
except when the father is unavailable, incompe-
tent, temporarily incapacitated, or when the preg-
nancy resulted from rape or incest;

— when informed consent includes informa-
tion about the foreseeable impact of the research
on the fetus or neonate;

— when children are pregnant, assent and per-
mission are obtained in accord with federal regu-
lations;

— when there are no financial or other
inducements offered to the pregnant woman 

to terminate the pregnancy;
— when researchers will not have any part in

decisions regarding terminating a pregnancy;
— when researchers will not have any part in

determining the viability of a neonate.

Cover potential pregnancy in consent forms 

The University of Missouri-Kansas City has
ample policies protecting the needs of pregnant
women and fetuses, but if the IRB were presented
with a study that touched on issues raised in the
revised federal regulations, then the institution
and IRB would have to look at it very carefully,
says John R. Baumann, PhD, director of the
Office of Sponsored Programs & Research
Support.

A situation more commonly encountered by
IRBs involves a clinical trial in which a female sub-
ject becomes pregnant during the course of the
trial, and this situation would require the investi-
gator to report a serious adverse event, says Roger
Sommi, PharmD, chair of the adult health IRB at
the University of Missouri-Kansas City.

“We have not had any pregnancy studies but,
clearly women of childbearing age and potential
issues come up all the time,” he says.

“One of the things that’s changed over the
last two to three years is when you look at
sponsor-developed consent forms, these tend to
have a lot of information that is not necessarily
helpful in discussing women who may become
pregnant during a study,” Sommi says. “We
ended up changing the forms and simplifying
the language and making a special section.”

It’s important to inform women of childbear-
ing age that there may not be a lot of knowledge
about a particular drug’s impact on a fetus, and
the informed consent routinely should include
information about birth control, he says.

Wright was an investigator on an HIV study
that had one participant who had become preg-
nant during the study.

“We did urine pregnancy tests at each monthly
visit,” Wright recalls.

The woman was taken out of the study, and
investigators followed her through her pregnancy
and delivery, reporting the information to the
Food and Drug Administration, she says.

“The baby and delivery were fine,” Wright adds.
Another potential issue is that some drugs

may affect a woman’s hormones and disrupt 
the effectiveness of some pregnancy medica-
tions, so women of childbearing years need to 
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be informed that they may have to use a barrier
method of contraceptive while they are involved
with the study, Wright says. 

Privacy concerns could be red lights

Research involving pregnant women can pose
additional problems, including privacy issues.

An IRB at the University of South Dakota in
Vermillion spent six months dealing with this
issue when the IRB was presented with a protocol
for a five-state study of fetal alcohol syndrome that
involved identifying and monitoring women who
drink during pregnancy, says Howard Coker,
PhD, compliance officer at the University of South
Dakota.

South Dakota state law requires officials to
report potentially abusive behavior toward a
fetus, including drinking alcohol, he says.

The study’s goal was to assist pregnant women
with drinking problems through an educational
intervention that was aimed at helping them
maintain sobriety, Coker adds.

However, investigators could not offer research
participants a certificate of confidentiality or
other privacy protection because of the state law.
This meant that women who volunteered for the
study could be reported to state officials and pos-
sibly face legal repercussions because of their
substance use while pregnant, he says.

“The question came back to whether particular
subjects would participate, and they probably
wouldn’t participate if they would be immedi-
ately charged with child abuse and thrown into
prison,” Coker says.

While the IRB and state officials grappled with
this dilemma, the study was continuing in four
other states where the subjects’ privacy could be
maintained without it conflicting with state
reporting laws.

“Our IRB understood that there were not going
to be any people becoming subjects of this study
unless this issue was addressed,” Coker says.

“So what took six months was the grantee dis-
cussing things with the governor’s office until
they negotiated an approach that was accept-
able,” he adds.

In this case, South Dakota officials finally took
an action that made it possible for the IRB to
decide in favor of the protocol. Ultimately, the
governor’s office wanted the study to proceed
since its objectives involved a positive interven-
tion, Coker says.

A decision was made to continue to require the

women be reported to the state agency collecting
the information, but the agency would take no
action against any of the individual participants
of the study, he explains.

“Once that understanding was achieved, then
the IRB went ahead and approved the project,”
Coker says. “Then there would be no reason why
they shouldn’t participate.”  ■

Exempt or nonexempt? 
IRB must make the call 
Flowchart and forms expedite decision process

Certain broad categories of research are
exempt from full review of an institutional

review board. Though federal regulations regard-
ing exemptions are spelled out for investigators
and IRBs alike, IRBs still are responsible for
reviewing proposed protocols and approving
exemptions.

“For initial review, the Federal Register list of cate-
gories is used as guidance. These categories are
adhered to for all studies, regardless of whether
they fall under the jurisdiction of DHHS [Depart-
ment of Health and Human Services] or FDA [Food
and Drug Administration],” says Paul Goebel Jr.,
vice president of Chesapeake Research Review in
Columbia, MD, and an IRB Advisor editorial board
member.

Before the IRB evaluates the protocol in light 
of the exemption categories, it must determine
whether the research involves more than minimal
risk and identify proposed participants, ensuring
that prisoners, fetuses, pregnant women, or human
in vitro fertilization will not be involved. 

“The IRB should have a form which outlines
each of the exemption provision in the regula-
tions. The investigator then indicates which pro-
vision he or she believes is met by the project,”
says Goebel. “This accomplishes two things —
one, the investigator is educated about the
requirements for exemption; and two, the IRB is
not performing the initial search for an exemp-
tion category.” 

The categories include: 
• Educational setting —  research conducted

in established or commonly accepted educational
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UVA HUMAN INVESTIGATION COMMITTEE
EXEMPT APPLICATION FORM

Box 800483 (434) 924-2620 Barringer, Room 4362 www.hsc.virginia.edu/hic

Please attach a New Protocol Information Form to the top of this form and submit to the HIC Office.

Will you be   (Check all that apply)
o collecting samples/data at UVA 
o receiving samples/date from outside UVA  
o sending these samples/data outside of UVA

If you are receiving or sending samples from an institution outside of UVA do you have a contract or a Material Transfer
agreement? Yes   No

Title of Study: 

A.  Does this study involve?
Yes No Nonhereditary genetic research in which samples are linked/coded or identifiable
Yes No Hereditary genetic research
Yes No Surveys or interviews given to minors?
Yes No Any procedures that may cause a subject either physical or psychological discomfort or is perceived as

harassment above and beyond what the person would experience in daily life?
Yes No Deception?
Yes No Observation of minors if the investigator participates in the activities being observed unless there is a federal

statute covering the activity?
Yes No The study of a rare trait/disorder such that there is some risk of exposing the identity of sample donors or

the research poses risk of community or cultural harm.

B.  Does the study meet the following criteria?
Yes No Research involving the collection or study of existing data, documents, records, pathological specimens, or 

diagnostic specimens Existing Data: means that all the data, documents, records, or specimens are in existence prior to IRB
Review, therefore specimens obtained prospectively from future discarded clinical samples do not qualify for exempt
review.(1)

Yes No These sources are publicly available or the information is recorded by the investigator in such a manner that
subjects cannot be identified, directly or through identifiers linked to the subjects (i.e. history #'s, pathology accession #'s, ini-
tials and date of birth).  (2) If both 1&2 checked: 45CFR46.101(b)(4)

Yes No Research involving the use of educational tests, survey procedures, interview procedures or observation of 
public behavior unless information obtained is recorded in such a manner that human subjects can be identified, directly or
through identifiers linked to the subjects and that any disclosure of the human subject's responses outside the research could
reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects financial standing, employability
or reputation. 45CFR46.101(b)(2)

C.  Please answer the following questions to the best of your ability:
Yes No Is the probability of the harm or discomfort anticipated in the proposed research greater than that encoun-

tered ordinarily in daily life or during the performance of routine physical or psychological examinations or tests?
Yes No Is the magnitude of the harm or discomfort greater than that encountered ordinarily in daily life, or during the

performance of routine physical or psychological examinations or tests? 

D.  If you will be banking tissue, answer the following two questions:
Yes No Are the samples being collected for the sole purposes of this study?
Yes No Are the specimens coded by a third party and stored in a facility that will not break the code, even upon the

request of a family member/ or medical emergency or considered minimal risk?

E.  Will any of the following items be recorded? [18 identifiers per HIPAA under 164.514(b)(2)(i) and (ii)]
All items refer to those items affiliated with the subjects of this protocol. 

Yes No 1.  Name
Yes No 2.  All geographic subdivisions smaller than a state, including street address, city, county, precinct, zip code,

and their equivalent geocodes, except for the initial three digits of the zip code if, according to the current publicly available
data from the Bureau of the Census: (1) The geographic unit formed by combining all zip codes with the same 3 initial digits
contains more than 20,000 people and (2) The initial 3 digits of a zip code for all such geographic units containing 20,000 is
changed to 000. 



Yes No 3.  All elements of dates (except year) for dates directly related to an individual, including birth date, admis-
sion date, discharge date, date of death; and all ages older than 89 and all elements of dates (including year) indicative of
such age, except that such ages and elements may be aggregated into a single category of age 90 or older. 

Yes No 4.  Telephone numbers
Yes No 5.  Fax numbers
Yes No 6.  Electronic mail addresses
Yes No 7.  Social Security number
Yes No 8.  Medical Record number
Yes No 9.  Health plan beneficiary numbers
Yes No 10.  Account numbers
Yes No 11.  Certificate/license numbers
Yes No 12.  Vehicle identifiers and serial numbers, including license plate numbers
Yes No 13.  Device identifiers and serial numbers
Yes No 14.  Web Universal Resource Locators (URLs)
Yes No 15.  Internet Protocol (IP) address numbers
Yes No 16.  Biometric identifiers, including finger and voice prints
Yes No 17.  Full-face photographic images and any comparable images 
Yes No 18.  Any other unique identifying number, characteristic, code

F. Please answer the following question to the best of your ability:
Yes No Do you have actual knowledge that the information could be used alone or in combination with other infor-

mation to identify an individual who is a subject of the information? 

G.  Will any of the following items be recorded? [16 identifiers per HIPAA under 164.514(e)]
All items refer to those items affiliated with the subjects of this protocol. 

Yes No 1.  Name
Yes No 2.  Postal address information, other than town or city, state, and zip code
Yes No 3.  Telephone numbers
Yes No 4.  Fax numbers
Yes No 5.  Electronic mail addresses
Yes No 6.  Social Security number
Yes No 7.  Medical Record number
Yes No 8.  Health plan beneficiary numbers
Yes No 9.  Account numbers
Yes No 10.  Certificate/license numbers
Yes No 11.  Vehicle identifiers and serial numbers, including license plate numbers
Yes No 12.  Device identifiers and serial numbers
Yes No 13.  Web Universal Resource Locators (URLs)
Yes No 14.  Internet Protocol (IP) address numbers
Yes No 15.  Biometric identifiers, including finger and voice prints
Yes No 16.  Full-face photographic images and any comparable images 

H. Please answer the following question to the best of your ability.
Yes No Will this information be disclosed for purposes other than research, public health, or health care operations? 

What kind of human samples (e.g., tissue, blood) or data will be obtained?

Informed Consent
Exempt research is not subject to federal regulations contained in 45 CFR 46, which include requirements for informed con-
sent.  Therefore, if the research is eligible for exemption, then "technically" informed consent is not required.  It is up to the
investigator to decide whether or not consent should be obtained and documented.  Often the investigator will provide a letter
of explanation or even a consent form.  Again, this is not required, but may be the appropriate thing to do to ensure the rights
and welfare of the subjects.  If you plan to provide a consent form or letter, please submit it along with this form. If a question-
naire or interview will be done, please attach a copy of the questions.

Regulatory Requirements:
1. The Principal Investigator (PI) will notify the HIC prior to any change made to this protocol or consent form (if applicable).
2. The Principal Investigator will notify the HIC office within 30 days of a change in the PI or the closure of the study.

Principal Investigator (printed) Principal Investigator (Signature) Date
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settings, involving normal education practices,
such as research on instructional strategies or the
effectiveness of instructional techniques, curric-
ula, or classroom management methods.

• Educational tests —  research involving the
use of educational tests (cognitive, diagnostic,
aptitude, achievement), survey procedures, inter-
view procedures or observation of public behav-
ior. If, however, the protocol includes provisions
for collecting data that can be used to identify
participants or if disclosure of participants’
responses could result in criminal or civil liability,
damage the subjects financial standing, employa-
bility or reputation, the protocol would not qual-
ify for exemption of full IRB review.

• Public officials — research involving the use
of educational tests (cognitive, diagnostic, apti-
tude, achievement), survey procedures, interview
procedures or observation of public behavior that
do not meet the criteria discussed above but that
include subjects who are elected or appointed
public officials or candidates for public office
unless the research is covered under federal stat-
ues that provide certain legal protections and
requirements for confidentiality.

• Collection of data — research involving the
collection or study of existing data, documents,
records, pathological specimens, or diagnostic
specimens, if these sources are publicly available
or if the information is recorded by the investiga-
tor in such a manner that subjects cannot be iden-
tified, directly or through identifiers linked to the
subjects. (See Exemption Decision Flowchart,
right.)

• Public benefit — research and demonstra-
tion projects which are conducted by or subject to
the approval of department or agency heads, and
which are designed to study, evaluate, or other-
wise examine public benefit or service programs,
procedures for obtaining benefits or services
under those programs, possible changes in or
alternatives to those programs or procedures; or
possible changes in methods or levels of payment
for benefits or services under those programs.

• Taste tests —  taste and food quality evalua-
tion and consumer acceptance studies are exempt
if wholesome foods without additives are con-
sumed or if a food is consumed that contains a
food ingredient that is found to be safe by the FDA
or approved by the Environmental Protection or
the Food Safety and Inspection Service of the 
Food Safety and Inspection Services of the U.S.

Department of Agriculture.
The University of Virginia (UVA) Human

Investigation Committee (HIC) IRB in Charlotte-
sville reviewed 460 protocols last year. Of those, the
IRB averaged about 150 exempt protocols. “At any
one time, we have around 300 active exempt proto-
cols,” reports Susie R. Hoffman, RN, BSN, CIP,
director of the human investigation committee.

UVA asks investigators to complete a form that
includes questions on the nature of the study, prob-
ability of harm, confidentiality of collected data,
and how data will be used. (See UVA Exempt
Application Form, pp. 8-9.) It also includes two
sections that address HIPAA (Health Insurance
Portability and Accountability Act) concerns,
including questions on specific identifiers listed
under parts 164.514(e) and 164.514(b) of the act,
among them name, address, and telephone num-
bers; URLs (web addresses); medical record num-
bers; and vehicle identifiers and serial numbers,
including license plate numbers. 

“It is almost impossible for an investigator to
know all the federal regulations regarding research,
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(Continued from page 7)

Will this research use solely existing1 data or specimens?

Are those data or specimens publicly available?

This exemption does not apply. This research may be eligible
for IRB waiver of informed consent (Section 46.116(d)). See
Chart 3.

Will information be recorded by the
investigator in such a way that it can
be linked to the subject?

This research is exempt from 45
CFR Part 46.

Yes No

Yes No

No Yes

1 “Existing” means collected (i.e., on the shelf) prior to the research for
a purpose other than the proposed research. It includes data or speci-
mens collected in research and nonresearch activities.

Source: Office for Human Research Protections, Rockville, MD.

Exemption Decision Flowchart



whether it is the criteria for exemption or anything
else,” Hoffman says. “We don’t expect them to be
experts regarding the criteria, we just expect them
to answer the questions on the Exempt Application
Form and the HIC will determine if it meets the cri-
teria for exemption.”  ■

Study says schools often 
stray from set guidelines

Academic institutions routinely engage in
industry-sponsored research that fails to

adhere to International Committee of Medical
Journal Editors (ICMJE) guidelines regarding
trial design, access to data, and publication
rights, say researchers in a study published in
the Oct. 24 issue of the New England Journal of
Medicine.

Last winter, researchers from Duke University
Medical Center and the Duke University School
of Law in Durham, NC, interviewed officials at
108 U.S. medical schools about provisions in their
institutions’ agreements with industry sponsors
of multicenter clinical trials. The researchers also
asked a subgroup of the respondents about coor-
dinating-center agreements for such trials.

Some of the study findings include:
• Only 10% of contracts covered how data are

collected and monitored, and only 5% covered
how data are analyzed and interpreted.

• Less than 1% of contracts guaranteed that
results would be published and that an indepen-
dent committee would have control over that.
However, 40% of contracts addressed editorial

control of manuscripts.
• Only 1% of contracts required an indepen-

dent board to monitor patient safety. 
“Our findings suggest that a reevaluation of

the process of contracting for clinical research is
urgently needed,” the researchers say.  ▼

Bioterrorism funding up, 
clinical relevance goal

Governmental funding for biodefense will rise
from $225 million in 2002 to $1.7 billion in

2003, says Anthony Fauci, MD, director of the
National Institute of Allergy and Infectious
Diseases at the National Institutes of Health
(NIAID). 

The NIH and affiliated researchers are
aggressively pursuing cutting-edge research 
— such as gene sequencing — with the major
bioterrorism agents. In addition to NIAID, the
research is being conducted by the Department
of Defense and the Centers for Disease Control
and Prevention. The genetic research has imme-
diate implications for immunology and host
response, he says.

The goal of all research, says Fauci, is to produce
clinically relevant results. “The conversation [with
the White House] was that we’ll give you money
and you can do your basic research, but at the end
of a few years I don’t want you to come to me
when I ask what you’ve accomplished and say,
‘We’ve learned a lot.’ That is not the right answer.
The right answer is we have vaccines, we have
therapeutics, and we have diagnostics. That’s the
mode we’re in.”

Studies under way include vaccine develop-
ment for anthrax, Ebola, Lhasa, and Marburg,
an examination of bacterial phages (viruses that
can specifically invade and kill bacteria), and
expansion of existing diagnostic and treatment
modalities.  ■
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■ IRBs and accreditation
officials discuss dos and
don’ts for survey preparation

■ Policies about research
involving students or
conducted by students 
may need updating

■ IRB accreditation process ■ BRAAN: Baylor Medical
College’s new on-line
system

COMING IN FUTURE MONTHS
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1. Which of the following is not a potential individual 
research conflict of interest that an IRB might need to con-
sider when an investigator submits a protocol sponsored 
by a commercial entity?

A. An institutional researcher or research official who has 
an equity interest in a nonpublicly traded sponsor of 
research conducted at the university.

B. An institutional researcher or research official who 
receives consulting fees, gifts, and other compensation 
from a sponsor of human subjects research conducted at 
the institution.

C. An institutional researcher or research official who 
receives an appointment to serve as an officer, director, 
or board member of a commercial sponsor of human sub-
jects research.

D. All of the above 

2. Subtle conflicts of interest include which of the following?
A. Situations in which the research institution has a sub-

stantial financial stake in a company that is sponsoring 
research at its site.

B. A pharmaceutical company inviting an investigator to a 
seminar.

C. An investigator who owns shares in a mutual fund that 
has invested in the sponsor

D. None of the above

3. In the revised 45 CFR 46, Subpart B, titled, “Additional 
Protections for Pregnant Women, Human Fetuses and 
Neonates Involved in Research,” published Nov. 13, 
2001, in the Federal Register, which of the following is a 
new provision that must be considered in research involv-
ing pregnant women?

A. Informed consent given to the pregnant woman must 
clearly outline potential risks and benefits to both herself 
and the fetus.

B. Informed consent must be obtained from the father of the 
fetus when the research has the potential of direct benefit 
only to the fetus.

C. The risk to the fetus must be minimal in cases where 
there is no potential for direct benefit.

D. All of the above

4. Which of the following is true concerning research that 
could be considered exempt from full IRB review.

A. Research involving the collection or study of existing data, 
documents, records, pathological specimens, or diagnos-
tic specimens, if these sources are publicly available 

B. Research involving the use of educational tests (cognitive, 
diagnostic, aptitude, achievement), survey procedures, 
interview procedures, or observation of public behavior 
that includes provisions for collecting data that can be 
used to identify participants 

C. Research and demonstration projects that are designed to 
study, evaluate, or otherwise examine nonprofit organiza-
tions that have public benefit

D. All taste and food qualify evaluations and consumer 
acceptance studies 

CMEquestions

CME objectives

The 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;

• understand the regulatory qualifications
regarding human subject research;

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

• apply the necessary safeguards for patient
recruitment, follow-up, and reporting of find-
ings for human subject research;

• have an understanding of the potential for
conflict of financial interests involving human
subject research;

• understand reporting adverse events during
research. ■
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