
Accreditation is a sure thing, but is
the cart now in front of the horse?
Organizations vying for certification rights

Everyone, it seems, wants to jump on the bandwagon when it
comes to establishing a national accreditation certification system
for institutional review boards (IRBs).

In April, the Institute of Medicine (IOM) jumped into the fray when it
released a report recommending that the recently developed accredita-
tion standards for the U.S. Department of Veterans Affairs (VA) medical
centers be adapted for all IRBs. The report was prepared by IOM’s
Committee on Assessing the System for Protecting Human Research
Subjects in response to a request from then-Secretary of Health and
Human Services Donna Shalala — but not everyone is agreeing with
IOM on its conclusion.
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HHS delays rule until late 2001

The final rule, Protection of Human Subjects: Additional Protections for
Pregnant Women and Human Fetuses Involved in Research, and

Pertaining to Human In Vitro Fertilization, is delayed until Nov. 14, 2001. The
U.S. Department of Health and Human Services is delaying the effective
date to consider three limited aspects: 1) whether parental consent (when
the father is readily available) should be obtained for participation in federally
funded research that is directed solely at a fetus; 2) whether the definition of
“fetus” should be modified so that it describes the stage prior to delivery; 3)
whether the rule should be modified to make clear that fetuses of uncertain
viability may be subjected to added risk only if the research is intended to
enhance the probability of survival of the particular fetus to the point of viabil-
ity. HHS will issue notice of a public comment period soon. For more infor-
mation, contact: Irene Stith-Coleman, PhD, Office of Human Research
Protections, 200 Independence Ave. S.W., Room 733-E, Washington, DC,
20201. Telephone: (202) 260-1587. E-mail: istithco@osophs.dhhs.gov.  ■



The IOM committee’s decision to endorse the
standards developed for the VA is puzzling to
some researchers because the standards were
developed for a closed system. Perhaps more
puzzling is the committee’s assessment that the
accreditation standards in development from the
Boston-based Public Responsibility in Medicine
and Research (PRIM&R) are not desirable for the
nation’s IRBs. (See the chart inserted in this issue.)

In the executive summary, the committee con-
cludes “the standards proposed by [National
Commission for Quality Assurance in Washington,
DC] for VA facilities appear promising for use in
the accreditation of VA facilities.” (For more on the
VA accreditation process, see the related article,
p. 3.)

But IOM’s conclusion has left some experts in
the research community wondering. IOM’s origi-
nal six-month deadline to develop performance
standards was impossible to meet, so it subcon-
tracted with PRIM&R to deliver its performance
standards that had been in development for 18
months, notes Sanford Chodosh, MD, president 
of PRIM&R and an associate professor at Boston
University School of Medicine.

PRIM&R also proposed that, in addition to the
performance standards, criteria should be devel-
oped to demonstrate compliance with the stan-
dards at the same time. Instead, IOM opted to
fund only the performance standards. “Their sub-
committee’s major complaints about the work
provided by PRIM&R was directly related to the
failure of IOM to fund the whole package,” adds
Chodosh.

On the heels of the IOM report, the Rockville,
MD-based Association for the Accreditation of
Human Research Protection Programs (AAHRPP)
announced its decision to offer voluntary accredita-
tion using its accreditation standards. Like NCQA,
AAHRPP presented its accreditation proposal to
the VA, but couldn’t meet the VA’s requested dead-
line to get the standards completed.

AAHRPP announced the accreditation stan-
dards in anticipation of a scheduled Senate hearing
on human research protection programs by the
subcommittee on public health. The Senate

postponed the meeting, however, and is scheduled
to revisit the issue later this summer. AAHRPP’s
standards will be pilot tested this summer and be
in place by January 2002, says Chodosh. 

A better suitor?

“The IOM committee regards the standards
prepared by NCQA to be more suitable than those
prepared by PRIM&R for not only pilot testing in
VA facilities, but also with modification, for the
accreditation of other research institutions.”

Specifically, the IOM committee says the stan-
dards developed by NCQA address quality
improvement, provide flexibility in achieving
performance goals, which allows for increased
research participant protection, and are explicitly
grounded in current regulations.

“The IOM favored the NCQA standards
because they were more specific and linked to
the regulations and had specific comments
about deficiencies that would need to be
addressed. I’m not surprised by the outcome
because NCQA was formed to accredit managed
care organizations, so they can be thought of as
‘doers,’ and PRIM&R is a professional group, so
they can be thought of as ‘thinkers.’ The final
product will need to be a combination of the
two,” explains Robert M. Nelson, MD, PhD,
associate professor of anesthesia and pediatrics
at The Children’s Hospital of Philadelphia.

The IOM committee does, however, acknowl-
edge the need for modifications to the NCQA
standards, and included 11 recommendations
(see chart, p. 4) in three implementation phases:

• development of an accreditation program;
• development of standards;
• development of an evaluation process.
The NCQA accreditation standards developed

for the VA could not be adopted verbatim within
the broader IRB community, says Sandra Sanford,
RN, MSN, CCRC, CIP, director of VA human
research protection program accreditation at
NCQA. “The VA is a unique, closed system and
incorporating those standards for others would
not work. For example, there are specific forms
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the VA centers use that are referenced in the stan-
dards themselves, and do not lend to outside
use,” says Sanford.

“NCQA developed its standards for a closed
system, and therefore they are not relevant for an
open system. For example, there’s no focus on
vulnerable patients within the standards,” says
Roger Meyer, MD, senior consultant for clinical
research in the division of biomedical and health
sciences research at the Association of American
Medical Colleges in Washington, DC.

“They ignore establishing standards for the 
other essential components of a complete human
research protection program, the institutional man-
agement, and the investigators,” adds Chodosh.

The pilot testing concept is needed because the

standards need to evolve and be tested, say
Nelson and Sanford. But which standards to pilot
test is an entirely different matter. “I, along with
many others, believe [IOM’s] proposal to use the
very incomplete NCQA standards to do pilot test-
ing and to then build a set of performance stan-
dards on that experience was a very confusing
approach,” notes Chodosh.

The scope of NCQA’s standards are limited to
already existing requirements in the federal gov-
ernment, and PRIM&R disagrees with IOM that
the NCQA standards are an adequate basis for
pilot testing, says Chodosh.

Despite the differences about which accredita-
tion standards ultimately win out in the regulatory
realm, there is one area of agreement. The IOM
recommended that the Congressional watchdog
agency the General Accounting Office (GAO) con-
duct an evaluation of accreditation, but the GAO
may be too late. “The GAO should evaluate the
process starting now. We need to learn what we
can learn, even if it’s the mistakes,” says Nelson.

The current regulations would exempt private
research programs from the accreditation require-
ment. “I don’t think the GAO has such authority.
Even if they do, this would compromise having
the accrediting bodies separate from governmen-
tal influence,” adds Chodosh.

Another certainty is that both AAHRPP and
NCQA are moving ahead with pilot testing, which
means accreditation — in some fashion — will be
here within the next year. “We don’t agree that it
will take three years to start a credible accredita-
tion process,” notes Chodosh. ■

VA goes under 
the microscope
System to be national laboratory for accreditation

The chief of the cooperative studies program of
the U.S. Department of Veterans Affairs (VA)

research and development department describes
it as an “exceptional laboratory for conducting
large scale clinical trials.”

The VA’s claim will now be put to the test to
measure its own ability to evaluate compliance
with federal regulations when it begins an accredi-
tation process this month. Last fall, the VA awarded
a five-year contract to the National Committee for
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Quality Assurance (NCQA) in Washington, DC, to
develop accreditation standards for its 150 medical
centers throughout the United States.

The VA’s cooperative studies program, which
coordinates human subject research, consists of
four coordinating centers, three epidemiological
research and information centers, and a clinical
research pharmacy.

The cooperative studies program assigns
research studies to one of the four coordinating
centers, which in turn provide statistical and
methodological assistance to VA investigators
conducting clinical trials. The program oversees
an average of 60 studies at any time and individ-
ual studies usually last a period of five years.

NCQA’s accreditation program involves the
following phases:

• development of standards for protecting
human research participants, including for exam-
ple, the proper operation of IRBs;

• assessment of the extent to which VA medical
centers meet these standards through site surveys
conducted by clinical researchers and research
administrators;

• maintaining a list of the accreditation status
of reviewed medical centers.

The standards are organized into the following
six categories:

• institutional responsibilities;
• IRB structure and operation;
• consideration of risks and benefits;
• subject recruitment and selection;

• privacy and confidentiality;
• informed consent.
The standards were pilot tested in four facilities

during April and May and the revised standards
are scheduled to be published this summer, says
Sandra Sanford, RN, MSN, CCRC, CIP, director
of VA human research protection program accred-
itation at NCQA. Routine surveys will begin this
month. Accreditation will apply to all human
research protection activities conducted for VA
research, either by its own IRB or a university
affiliated IRB.

“The pilot tests were used to test our own
assumptions about what we should be looking at
within the VA system. We’re now in the process of
analyzing that information,” says Sanford. In addi-
tion to the pilot tests, the NCQA received public
comments on the accreditation standards. “We
received some good comments from VA, non-VA,
and organizational representatives and we’re in the
process of editing them based on the IOM’s recom-
mendations, the public, and the information gained
from the pilot tests,” she adds.

Certified surveyors will conduct an on-site
visit and verify compliance with each standard
and record their assessments in a report that is
then sent to the program accreditation committee.
The accreditation committee reviews the report
and any comments from the VA medical center,
and issues a decision.

Accreditations, good for a three-year period,
will be given in four categories: full accreditation,

4 IRB ADVISOR / July 2001

Development of an accreditation program:
Recommendation 1 — Pursue accreditation
through pilot testing as one approach.
Recommendation 2 — Establish a nongovern-
mental accreditation organization(s).
Recommendation 5 — Accommodate distinct
research methods and models within accreditation
programs.
Recommendation 8 — Directly involve research
participants in accreditation programs and human
research participant protection programs.

Development of standards:
Recommendation 3 — Articulate sound goals
within accreditation standards.

Recommendation 4 — Establish flexible, ethics-
based, and meaningful standards.
Recommendation 6 — Base standards on existing
regulations.
Recommendation 7 — Incorporate quality improve-
ment mechanisms into standards.
Recommendation 9 — Use modified NCQA stan-
dards to initiate pilot programs.

Development of an evaluation process:
Recommendation 10 — Begin collecting data and
assessing impacts of accreditation now.
Recommendation 11 — Initiate federal studies
evaluating accreditation.

Summary of IOM Recommendations According to the 
Three Implementation Phases of an Accreditation Process

Source: Preserving Public Trust:; Accreditation and Human Research Participant Protection Programs, Committee on Assessing the System
for Protecting Human Research Subjects, Board on Health Sciences Policy, Institute of Medicine, Washington, DC, 2001.



conditional accreditation, probational accredita-
tion, or no accreditation. Remedial action, if
deemed necessary by the accreditation commit-
tee, will consist of action plans and progress
reports, and undergoing a follow-up survey.  ■

Failures at three levels
equal a loss of momentum
GAO: More work could be done to fill the gaps

Three parties — the federal agencies, the
research institutions, and the investigators

themselves — are not doing enough to ensure
that human research participants are adequately
protected.

That’s how Janet Heinrich, director of Health
Care and Public Health Issues for the United
States General Accounting Office (GAO) summa-
rizes the current levels of oversight for human
research protections, starting with the U.S.
Department of Health and Human Services
(HHS) regarding human research protections.
Heinrich’s statement appears in a GAO report:
HHS Takes Steps to Strengthen Protections, but
Concerns Remain (GAO-01-775T).

Heinrich’s testimony before the Senate
Subcommittee on Public Health was scheduled
for late May, but the Senate instead focused on
the tax cut legislation before the Memorial Day
recess. The GAO is an oversight agency created
by Congress to identify inadequate governmental
safeguards or excessive spending.

For IRB administrators, however, the report
offers little insight into improving the system.

Heinrich’s statement says that there are gaps
within research protection at three levels:

• the federal agencies, such as HHS and the
U.S. Food and Drug Administration (FDA);

• the institutional level, which includes research
institutions, universities, and academic medical
centers;

• the individual investigator level, which
includes physicians, scientists, and other
professionals.

The federal government’s loss of momentum
may have restricted rather than expanded the
independence of the Office of Human Research
Protections (OHRP), she noted. The OHRP was
created in part to increase oversight of clinical

trials through on-site reviews of research pro-
grams. However, no on-site reviews have been
made since last October, states Heinrich.

Facing an administrative backlog

Heinrich notes that on the federal level, the
slowdown is attributable to finances and staffing.
HHS did not increase the OHRP budget in pro-
portion to the increased amount of work it would
be facing in its new mission, she points out.
Additionally, the office is unable to hire addi-
tional staff due to a federal hiring freeze that
went into effect at the beginning of 2001. The
problem is compounded when the backlog of
compliance cases is added to the equation.

Heinrich’s testimony also includes the
following examples of government inaction:

• the National Institutes of Health (NIH)
reduced its site visits, and in fact, has not made
any random site visits during the first two-thirds
of fiscal 2001;

• the FDA still is waiting on HHS efforts to get
legislative approval to broaden its authority to levy
civil monetary penalties for investigator violations;

• the FDA has not been granted additional
resources for its monitoring and inspection pro-
grams, and inspected fewer than 2% of the esti-
mated 35,000 trials in 2000; the agency’s request
for additional resources to inspect 275 more sites
would extend the inspections by less than one
percentage point.

HHS’ attempts to support IRBs first appear
promising, says Heinrich, but questions still
remain over the issue of financing. While institu-
tions must supply the necessary resources for
IRBs, HHS has failed to assist by providing
resource benchmarks. The benchmarks would
help institutions determine the appropriate level
of funding, notes Heinrich.

Officials within HHS admit that little informa-
tion is available on appropriate levels of funding,
and there still is debate over what sources of
funding are considered unacceptable. Heinrich
notes that HHS has started to investigate the
issue of financial conflicts of interest at research
institutions, but is not clear on when it can begin
addressing the issue.

As for investigators, HHS has taken little
action to improve the informed consent process
for research participants or to educate investiga-
tors on improving the process, adds Heinrich.
Further, HHS has not clarified the requirements
for adverse event reporting. HHS failed to issue
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new guidance on informed consent as it said it
would a year ago, she states.

When asked by GAO officials, staff at OHRP
stated that informed consent guidance has a low
priority compared to implementing the new
assurance process and educational programs. IRB
administrators contend, however, that the new
assurance process is burdensome and places
higher workload demands on HSS and OHRP
staff who instead should be focused on other
requirements, such as informed consent guidance.

OHRP staff also told GAO investigators that
they still need time to get expert and public input
on the informed consent process and how to
improve it.  ■

Compliance in research 
is uncharted territory
Best approach is to stress the basics

Hospitals attempting to gauge the threats
emerging from the government’s increased

scrutiny in the field of research are facing un-
charted territory, warns Stephen Hanlon, who
manages Holland & Knight’s Community Services
Team in Tallahassee, FL. “I don’t envy those who
are charged with compliance in this area,” he
asserts. “Neither the time, resources, or mecha-
nisms currently exist to get a good idea about
what is really occurring on the hospital floor.”

Despite lots of talk about whistle-blowers and
potential liability, the paramount concern for hos-
pitals should be basic protections for human sub-
jects who are part of clinical research, argues
David Hoffman, Assistant U.S. Attorney for the
Eastern District of Pennsylvania and one of the
federal attorneys spearheading the government’s
effort in this area.

Richard Stern, senior counsel at the U.S. Depart-
ment of Health and Human Services’ (HHS) Office
of Inspector General (OIG), warns hospitals that
while his office primarily devotes its attention to
Medicare and Medicaid, it also has responsibility
for the U.S. Food and Drug Administration (FDA),
the National Institutes of Health, and other federal
agencies.

“Unlike the FDA, we are not a regulatory
agency,” Stern explains. “But we certainly
respond when allegations come to us regarding
the expenditure of federal funds.” Under a recent

arrangement with HHS, the OIG also will be con-
ducting the initial investigations of research mis-
conduct that had previously been performed by
the Office of Research Integrity.

Hoffman says the primary concern in almost
all cases is potential harm to individuals as the
result of fraudulent conduct. “However, the
intent standard is very different for a criminal
case and a civil case,” he adds.

By and large, grant fraud cases usually are
difficult to prosecute, especially if investigators
are attacking scientific research itself, Hoffman
says. That is because explaining specific scien-
tific research to juries usually is no easy task, he
explains.

“You are not going to see a lot of those cases
brought,” he predicts. On the other hand, he says
jurors will clearly understand schemes that lie
about results in order to gain notoriety or finan-
cial benefits.

For example, a clinical researcher who stands
to gain significant royalties resulting from a new
drug or therapy or has equity or stock options in
a clinical trial and then misrepresents the efficacy
of such a drug or therapy will not be a sympa-
thetic witness, he argues.

“The bottom line is that an individual or insti-
tution cannot stick its head in the sand and say,
‘We didn’t know what was going on even though
we signed certifications,’” Hoffman warns.

Hoffman also cautioned anybody who signs a
certification that he or she is at risk for potential lia-
bility. “You are certifying to the government that
what you are saying to them is true and correct,”
he asserts. “So if you have no mechanism by which
you check the accuracy of what is being said, then
you are putting yourself on the hook.”  ■

Protect all participants,
not just some of them
Final recommendations released in late summer

All human research participants should be
afforded equal protection and welfare, not just

those enrolled in federally-funded clinical trials.
That’s the key conclusion from the National

Bioethics Advisory Commission (NBAC) when it
publishes the final version of a report later this
summer. The commission reviewed the effective-
ness of the current oversight system in preparation
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for its report: Ethical and Policy Issues in Research
Involving Human Participants. The report will be
sent to President Bush upon publication, says 
Eric M. Meslin, PhD, executive director of the
Bethesda, MD-based NBAC.

The NBAC conducted a comprehensive exam-
ination of the various aspects of the oversight
system, including the purpose and structure of
research oversight, ethical issues relevant to
research review, and the local structures. A result
of the review is a set of recommendations that
will be included in the report. (See list of the
recommendations, right.)

The proposals, according to Meslin, serve two
purposes. First, they ensure the protection of
those who volunteer for research. Secondly, they
support the continued advance of science
through research. “The recommendations view
the oversight system as a whole, while providing
a rationale for change and offering an interrelated
set of proposals to improve the protection of
human participants and enable the oversight sys-
tem to operate more efficiently,” he adds.

The report reflects four key concerns the NBAC
initially identified in 1997:

• not all research participants are protected by
the federal oversight system;

• a number of federal departments and agen-
cies that sponsor primarily nonbiomedical
research or modest amounts of research have
failed to fully implement federal protections;

• federal protections do not always include
specific provisions for especially vulnerable
individuals;

• federal protections are difficult to enforce
and improve effectively across the government
because in part no single authority or office over-
sees research across all agencies and departments.

Because there currently is no entity with the
authority to develop federal policy among the 17
agencies that are involved in human research, the
NBAC will ask that legislation establish a single,
independent federal office. The office, notes
Meslin, would have responsibility for policy
development, regulatory reform, research review
and monitoring, research ethics education, and
enforcement — “all vital parts of the oversight
system,” he says.

[Editor’s note: Ethical and Policy Issues in
Research Involving Human Participants will be
published later this summer. The recommendations also
are available on-line. Web: www.bioethics.org. To obtain
paper copies, contact the National Bioethics Advisory

Commission, 6705 Rockledge Drive, Suite 700, MSC
7979, Bethesda, MD 20892-7979. Telephone: (301) 402-
4242. Fax: (301) 480-6900.] ■

National Bioethics Advisory
Commission Recommendations 
on Research Involving Human

Participants

Changes at the National Level

Recommendation 3.1: The federal oversight system
should protect the rights and welfare of human research
participants by requiring 1) independent review of 
risks and potential benefits; and 2) informed consent.
Protection should be available to participants in both
publicly and privately sponsored research. Federal legis-
lation should be enacted to provide such protection.
Recommendation 3.2: To ensure the protection of
the rights and welfare of all research participants, fed-
eral legislation should be enacted to create a single,
independent federal office, the National Office for
Human Research Oversight (NOHRO), to lead and
coordinate the oversight system. This office should be
responsible for policy development, regulatory reform
(see Recommendation 3.3), research review and mon-
itoring, research ethics education, and enforcement.
Recommendation 3.3: A unified, comprehensive fed-
eral policy embodied in a single set of regulations and
guidance should be created that would apply to all
types of research involving human participants (see
Recommendation 3.2).
Recommendation 3.4: Federal policy should cover
research involving human participants that entails sys-
tematic collection or analysis of data with the intent to
generate new knowledge. Research should be consid-
ered to involve human participants when individuals 1)
are exposed to manipulations, interventions, observa-
tions, or other types of interactions with investigators;
or 2) are identifiable through research using biological
materials, medical and other records, or databases.
Federal policy also should identify those research
activities that are not subject to federal oversight and
outline a procedure for determining whether a particu-
lar study is or is not covered by the oversight system.
Recommendation 3.5: Federal policy should require
research ethics review that is commensurate with 
the nature and level of risk involved. Standards and pro-
cedures for review should distinguish between research
that poses minimal risk and research that poses more
than minimal risk. Minimal risk should be defined as the
probability and magnitude of harms that are normally
encountered in the daily lives of the general population
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(see Recommendation 4.2). In addition, the federal gov-
ernment should facilitate the creation of special, supple-
mentary review bodies for research that involves novel
or controversial ethical issues.

Review of Research

Recommendation 4.1: An analysis of the risks and
potential benefits of study components should be applied
to all types of covered research (see Recommendation
3.4). In general, each component of a study should be
evaluated separately, and its risks should be both rea-
sonable in themselves as well as justified by the poten-
tial benefits to society or the participants. Potential
benefits from one component of a study should not be
used to justify risks posed by a separate component of a
study.
Recommendation 4.2: Federal policy should distin-
guish between research studies that pose minimal 
risk and those that pose more than minimal risk (see
Recommendation 3.5). Minimal risk should be defined
as the probability and magnitude of harms that are
normally encountered in the daily lives of the general
population. If a study that would normally be consid-
ered minimal risk for the general population nonethe-
less poses higher risk for any prospective participants,
then the institutional review board should approve the
study only if it has determined that appropriate protec-
tions are in place for all prospective participants.
Recommendation 4.3: Federal policy should promote
the inclusion of all segments of society in research.
Guidance should be developed on how to identify and
avoid situations that render some participants or groups
vulnerable to harm or coercion. Sponsors and investiga-
tors should design research that incorporates appropri-
ate safeguards to protect all prospective participants.

The Informed Consent Process

Recommendation 4.4: Federal policy should empha-
size the process of informed consent rather than the
form of its documentation and should ensure that com-
petent participants have given their voluntary informed
consent. Guidance should be issued about how to pro-
vide appropriate information to prospective research par-
ticipants, how to promote prospective participants’
comprehension of such information, and how to ensure
that participants continue to make informed and volun-
tary decisions throughout their involvement in the
research.
Recommendation 4.5: Federal policy should permit
IRBs in certain, limited situations (some studies using
existing identifiable data or some observational stud-
ies) to waive informed consent requirements if all of

the following criteria are met:
a) all components of the study involve minimal risk or
any component involving more than minimal risk must
also offer the prospect of direct benefit to participants;
b) the waiver is not otherwise prohibited by state, fed-
eral, or international law;
c) there is an adequate plan to protect the confidential-
ity of the data;
d) there is an adequate plan for contacting participants
with information derived from the research, should the
need arise;
e) in analyzing risks and potential benefits, the IRB
specifically determines that the benefits from the
knowledge to be gained from the research study out-
weigh any dignitary harm associated with not seeking
informed consent.
Recommendation 4.6: Federal policy should require
investigators to document that they have obtained vol-
untary informed consent but should be flexible with
respect to the form of such documentation. Especially
when individuals can easily refuse or discontinue par-
ticipation, or when signed form might threaten confi-
dentiality, IRBs should permit investigators to use
other means of verifying that informed consent has
been obtained.

Protecting Privacy and Confidentiality

Recommendation 4.7: Federal policy should be devel-
oped and mechanisms should be provided to enable
investigators and institutions to reduce threats to privacy
and breaches of confidentiality. The feasibility of addi-
tional mechanisms should be examined to strengthen
confidentiality protections in research studies.

Development of a Research Agenda 
for Research Ethics

Recommendation 4.8: The federal government, in part-
nership with academic institutions and professional soci-
eties, should facilitate discussion about emerging human
research protection issues and develop a research
agenda that addresses issues related to research ethics.

Need for Education

Recommendation 5.1: All institutions and sponsors
engaged in research involving human participants
should provide educational programs in research ethics
to appropriate institutional officials, investigators, IRB
members, and IRB staff. Among other issues, these pro-
grams should emphasize the obligations of institutions,
sponsors, IRBs, and investigators to protect the rights
and welfare of participants. Colleges and universities
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should include research ethics in curricula related to
research methods, and professional societies should
include research ethics in their continuing education
programs.
Recommendation 5.2: The federal government, in
partnership with academic and professional societies,
should enhance research ethics education related to
protecting human research participants and stimulate
the development of innovative educational programs.
Professional societies should be consulted so that edu-
cational programs are designed to meet the needs of all
who conduct and review research.

Certification and Accreditation

Recommendation 5.3: All investigators, IRB mem-
bers, and IRB staff should be certified prior to conduct-
ing or reviewing research involving human participants.
Certification requirements should be appropriate to
their roles and to the area of research. The federal gov-
ernment should encourage organizations, sponsors,
and institutions to develop certification programs and
mechanisms to evaluate their effectiveness. Federal
policy should set standards for determining whether
institutions and sponsors have an effective process 
of certification in place.
Recommendation 5.4: Sponsors, institutions, and
independent IRBs should be accredited in order to con-
duct or review research involving human participants.
Accreditation should be premised upon demonstrated
competency in core areas through accreditation pro-
grams that are approved by the federal government.

Ensuring Compliance

Recommendation 5.5: The process for assuring com-
pliance with federal policy should be modified to reduce
any unnecessary burden on institutions conducting
research and to register institutions and IRBs with the
federal government. The assurance process should not
be duplicative of accreditation programs for institutions
(see Recommendation 5.4).
Recommendation 5.6: Institutions should develop
internal mechanisms to ensure IRB compliance and 
to ensure investigator compliance with regulations,
guidance, and institutional procedures. Mechanisms
should be put in place for reporting noncompliance 
to all relevant parties.

Managing Conflicts of Interest

Recommendation 5.7: Federal policy should define
institutional, IRB, and investigator conflicts of interests,
and guidance should be issued to ensure that the rights

and welfare of research participants are protected.
Recommendation 5.8: Sponsors and institutions
should develop policies and mechanisms to identify
and manage all types of institutional, IRB, and investi-
gator conflicts of interests. In particular, all relevant
conflicts of interests should be disclosed to partici-
pants. Policies also should describe specific types 
of prohibited relationships.

Institutional Review Board Membership

Recommendation 5.9: Federal policy should establish
standards and criteria for the selection of IRB members.
The distribution of institutional review board members
with relevant expertise and experience should be com-
mensurate with the types of research reviewed by the
IRB (see Recommendation 5.10).
Recommendation 5.10: IRBs should include members
who represent the perspectives of participants, mem-
bers who are unaffiliated with the institution, and mem-
bers whose primary concerns are in nonscientific
areas. An individual can fulfill one, two, or all three of
these categories. For the purposes of both overall
membership and quorum determinations 1) these per-
sons should collectively represent at least 25% of the
IRB membership; and 2) members from all of these
categories should be represented each time an IRB
meets (see also Recommendation 5.9).

Monitoring Ongoing Research

Recommendation 5.11: Federal policy should
describe how sponsors, institutions, and investigators
should monitor ongoing research.
Recommendation 5.12: Federal policy should describe
clearly the requirements for continuing IRB review of
ongoing research. Continuing review should not be
required for research studies involving minimal risk,
research involving the use of existing data, or research
that is in the data analysis phase when there is no addi-
tional contact with participants. When continuing review
is not required, other mechanisms should be in place for
ensuring compliance of investigators and for reporting
protocol changes or unanticipated problems encoun-
tered in the research.
Recommendation 5.13: Federal policy should clarify
when changes in research design or context require
review and new approval by an IRB.
Recommendation 5.14: The federal government
should create a uniform system for reporting and
evaluating adverse events occurring in research,
especially in multisite research. The reporting and
evaluation responsibilities of investigators, sponsors,
IRBs, data safety and monitoring boards, and federal
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Allison destroys medical research

The Texas Medical Center, the world’s largest
medical center with a complex of 13 hospitals

and two medical schools, suffered severe damage
from tropical storm Allison in June when it flooded
Houston and south Texas.

The medical center, known for its cancer and
heart disease research, lost scientific data and an
estimated 32,500 laboratory animals drowned.
Most of the animals were rats and mice used in
research at the Baylor College of Medicine, says
Dorey Zodrow, a spokeswoman for the facility.

The loss of scientific records and lab speci-
mens could put a dent in international medical
research and set back medical research for
years, notes Ralph Feigin, MD, president of
Baylor College of Medicine.

“As much as two and three years of someone’s
entire research career and the result of their work

as it benefits mankind has been literally wiped
out,” adds Feigin.

The damage could prevent some drugs that
were being tested from getting further along in
clinical trials.  ▼

Coalition formed to 
support stem cell research

Research using embryonic stem cells will con-
tinue under current federal guidelines and

with federal funding if a new organization has its
way.

The Coalition for the Advancement of Medical
Research was formed in March to support exist-
ing federal guidelines regarding embryonic stem
cells and to foster research using the stem cells.
The coalition is composed of universities, scien-
tific societies, and voluntary health organizations.

Founding members of the coalition include:
• American Society for Cell Biology, Bethesda,

MD;
• Juvenile Diabetes Research Foundation

International, New York City;
• Parkinson’s Action Network, Alexandria, VA;

10 IRB ADVISOR / July 2001

agencies should be clear and efficient. The primary
concern of the reporting system should be to protect
current and prospective participants.

Central or Lead Institutional Review Boards

Recommendation 5.15: In multisite research, federal
policy should permit central or lead IRB review, pro-
vided that participants’ rights and welfare are rigor-
ously protected.

Study of Research-Related Injury
Compensation Issues

Recommendation 5.16: The federal government should
study the issue of research-related injuries to determine
if there is a need for a compensation program. If needed,
the federal government should implement the recom-
mendation of the President’s Commission for the Study
of Ethical Problems in Medicine and Biomedical and
Behavioral Research (1982) to conduct a pilot study to
evaluate possible program mechanisms. 

Need for Resources

Recommendation 6.1: The proposed oversight sys-
tem should have adequate resources to ensure its
effectiveness and ultimate success in protecting
research participants and promoting research:
a) funds should be appropriated to carry out the func-
tions of the proposed federal oversight office as out-
lined in this report;
b) federal appropriations for research programs should
include a separate allocation for oversight activities
related to the protection of human participants;
c) institutions should be permitted to request funding
for IRBs and other oversight activities;
d) federal agencies, other sponsors, and institutions
should make additional funds available for oversight
activities.

• The numbering of the recommendations corresponds
with the chapters in which they appear in the prelimi-
nary report. Although the numbering of the recommen-
dations might change in the final report, the content
will remain the same. There are no recommendations
made in chapters 1 and 2.  ■



• Harvard University, Cambridge, MA;
• University of Wisconsin, Milwaukee;
• Washington University, St. Louis;
• Association of American Medical Colleges in

Washington, DC;
• Christopher Reeve Paralysis Foundation,

Springfield, NJ.
The coalition’s principal goal is to ensure that

current federal policy regarding funding for stem
cell research is retained. The group also will
lobby Congress and the Bush administration that
a majority of Americans support federal funding
for stem cell research. A national public opinion
poll conducted in January found that 65% of
Americans support the research.  ▼

Children’s hospital gets donation

A$38 million donation to the Children’s
Hospital Los Angeles will be used for clinical

research, officials with hospital announced in
early May. The donation is believed to be the sin-
gle largest estate gift ever made to a children’s hos-
pital. The hospital will establish the McAlister
Clinical Research Program, named after the bene-
factors Fern and Harold McAlister.  ■

• Current Human Research Issues & Solutions:
Regulatory Overview & Behavioral Research —
July 16-17, 2001. Los Angeles. An Office for Human
Research Protection workshop will be presented at
the University of Southern California at University
Park. For more information, contact: Darlene Marie
Ross, Education Coordinator, Office for Human
Research Protections, 6100 Executive Blvd., Suite
3B01, MSC 7507, Rockville, MD 20892-7507.
Telephone: (301) 435-5648. Fax: (301) 402-4256. 
E-mail: dr20a@nih.gov.

• Current Human Research Issues & Solutions:
Regulatory Overview — Sept. 20-21, 2001. An
Office for Human Research Protections Workshop
will be presented at the University of Minnesota in
Minneapolis. For more information, contact:
Darlene Marie Ross, Education Coordinator, Office
for Human Research Protections, 6100 Executive

Blvd., Suite 3B01, MSC 7507, Rockville, MD 20892-
7507. Telephone: (301) 435-5648. Fax: (301) 402-
4256. E-mail: dr20a@nih.gov.

• Certification Exam for IRB Professionals —
Oct. 20, 2001. Sponsored by Applied Research
Ethics National Association (ARENA). Interested
candidates should contact Professional Testing
Corp. (PTC) directly to obtain a candidate hand-
book. The handbook lists topics covered and
examples of relevant references, including perti-
nent regulations, one may review to prepare for
the examination. For more information, contact
PTC, 1350 Broadway, New York, NY 10018.
Telephone: (212) 356-0660. Web: www.ptcny.com.

• IRB 101 — Dec. 1, 2001. An educational train-
ing program for IRB members, administrators,
chairs, and clinical investigators. Sheraton Boston
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Hotel, Boston. Sponsored by Public Responsibility
in Medicine & Research (PRIM&R). For more infor-
mation, contact PRIM&R, 132 Boylston St., Fourth
Floor, Boston, MA 02116. Web: www.primr.org.

• RCR 101 — Dec. 1, 2001. An educational
workshop teaching the responsible conduct 
of research. Sheraton Hotel Boston, Boston.
Sponsored by Public Responsibility in Medicine
& Research (PRIM&R). For more information,
contact PRIM&R, 132 Boylston St., Fourth Floor,
Boston, MA 02116. Web: www.primr.org.

• ARENA Annual Meeting — Dec. 2, 2001.
Sheraton Boston Hotel, Boston. For more informa-
tion, contact ARENA, 132 Boylston St., Fourth
Floor, Boston, MA 02116. Web: www.primr.org/
arena.

• PRIM&R Annual Meeting: IRBs and New
Approaches: Assessing, Evaluating, Discarding
and Moving Forward — Dec. 3-4, 2001. Shera-
ton Boston Hotel, Boston. Sponsored by Public
Responsibility in Medicine & Research (PRIM&R).
For more information, contact PRIM&R, 132
Boylston St., Fourth Floor, Boston, MA 02116.
Web: www.primr.org.  ■
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EDITORIAL ADVISORY BOARD

The CME objectives for IRB Advisor will help physi-
cians to be able to:

• establish clinical trial programs using accepted ethi-
cal 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 recruit-
ment, follow-up, and reporting of findings 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.

1. The Institute of Medicine’s recent report on accredi-
tation standards for the Veterans Affairs (VA) medi-
cal centers recommend:
A. the adoption of current FDA standards for 

VA centers
B. the adoption of NCQA standards for all IRBs
C. the adoption of PRIM&R standards for all IRBs
D. all of the above

2. Testimony from the U.S. General Accounting Office 
director Janet Heinrich can be summarized as:
A. failures at the individual, institutional, and 

governmental levels
B. gaps in the current system have created a loss 

of momentum
C. the newly created OHRP office has not achieved 

its initial goals
D. all of the above

3. According to Stephen Hanlon, a manager at Holland 
& Knight’s community services team in Tallahassee, 
FL, which items are not available to hospitals in 
human research compliance efforts:
A. adequate time
B. adequate resources
C. adequate mechanisms
D. all of the above

4. The primary conclusion of the National Bioethics 
Advisory Commission’s report on the existing 
human research oversight system is:
A. eliminating the common rule among government 

agencies
B. establishing legislation to protect all participants, 

including privately funded programs
C. conducting all human research programs using 

private funds rather than federal funds
D. all of the above

CMEquestions
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Organization
preparing standards 

NCQA

PRIM&R 

Strengths 

• Direct link to quality improvement
programs

• Grounded in baseline regulatory
requirements

• Measurement criteria and data
sources specified

• Interpretive guidance provided
• Accreditation process specified
• IRB decision appeals process

specified
• Thresholds for compliance

specified
• Formulation of standards and

accreditation of VA facilities by
the same organization

• Grounded in ethical principles of
The Belmont Reportii

• Reflect strong expertise about
IRB operations in academic
health centers

• Differentiate substandards 
for IRBs, institutions, and
investigators

Weaknesses

• Because of an exclusive focus on VA facilities, will need to
be modified for use for organizations for which standards
were not originally designedi

• Insufficient standards relating to participant involvement
beyond informed consent

• Insufficient attention to role of human research participant
protection program (HRPPP) accreditation vis à vis exter-
nal research sponsors

• Insufficient standards for research monitoring
• Uncertain application to nonmedical research

• Lack of specificity in standards for investigator and institu-
tional obligations

• Documentation standards for IRB record-keeping inapplica-
ble to many IRBs

• Uncertain application to nonmedical research, independent
IRBs, contract research organizations, clinical trials coopera-
tive groups, central IRBs, and other research organizations

• Lack of cross-tabulation of standards to regulations
• Inadequate specification of data sources, except documen-

tation standards
• Insufficient attention to role of HRPPP accreditation vis à

vis external research sponsors
• Insufficient standards relating to participant involvement

beyond informed consent
• Insufficient standards for research monitoring
• Lack of specificity regarding measures and thresholds for

compliance
• Lack of interpretive guidance
• Lack of specificity regarding accreditation judgments
• Formulated with an inadequate link between responsibility

for developing standards (an ongoing process) and respon-
sibility for implementing accreditation process

Comparison of Draft NCQA and PRIM&R Accreditation Standards

i Although it is identified as a weakness in this table, the NCQA standards were designed only for VA facilities, so a lack of more general applica-
bility is not a criticism of the NCQA formulation but is an observation about their use of the NCQA standards for purposes that the committee
recommends, that is, for non-VA organizations.

ii National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research (1979).

Source: Preserving Public Trust: Accreditation and Human Research Participant Protection Programs. Committee on Assessing the System
for Protecting Human Research Subjects, Board on Health Sciences Policy, Institute of Medicine, Washington, DC, 2001.


