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Preface

In the 1990s, the National Institutes of Health (NIH) sponsored an evaluation of the
implementation of Section 491 of the Public Health Service Act, which mandates a program of
protections for human research subjects. The study was undertaken by James Bell Associates,
and the resulting report became known as the “Bell Report” (Bell, Whiton, and Connelly, 1998).
The report described how perspectives on human subjects protections changed between the
1960s and the 1990s. The authors described how institutional review boards (IRBs) functioned in
the 1990s: their workloads, characteristics of principal investigators (PIs) and protocols, IRB
policies and practices, the investigator burden associated with IRB review, and the protections
afforded to human subjects as a result of IRB review, based on reports from IRBs and PIs.
Over time, the volume and landscape of research involving human subjects have continued to
change. Research with human subjects has grown in scale and has become more diverse.
Recognizing these changes, the U.S. Department of Health and Human Services (HHS) and the
Office of Science and Technology Policy have been working on proposing revisions to the HHS
regulations governing human subjects research (45 CFR 46, subpart A), also known as the
Common Rule. The goal of the changes is to enhance the effectiveness of human subjects’
research protections while facilitating research and reducing burden, delay, and ambiguity for
PIs. In September 2015, a Notice of Proposed Rulemaking to Revise the Common Rule was
published for public comment,1 and a final revised rule was published in the fall of 2016,2
although the full implementation of the Revised Common Rule was delayed until January 2019.3
An evidence base is needed to enable evaluations of the adequacy and effectiveness of
current protections in the Common Rule and, going forward, the effectiveness of reforms that
appear in the final Revised Common Rule. To begin the process of creating such an evidence
base, NIH commissioned a study to assess existing measures for evaluating the outcomes and
impact of protections for human subjects and to survey the perceptions of current IRBs and
researchers regarding the existing human subjects protections and the proposed changes in the
Revised Common Rule. Tools will be needed for ongoing measurement and evaluation that

1

Federal Policy for the Protection of Human Subjects; Notice of Proposed Rulemaking to Revise the Common
Rule. Federal Register. September 8, 2015;80(173):53933–54061.
2

Federal Policy for the Protection of Human Subjects; Final Rule. Federal Register. January 19, 2017;82(12):7149–
7274.
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Federal Policy for the Protection of Human Subjects: Proposed Six Month Delay of the General Compliance Date
While Allowing the Use of Three Burden-Reducing Provisions During the Delay Period; Proposed Rule. Federal
Register. April 20, 2018;83(77):17595–17613; Federal Policy for the Protection of Human Subjects: Six Month
Delay of the General Compliance Date of Revisions While Allowing the Use of Three Burden-Reducing Provisions
During the Delay Period. Federal Register. June 19, 2018;83(118):28497–28520.
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should enable assessments of changes to the Common Rule and the development of an evolving,
evidence-based approach to ensuring the effectiveness of human subjects protections. This
evaluation will be useful from a historic perspective, as it will provide metrics to evaluate human
subjects protections. Finally, the findings will serve as a new baseline against which the Revised
Common Rule can be compared in the future.
This report will be of interest to IRB participants and staff, as well as policymakers and
others concerned with the issues surrounding human subjects protection.
This study was conducted under the Quality Measurement and Improvement Program of
RAND Health Care for the National Institutes of Health, under contract to the Scripps Research
Translational Institute. Further information may be obtained by contacting berry@rand.org.
RAND Health Care, a division of the RAND Corporation, promotes healthier societies by
improving health care systems in the United States and other countries. We do this by providing
health care decisionmakers, practitioners, and consumers with actionable, rigorous, objective
evidence to support their most complex decisions.
For more information, see www.rand.org/health-care, or contact
RAND Health Care Communications
1776 Main Street
P.O. Box 2138
Santa Monica, CA 90407-2138
(310) 393-0411, ext. 7775
RAND_Health-Care@rand.org
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Summary

Section 491 of the Public Health Service Act mandates a program of protections for human
research subjects: U.S. Department of Health and Human Services (HHS) regulations governing
human subjects research, also known as the Common Rule, are codified in 45 CFR 46, subpart
A, and the Food and Drug Administration’s (FDA’s) regulations are codified in 21 CFR 50.
In the 1990s, the National Institutes of Health (NIH) sponsored an evaluation of the
implementation of Section 491 of the Public Health Service Act. The results of the evaluation,
which became known as the “Bell Report” (Bell, Whiton, and Connelly, 1998), described how
perspectives on human subjects protections changed between the 1960s and the 1990s. The
authors evaluated how institutional review boards (IRBs) functioned in the 1990s: their
workloads, characteristics of principal investigators (PIs) and protocols, IRB policies and
practices, the PI burden associated with IRB review, and the protections afforded to human
subjects as a results of IRB review.
Over time, the volume and landscape of research involving human subjects have continued to
change. Research with human subjects has grown in scale and become more diverse.
Recognizing these changes, HHS and the Office of Science and Technology Policy have
proposed revisions to the Common Rule. The changes fall into approximately six areas:
•
•
•
•
•
•

new exempt categories, such as benign behavioral interventions or specimens collected
under broad consent
no continuing review for studies approved in expedited review
new expedited categories that may reduce requirements for full committee review
reliance on a single IRB for multisite cooperative research
changes in informed consent requirements requiring a concise and focused presentation
of key information
requirement to post consent forms on a government website.

The goal of the changes is to enhance the effectiveness of human subjects’ research
protections while facilitating research and reducing burden, delay, and ambiguity for PIs. In
September 2015, a Notice of Proposed Rulemaking to Revise the Common Rule was published
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for public comment,4 and a final revised rule was published in January 2017,5 although the full
implementation of the Revised Common Rule was delayed until January 2019.6
To enable comparisons of the beliefs and observations of IRB chairs, administrators,
members, and grant holders regarding the adequacy and effectiveness of current protections in
the Common Rule and, going forward, the effects of reforms that have appeared and will appear
in the final Revised Common Rule, a benchmark is needed. Toward this end, NIH commissioned
a study to develop and implement baseline measures to describe and evaluate the beliefs of IRB
chairs, administrators, members, and grantees regarding the impact of existing protections for
human subjects. This report presents the results of the effort to develop descriptive and
evaluation metrics based on self-reported information, as well as the results of the evaluation.

Approach
The aim of this project was twofold: (1) to develop surveys and to survey IRB chairs,
administrators, and members, as well as PIs, with NIH grants to obtain baseline information on
their demographics and their attitudes about their IRB’s efficacy and efficiency and the likely
effects of proposed changes, and (2) to compare, where possible, the results of these surveys with
the 1998 Bell Report.
To help us construct the surveys, we conducted a thematic review of the literature and key
informant interviews and studied the Bell Report.
Our literature search utilized three databases—PubMed, WorldCat, and Web of Science—
using terms that would identify publications on ways to measure IRB function, including
effectiveness and efficiency, over the period of January 1990 through January 2017. This review
(which did not explicitly include the findings of the Bell Report, as it was considered separately)
found that no measures have been validated for the assessment of effectiveness or efficiency of
IRBs and that few studies even use common metrics.
Key informants reported not being aware of any previously validated instruments measuring
IRB efficiency and effectiveness. Therefore, we used existing measures that would allow
comparison with prior studies and developed new ones to capture constructs that were mentioned
in the literature and by key informants.
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Federal Policy for the Protection of Human Subjects; Notice of Proposed Rulemaking to Revise the Common
Rule. Federal Register. September 8, 2015;80(173):53933–54061.
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Federal Policy for the Protection of Human Subjects; Final Rule. Federal Register. January 19, 2017;82(12):7149–
7274.
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Federal Policy for the Protection of Human Subjects: Proposed Six Month Delay of the General Compliance Date
While Allowing the Use of Three Burden-Reducing Provisions During the Delay Period; Proposed Rule. Federal
Register. April 20, 2018;83(77):17595–17613; Federal Policy for the Protection of Human Subjects: Six Month
Delay of the General Compliance Date of Revisions While Allowing the Use of Three Burden-Reducing Provisions
During the Delay Period. Federal Register. June 19, 2018;83(118):28497–28520.
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We also included questions in our survey to allow comparisons with the key findings of the
Bell Report. In many cases, we adopted the same wording for survey items; in other cases, we
adapted the context and language to the current situation, in a way that would still allow
comparisons wherever possible. Because of limitations on the length of the surveys we were able
to field and the need to address new topics, we did not fully replicate the survey conducted for
the Bell Report, and for some concepts we requested similar information in more economical
ways.
Based on the findings of the literature review and key informant interviews, we developed
questionnaires for two surveys: one for chairs, administrators, and members (with questions
designated for respondents in each role) and one for PIs. To develop the sample of IRBs, we
selected a probability sample of IRBs divided into strata based on the information provided by
the HHS Office for Human Research Protections (OHRP) (university medical, university
social/behavioral, hospital, federal/state/local research institutions, and independent).
We received complete responses from 305 chairs, 266 administrators, 579 members, and 349
PIs who had received funding from NIH between March 2016 and February 2017. Overall, we
received survey responses covering 90 percent of the IRBs in the sample. Results of the survey
of chairs, administrators, and members were weighted; those of the PIs were not.
To provide additional context to the responses, we categorized the responding IRBs
according to their types: university medical, university social/behavior, non-university hospitals
and providers, government/private research institutes, and independent.

Findings from Chairs, Administrators, and Members
Below, we summarize key findings. Methods and findings are described in detail in the main
body of this report.
IRB Administration
IRB chairs and administrators provided feedback on IRB functioning:
•

•

•

Protocol approval rates. Overall, for studies submitted in the 12-month reporting period
prior to the survey, 92 percent of protocols submitted to the IRB were approved, less than
1 percent were disapproved, 3 percent were withdrawn, and about 5 percent were
pending.
IRB efficiency. The IRB administrators reported that studies that were eligible for
exemption reached determination in an average of about two weeks, expedited studies in
about three weeks, and full committee–reviewed studies in about five weeks.
Amendments took about two weeks to reach a determination. There was considerable
variation among these estimates across IRB strata and within each stratum across
individual IRBs.
IRB accreditation and administration. According to administrators, some aspects of IRB
functioning differed by the type of IRB. University medical IRBs were most likely to be
accredited by the Association for the Accreditation of Human Research Protection
x

•

Programs (AAHRPP) and to have standard operating procedures (SOPs) in place. They
were most likely to report having IRB administrative staff members who made
determinations and voted as members in full committee meetings. Also, they were most
likely to charge a fee to individual projects for reviews and to have web-based systems
for submitting studies and routing and tracking the review process. In most categories,
the government strata IRBs were least likely or among the least likely to have these
features, and other strata fell in between.
Protocol determinations by IRB type. Further demonstrating differences by type of IRB,
administrators from social behavioral IRBs reported the highest proportion of protocols
determined exempt (48.9 percent), university medical IRBs reported the highest
proportion of expedited proposals (48.2 percent), and the hospital IRBs reported the
largest proportion of protocols that had a determination made in full committee (37
percent). These differences may relate to the kinds of research done in each setting and to
institutional practices.

IRB Chairs’ and Administrators’ Views on Protocol Review
IRB Chairs and Administrators Expressed Similar Views on Many Aspects of How Protocols Are
Reviewed

•
•

•

Most (85 percent) IRB chairs and administrators reported that for potentially exempt
protocols, PIs submit protocols and the IRB chair or IRB staff make the determination.
Most chairs and administrators also reported that not all potentially exempt projects
receive an exempt determination, with 22 to 36 percent reporting that this happens less
than half the time, depending on the exemption category involved. This finding suggests
that the exemption decision is regarded as more complicated that it might appear.
Although, technically, a potentially exempt project may be regarded as not requiring
review, most IRBs believe that some review is needed to confirm the eligibility for
exemption, and, upon review, a substantial proportion of potentially exempt protocols do
not meet exempt criteria. In a small proportion of cases, potentially exempt projects may
end up being reviewed by the full committee.
Protocols that are potentially eligible for expedited review also sometimes get a full
review: 17 to 42 percent of respondents reported that protocols submitted for expedited
review were given a full review less than half the time, depending on the expedited
category (the reason given for why a report should qualify for expedited review). In many
cases, chairs and administrators differed significantly in their estimates, possibly
reflecting their different perspectives on the review process and familiarity with the data
systems tracking how proposals are processed.

There Was General Agreement on Official and Unofficial Functions of IRBs

•
•

IRBs generally agreed that reviewing protocols according to OHRP regulations (99.5
percent overall) and coordinating with other IRBs for multisite projects (76.7 percent
overall) are among their official functions.
Regarding IRB roles, administrators tended to take a more expansive view of some
official IRB functions than did chairs, endorsing review of ethical issues for protocols
with research participants who are not defined as human subjects under the regulations
xi

•

•

(50.8 percent of administrators versus 27.4 percent of chairs), providing education and
guidance on ethical issues (77.6 percent versus 67.9 percent), and acting as a Health
Insurance Portability and Accountability Act (HIPAA) privacy board (59.3 percent
versus 36.7 percent).
Chairs were more likely than administrators to see the following as official IRB
functions: reviewing and approving data security procedures (69 percent of chairs versus
49 percent of administrators), assisting PIs in designing or revising protocols (47.5
percent versus 35.6 percent), and reviewing adherence to general transparent, open, and
reproducible research practices (46 percent versus 28.3 percent).
About half (47.9 percent overall) of IRBs said that referring projects for legal or risk
management review was an official IRB function, and 28.4 percent overall said that
monitoring compliance with required registration of protocols for clinical trials was an
official IRB function.

Role of IRBs in Ensuring Diversity Among Study Participants
•
•

Across IRB representatives, about two-thirds agreed or strongly agreed that IRBs should
play a key role in ensuring diversity.
Administrators were least likely to view ensuring diversity as a key IRB function. Only
11.6 percent of administrators strongly agreed, in contrast with 21.4 percent of chairs and
21.7 percent of members.

IRBs Ratings of Their Own Performance
IRB chairs, administrators, and members were generally positive and in substantial
agreement about the performance of their own IRBs.
•
•
•
•

Overall, 86.7 percent strongly agreed that their IRB protects the rights and welfare of
human subjects, and 59.5 percent strongly agreed that their IRB runs with reasonable
efficiency.
The IRB review and required changes were perceived to positively affect the scientific
quality of the research: 36.6 percent strongly agreed and 51.8 percent agreed that their
IRB’s reviews improve the scientific quality of research done on human subjects.
Only a small minority (13.4 percent) strongly agreed or agreed that their IRB gets into
areas that are not appropriate for its function.
Very few strongly agreed or agreed that their IRB has difficulty handling some types of
research because of bias (4.8 percent) or because of lack of expertise (18.5 percent).

Resources That IRBs Use for Review
We asked IRBs to rate how useful a range of human subjects protection resources were in
fulfilling IRB responsibilities.
•
•

Rated as very useful overall were model consent forms or consent form checklists (76.8
percent), the HHS Regulations (45 CFR 46) (76.5 percent), their own institution’s SOPs
(69.8 percent), and the Belmont Report (57.8 percent).
Rated as very useful by fewer people were OHRP’s website (40.1 percent found it very
useful), the OHRP Human Subjects Decision Charts (38.6 percent), and the Secretary’s
xii

•

Advisory Committee on Human Research Protections (SACHRP) recommendations and
guidance (13.6 percent).
IRB administrators were most likely to see these resources as useful or very useful. IRB
members were most likely to say they were not familiar with some of these resources.

Familiarity with the Revised Common Rule
In response to questions about familiarity with the Revised Common Rule,
•
•
•

Nearly all IRB chairs, administrators, and members say they are familiar with the
Revised Common Rule
Only 10.8 percent of chairs, 3.4 percent of administrators, and 21.1 percent of members
said they were not very familiar or not familiar at all with the Revised Common Rule.
Administrators claim greatest familiarity: 26.1 percent said they were extremely familiar
with it, compared with 7.1 percent of chairs and 2.7 percent of members who said they
were extremely familiar with it.

Regarding sources of information:
•
•
•
•

31.9 percent of chairs, 41.9 percent of administrators, and 9.3 percent of members cited
OHRP as their main source of information about the Revised Common Rule.
29.5 percent of chairs and 64.3 percent of members cited their own IRB as primary
sources of information, while 2.2 percent of administrators cited their own IRB as
primary sources of information.
15.7 percent of chairs, 34.7 percent of administrators, and 3.4 percent of members cited
Public Responsibility in Medicine and Research (PRIM&R) as a source of information.7
Less frequently cited were NIH or another federal agency (4.6 percent overall) or their
own organization or university (8.4 percent overall).

Opinions on the Effects of the Revised Common Rule on IRB Efficiency and Protections
for Human Subjects
We asked chairs, administrators, and members how they thought the key proposed changes in
the Common Rule listed above would affect efficiency and protections for human subjects.
Ranges below refer to differences among IRB types.
•
•
•

Compared with chairs and members, administrators were least likely to report expecting
that these changes would make IRBs a lot more efficient and most likely to say they
would make IRBs less efficient.
Members were generally more optimistic than were chairs regarding the likelihood that
the proposed changes would make IRBs a lot more efficient.
The greatest efficiency gains were expected from eliminating continuing review for
studies approved in expedited review (43 percent overall thought this would make IRBs a
lot more efficient) and from new expedited categories that may reduce the requirements

7

PRIM&R is a 501(c)(3) nonprofit organization based in Boston, Massachusetts. The organization was formed in
1974 by a group of researchers who sought to ensure that the concerns and experiences of those working in
biomedical research would be reflected in the growing body of federal regulations governing the field.
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•
•

for full committee review when announced (33.6 percent overall thought this would make
IRBs a lot more efficient, and 52.5 percent thought it would make IRBs somewhat more
efficient).
Overall, 26.4 percent thought reliance on a single IRB for multisite cooperative research
would make their IRB a lot more efficient, and 37.6 percent thought it would make IRBs
somewhat more efficient.
The requirement to post consent forms on a government website was selected by all
categories of respondents as likely to make IRBs less efficient or to have no effect, with
37.1 percent overall expecting a decrease in efficiency and 45.6 percent expecting no
change.

Views on the Effects of the Revised Common Rule on Protections for Human Subjects
•

•
•
•

About 83 percent of chairs, administrators, and members expected that the new exempt
categories, no continuing review for expedited studies, new expedited categories, and
reliance on a single IRB would result in no change or in weakened protection for human
subjects.
About 31 percent of respondents thought the elimination of continuing review and
reliance on a single IRB would weaken protections. Administrators were significantly
more likely to say that the changes would weaken protections.
About 68 percent thought requirements to post consent forms on a government website
would result in no change in protections, and about 28 percent thought these requirements
would strengthen protections.
Overall, 15 percent thought changes in informed consent formats to require a concise and
focused presentation of key information would make protections a lot stronger, and 48.4
percent thought the changes would make protections somewhat stronger. Members were
most optimistic about this proposed change (67.1 percent expected a lot or somewhat
stronger protections).

Opinions on Use of a Single IRB for Multisite Studies
The change to use of a single IRB for multisite studies was viewed with caution, especially
by IRB administrators.
•

•

While 8 percent of administrators thought that use of a single IRB for multisite studies
would make IRBs a lot more efficient, and 25.4 percent thought it would make them
somewhat more efficient, 24.2 percent thought it would make them less efficient
(compared with 11.4 percent of chairs and 9.4 percent of members).
Only 1.6 percent of administrators thought it would make protections for human subjects
a lot stronger, and 6.4 percent thought it would make them somewhat stronger, while 39.5
percent thought it would weaken protections. A substantial minority of chairs (31.7
percent) and members (29.4 percent) also thought it would weaken protections.

We asked about specific concerns about implementing the requirement to use a single IRB
for multisite studies. Most chairs, administrators, and members expressed major or moderate
concerns.
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•
•
•
•
•
•

Overall, 81 percent expressed major or moderate concerns about the allocation of
authority and responsibility across sites, with 40.7 percent of administrators saying it was
a major concern, contrasted with 33.6 percent of chairs and 24.8 percent of members.
Overall, 79.1 percent expressed major or moderate concern about their liability, HIPAA
compliance, and other institutional requirements: 57.7 percent of administrators said it
was a major concern, compared with 35.1 percent of chairs and 25.6 percent of members.
Similarly, reporting and tracking adverse events across sites was regarded as a major or
moderate concern by 77.8 percent overall and was a major concern for 41.5 percent of
administrators, 33 percent of chairs, and 26 percent of members.
Whether a central IRB will provide support to all PIs was a major concern for 31.5
percent and a moderate concern for 46.3 percent overall, with no significant differences
among the groups.
How a central IRB will consider local knowledge from the sites was a major concern for
36.7 percent overall and a moderate concern for 49.8 percent, with no significant
differences among the groups.
The amount of time for conducting reviews was regarded as less of a concern: 19.1
percent responded that it was a major concern, and 40.4 percent responded that it was a
moderate concern, with no significant differences among the groups.

Findings from Principal Investigators Survey
Below, we summarize findings from the survey of PIs funded by NIH for projects involving
human subjects.
IRB Review Processes
•
•
•

PIs reported that the mean review time for the protocol we had selected took a little over
six weeks—considerably more than the two to five weeks reported by administrators.
Most (73.4 percent) reported modifying the protocol during the review process; of those,
nearly half (45.7 percent) reported modifying it once, and 54.3 percent reported
modifying it twice or more.
Among those who made modifications, the most commonly modified element was the
consent process or materials, followed by the subject privacy and confidentiality, and
data safeguarding or management. Scientific design was modified in 12.2 percent of the
protocols.

Perceived Effects of Proposed Modifications
We asked about the perceived effects of the proposed modifications on protections for human
subjects, on scientific benefit of the study, and on cost and timing.
•
•

While 37.7 percent reported that protection for subjects was strengthened, most (60.9
percent) reported no change, and a small fraction (1.4 percent) reported weakened
protections.
Most (87.8 percent) predicted no effect on scientific benefit, while 9.3 percent reported
that it was strengthened, and 2.9 percent reported that it was weakened.
xv

•

A majority (52.5 percent) reported that the modifications would result in reduced or little
cost and time delay for the project, while about a third (35.7 percent) reported some costs
and time delays. Only 11.9 percent reported considerable or extensive project costs and
time delays associated with protocol modifications during the IRB review process.

Problems Experienced by Principal Investigators with Review Processes
A minority of PIs reported problems obtaining IRB reviews of their protocols.
•
•

Reported problems with obtaining needed information included difficulties obtaining
necessary information for preparing protocols for IRB review (21 percent) or receiving
what they believed were arbitrary or unjustified disapprovals (10.1 percent).
Similarly, a minority of the PIs (15.8 percent) reported not pursuing research
opportunities because of perceived barriers, including concerns about IRB review, while
a smaller proportion (4.9 percent) reported potential research partners or funders who had
not collaborated because of IRB concerns.

Principal Investigator Perceptions of Functions of IRBs
PIs’ perceptions were generally in agreement with the overall perceptions of IRB chairs,
administrators, and members on the official functions of IRBs.
•

•

•

•

Perception of IRB roles in review. PIs generally agreed with IRB chairs, administrators,
and members on the extent to which these activities were IRB functions:
- reviewing protocols according to OHRP regulations (92.3 versus 99.5 percent)
- coordinating with other IRBs for multisite studies (77.0 versus 76.7 percent)
- referring protocols to legal or risk management (44.5 versus 47.6 percent)
- reviewing projects’ adherence to general transparent, open, and reproducible research
practices (38.1 versus 37.9 percent).
IRB role in education and PI guidance. PIs were less likely than IRB chairs,
administrators, and members to see these activities as IRB functions:
- providing education and guidance on ethical issues (57.4 versus 72.4 percent)
- assisting PIs in designing and modifying protocols (36.6 versus 42 percent).
IRB role in reviewing data security procedures. PIs were more likely than IRB chairs,
administrators, and members to see this activity as an IRB function:
- reviewing data security procedures (67.9 versus 59.8 percent).
IRB role in ensuring diversity. Only 5.8 percent of PIs strongly agreed, and 29.2
percent agreed, that IRBs should play a key role in ensuring diversity among study
participants. This finding contrasts with IRB chairs, administrators, and members, who
were more than twice as likely to think that IRBs had a key role to play in this.

Principal Investigator Perceptions of IRB Performance
Mirroring the questionnaires for IRB chairs, administrators, and members, we elicited PIs’
views of IRB effectiveness, efficiency, and process. Across the board, IRB chairs,
administrators, and members evaluated their IRB’s performance much more favorably than PIs
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did. This attitude applied to topics such as protection of human subjects, efficiency, expertise on
regulations, recognition of the need for outside advice, and consistency. However, the overall
ratings of PIs were generally positive.
Principal Investigator Familiarity with Revised Common Rule
•

•

PIs are much more likely than IRB chairs, administrators, and members to say they are
not very familiar or not familiar at all with the Revised Common Rule: 55.8 percent
compared with only 10.8 percent of chairs, 3.4 percent of administrators, and 12.1
percent of members.
PIs list NIH, their own organization or university, and their IRB as their most important
sources of information, while OHRP and PRIM&R were rarely mentioned by PIs.

Perceived Effects of the Revised Common Rule on IRB Efficiency
We asked PIs how the six key changes in the Common Rule would affect efficiency and
protections for human subjects.
•
•

In general, PIs were somewhat more optimistic than IRB chairs, administrators, and
members overall that these changes would have positive effects on IRB efficiency and on
protections for human subjects.
PIs were generally less concerned than IRB chairs, administrators, and members overall
that the requirement to use a single IRB for multisite studies would present problems,
rating all the potential problems associated with this change that the survey asked about
as less of a concern, with the exception of the amount of time for conducting reviews. PIs
were more likely than IRB chairs, administrators, and members overall to see the amount
of time for conducting reviews as a major concern (39.2 versus 19.1 percent).

What Has Changed and Not Changed Since the 1998 Bell Report?
In this section, we comment on some of the key findings from the Bell Report in relation to
the results of our surveys.
Number of IRBs and Protocols Reviewed
•
•

•

Bell, Whiton, and Connelly (1998) reported that, as of 1995, 491 IRBs in their sample
frame had conducted 284,000 reviews. As of 2017, OHRP reported 3,411 active U.S.
IRBs, with a total of 818,125 active protocols.
Bell et al. reported that the IRBs in the lowest decile of volume of reviews accounted for
1.5 percent of total reviews, while the highest decile accounted for 37 percent. Although
we used current data (reported by OHRP), which are slightly different from what the Bell
Report used (reported by the IRBs), we also found that the volume of reviews across
IRBs varied considerably, with the lowest two deciles of IRBs, combined, accounting for
1.8 percent of active protocols and the highest decile accounting for 66.3 percent of
active protocols.
Bell et al. reported that, as of 1995, the 491 IRBs had 6,923 members, with IRBs ranging
in numbers of members from 5 to 44 members. As of 2017, the 3,411 active IRBs had a
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total of 30,229 members, with a range of 4 to 37 members. It is possible that some
individuals may serve in more than one IRB.
Demographics of IRB Personnel
Bell et al. reported that IRB personnel were “predominantly white and well educated, with
chairs and members more likely to be male and administrators more likely to be female.” In our
study, 91.1 percent of chairs and 86.8 percent of members identified themselves as white. We
found that 97 percent of chairs, 26.6 percent of administrators, and 72.9 percent of members
reported having a Ph.D., while 37.1 percent of administrators had a master’s-level degree. Men
continue to predominate as chairs, and women as administrators: 56.3 percent of chairs were
male, whereas only 41.1 percent of members and 19.9 percent of administrators were male.
Bell et al. reported that administrators in their study had staffed an IRB for a mean of 7.2
years, whereas administrators in our study reported a mean of 12.7 years of experience and a
mean of 8.5 years in their current role.
Perceptions of IRB Efficiency
Bell et al. reported that administrative staff of 491 IRBs spent 498,000 person-hours in the
Bell Report’s most recent record year. This figure translates into about 10,143 administrative
person-hours per IRB, and, at 2,000 person-hours (250 days times 8 hours/day) per full-time
equivalent (FTE), that figure translates to about five FTEs of administrator time per IRB. Rather
than asking about hours, we simply asked about the number of FTE administrative staff: We
found that administrative staff time was reported to be a mean of 2.9 FTEs, ranging from 1.9
FTEs for government IRBs to 6.8 FTEs for university/FDA IRBs, a decrease from the
administrator effort reported by Bell et al. This finding may be due, in part, to increased use of
computerized management information systems rather that paper-based manual processing.
Bell et al. found that 17 percent of new submissions were reviewed as exempt, 25 percent as
expedited, and 58 percent as full committee reviews. In our study, administrators reported that 31
percent of new protocols were determined to be exempt, 46 percent were expedited, and 23
percent were approved in full committee reviews. Thus, a smaller proportion of protocols now
undergo full review.
In the Bell Report survey, between 25 and 77 percent of chairs reported that, as standard
practice, their IRBs chose a more rigorous level of review than was required by the regulations.
Of course, this assessment is a judgment call, because it is hard to determine what is standard
practice. Moreover, a protocol that is submitted with the initial appearance of qualifying for
expedited review may turn out to have features that require a full committee determination.
Although we asked about this situation in a different way, we came to the same conclusion. In
our survey, depending on the category, chairs reported that between 15.1 percent and 24 percent
of studies that they initially believed might qualify for an exempt determination always received
one, and between 26 percent and 38.6 percent received one less than half the time. Again,
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depending on the category, chairs reported that between 9.8 percent and 22.3 percent of studies
potentially eligible for expedited review always received an expedited determination, and
between 20.6 percent and 51 percent received one less than half the time. These data suggest that
some protocols are being subjected to higher levels of review than may appear to be required.
In the Bell study, PIs reported that 43 percent of proposals overall required modification
before approval. In our study, 73.4 percent of PIs overall reported that submitted protocols
required at least one modification, and over half required further modification. It is unclear
whether this finding might reflect IRBs becoming increasingly rigorous (or knowledgeable) in
their scrutiny of submitted protocols, PIs expending less effort on initial drafts, some
combination of the two, or perhaps entirely different factors, because this question reflected only
the perspective of the PI.
More IRBs Are Perceived to Be Reasonably Efficient
IRB chairs, members, and PIs today are more inclined to think that their IRB “runs with
reasonable efficiency” than was the case before. Bell et al. reported that 87 percent of chairs and
84 percent of members agreed with this statement. In our survey, 98.8 percent of chairs and 96.5
percent of members agreed with the statement. Bell et al. reported that 64 percent of PIs agreed,
compared with 71.4 percent in our survey.
IRBs Are Perceived to Protect the Rights and Welfare of Research Subjects
Chairs, Administrators, and Members

•
•

Bell et al. reported that chairs and members were nearly unanimous in their agreement
that their IRB protected the rights and welfare of research subjects.
Our survey had a nearly identical finding: 99.3 percent of chairs and 99.8 percent of
members agreed with this statement.

Principal Investigators

•
•

Bell et al. also reported that 83 percent of PIs agreed with this statement and 55 percent
strongly agreed.
In comparison, our study found that 93.3 percent of PIs agreed and 52 percent strongly
agreed.

IRB Review Is Perceived to Improve the Scientific Quality of Human Subjects Research
Chairs, Administrators, and Members

•

IRB chairs and members polled in the current survey were more likely to agree that IRB
review improves the scientific quality of human subjects research than were those in the
Bell Report. Bell et al. reported that 56 percent of chairs and 55 percent of members
agreed that IRB review improved scientific quality, compared with 89.1 percent of chairs
and 88.5 percent of members in our survey.
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Principal Investigators

•

PIs in our survey were more likely to agree that IRB review improves the scientific
quality of the research: 37 percent of PIs in the Bell Report and 52.7 percent of PIs in our
survey agreed with this statement.

Conclusions
The considerable variation in IRB sizes and resources suggests a need for strong support for
small, poorly resourced IRBs in terms of information and education on how to understand and
comply with regulations and regulatory changes. Those providing support should consider that
many low-volume IRBs are poorly resourced and have very little time to spend on anything other
than taking care of the day-to-day review requirements. Providing well-organized web support,
clear and accessible guidance, focused webinars and conferences, and other kinds of educational
support would help ensure successful implementation of the Revised Common Rule.
In working with IRBs, and particularly IRB administrators, it is important to acknowledge
that one size does not fit all. While some IRBs may be very narrowly focused on regulatory
compliance for human subjects projects, many IRBs have taken on or have been assigned
additional roles within their institutions, and the additional work seems to be acknowledged as
legitimate by the IRB chairs and members, as well as PIs. IRB administrators are particularly
inclined to report awareness of these wide-ranging functions. In many institutions, the IRB
review process provides a convenient checkpoint for ensuring that other kinds of review occur,
such as reviews by legal departments or risk managers, reviews of data security procedures, or
reviews for adherence to guidelines on transparency or diversity in research. Limiting the IRB
role would require that these functions be assigned to some other part of the organization, where
awareness of broader ethical issues affecting research participants of different kinds might be
less informed. One area of some disagreement that we noted pertained to whether proposed
changes to the IRB review process would positively or negatively affect the scientific quality of
research, likely reflecting varying beliefs regarding the role of IRBs in assessing scientific
quality versus the quality of human subjects protections afforded by the study design.
IRBs are on the cusp of some important changes as they accommodate the Revised Common
Rule. The findings of our survey suggest that this position has engendered both skepticism and
hope for greater efficiency and protections for human subjects. IRBs, especially front-line staff,
should be supported and recognized for the role they need to play in operationalizing these
changes for their institutions.
Finally, it is important to consider these findings as a baseline for monitoring effects of the
Revised Common Rule and any subsequent revisions over time to understand their effects on
IRB functions, efficiency, and protections for the people who give their time and goodwill to
participating in human subjects research.
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1. Introduction

Background
Institutional review boards (IRBs) have become a necessary step in the research process for
researchers conducting studies that involve humans as participants and for the institutions where
the researchers are working. Although the role of the IRB is to ensure the protection of human
research participants who could otherwise be subjected to undue risks or harms, IRBs might also
be perceived by researchers as a bureaucratic hurdle that slows the progress of important
scientific endeavors.
A Brief History
IRBs arose from the 1974 enactment by the 93rd Congress of the National Research Act.8
Written by a committee led by the late Senator Edward Kennedy and signed into law by
President Richard Nixon, this act established the National Commission for the Protection of
Human Subjects of Biomedical and Behavioral Research, in response to concerns about the
exploitation of human subjects in research studies, such as the Tuskegee syphilis study. The task
of the commission was to develop guidelines for the conduct of human subjects research. The
initial results formed the 1979 Belmont Report (Office of the Secretary, U.S. Department of
Health, Education, and Welfare, 1979), which spells out the ethical principles for such research.
Section 491 of the Public Health Service Act, the Federal Policy for the Protection of Human
Subjects (also known as the “Common Rule”), which codified the Belmont Report, mandates a
program of protections for human research subjects: U.S. Department of Health and Human
Services (HHS) regulations governing human subjects research are codified in 45 CFR 46,
Subpart A, and the Food and Drug Administration’s (FDA’s) regulations are codified in 21 CFR
50.
In the 1990s, the National Institutes of Health (NIH) sponsored an evaluation by Bell and
Associates of the implementation of Section 491 of the Public Health Service Act. The results of
the evaluation, which became known as the “Bell Report” (Bell, Whiton, and Connelly, 1998),
described how perspectives on human subjects protections changed between the 1960s and the
1990s. The contractors evaluated how IRBs functioned in the 1990s: their workloads,
characteristics of principal investigators (PIs) and protocols, IRB policies and practices, PI
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The National Research Act, Public Law 93-348, enacted on July 12, 1974, amended the Public Health Service Act
to establish biomedical training awards and codify human subjects protection. 45 CFR 46 raised to regulatory status
the U.S. Public Health Service policy of 1966, “Clinical research and investigation involving human beings” (Office
of the Surgeon General, U.S. Public Health Service, 1967).

1

burden associated with IRB review, and the protections afforded to human subjects as a results of
IRB review.
In 1991, the “Common Rule” was published and codified in separate regulations by 15
federal departments and agencies that fund or conduct such research, all of whom agreed to abide
by it. The Common Rule is overseen by the Office for Human Research Protections, part of the
Department of Health and Human Services.
The Evolution of the Common Rule
The Common Rule serves several purposes. It spells out the requirements with which
research institutions must comply. It also defines the required membership, function, operations,
record keeping, and review criteria for IRBs, which are charged with the responsibility of
reviewing and approving research projects involving human subjects. The Common Rule also
defines requirements for extra protections for certain vulnerable subject populations: pregnant
women and fetuses, prisoners, and children.9
Most IRBs operate within institutions that conduct research, with their membership
comprising staff research scientists or others with relevant experience as well as non-scientists.
IRBs at institutions that conduct research with prisoners as participants must have designated
prisoner representatives. Some IRBs are centralized and can review research from any
institution, including those that maintain their own IRBs.
After its adoption, the Common Rule underwent extensive discussion, resulting in an
Advanced Notice of Proposed Rule Making in 2011,10 a Notice of Proposed Rule Making in
2015,11 and the issue of a revised version in January 2017.12 The revised version was scheduled
for implementation in July 2018, but this implementation was delayed six months to January
2019.13
The Revised Common Rule includes the following key provisions:
•
•
•
9

new categories of research eligible for exemption
elimination of the need for continuing review of many studies
new categories of research that do not require full board review

The term vulnerable populations has been redefined in the Revised Common Rule.

10

Human Subjects Research Protections: Enhancing Protections for Research Subjects and Reducing Burden,
Delay, and Ambiguity for Investigators. Federal Register. July 26, 2011;76(143):44512–44531.
11

Federal Policy for the Protection of Human Subjects; Notice of Proposed Rulemaking to Revise the Common
Rule. Federal Register. September 8, 2015;80(173):53933–54061.
12

Federal Policy for the Protection of Human Subjects; Final Rule. Federal Register. January 19,
2017;82(12):7149–7274.

13

Federal Policy for the Protection of Human Subjects: Proposed Six Month Delay of the General Compliance Date
While Allowing the Use of Three Burden-Reducing Provisions During the Delay Period; Proposed Rule. Federal
Register. April 20, 2018;83(77):17595–17613; Federal Policy for the Protection of Human Subjects: Six Month
Delay of the General Compliance Date of Revisions While Allowing the Use of Three Burden-Reducing Provisions
During the Delay Period. Federal Register. June 19, 2018;83(118):28497–28520.
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•
•
•

reliance on a single IRB for multisite studies
requirements for presentation of concise and focused information in forms used to obtain
informed consent
registration of informed consent forms on a government website.

These changes are intended to bring about greater protections for research participants and
greater trust in the research enterprise, as well as improvements in the efficiency with which
IRBs provide research oversight (Menikoff, Kaneshiro, and Pritchard, 2017). To enable the
evaluation of the impact of the Revised Common Rule on the efficiency of IRBs and on their
effectiveness in protecting human subjects, it is important to establish baseline measures that
capture the current state of human subjects protection as perceived by those closely associated
with IRBs. The purpose of this report is to provide those baseline measures. The report also
describes the current landscape of IRBs and the individuals who staff them, to provide needed
context for understanding how IRBs perform their roles.
The last major study of how IRBs operate, the Bell Report, summarized results of a 1995
survey of IRBs conducted by James Bell and Associates for the NIH. The aim of the Bell Report
was to assess “the adequacy of human subjects’ protections afforded through institutional review
boards (IRBs), or committees established to ensure ethical research methods.” The authors
surveyed a nationally representative sample of more than 2,000 researchers; IRB chairs,
administrators, and members; and other officials of research institutions (Bell, Whiton, and
Connelly, 1998). Their overall conclusions were that the NIH program overseeing IRBs was
being implemented in a manner consistent with the federal regulations and that, despite
increasing research volume, the IRBs were providing adequate protection of human subjects, but
that protection could be improved with some reorganization and training.
The Current Report
The current report, commissioned by NIH, describes the results of two surveys. The first was
an internet survey of a probability sample of the chairs, administrators, and members of IRBs
operating in the United States, aimed at capturing a picture of IRBs’ size and staffing; the
number and kinds of projects they review; how they conduct reviews; what IRB chairs,
administrators, and members view as their responsibilities; and their expectations about how the
Revised Common Rule may affect their operations in the future. The second was an internet
survey of NIH-funded PIs whose projects have been reviewed by IRBs, intended to provide their
perspective on the IRB review process and outcomes.
This report is intended to serve as a useful reference for the regulators of IRBs and
policymakers, PIs, and IRBs. It is also intended as a baseline for assessing possible changes in
attitudes about IRBs as the Revised Common Rule takes effect.
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Organization of This Report
Chapter 2 of this report provides an overview of the key findings. Chapter 3 describes the
methods used to (1) conduct the literature review and the key informant interviews that formed
the basis of the survey design, (2) draw the sample, and (3) collect and analyze the survey data.
Chapter 4 presents the detailed findings of the surveys of IRB chairs, administrators, and
members. Chapter 5 describes the findings of the surveys of PIs. Finally, Chapter 6 provides a
discussion of the findings, conclusions, and recommendations.
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2. Methods

Instrument Design
To design a baseline measure for tracking the effects of change in the Common Rule, it was
first necessary to identify the expected changes. To do this, we considered the goals spelled out
in an article about reforming the human subjects regulations that was published at the beginning
of the revision process (Emanuel and Menikoff, 2011). The stated goals were to “improve
effectiveness” and “enhance protections.” Improvements in effectiveness were to be obtained by
identifying and managing minimal risk studies “diligently, but expeditiously” while giving highrisk studies the time and attention they require. Achieving this goal could be done by increasing
the number of criteria (categories) that would exempt a (low-risk) research protocol from full
review, streamlining paperwork, reducing requirements for ongoing review of low-risk studies,
and requiring use of a single IRB for multisite studies. Enhanced protection could be obtained
through improving informed consent documents and making the procedures for allowing use of
biospecimens clearer and more explicit, among other options, many of which were not included
in the final Revised Common Rule.14
Accordingly, we focused on how to measure those two key goals in developing a baseline for
tracking changes in IRBs that might come about as the Revised Common Rule is implemented
formally in January 2019. There are many approaches to measuring achievement of these goals.
One is to use records kept by IRBs to characterize, for example, the complexities of processes
(such as how long they took and who was involved) in relation to outcomes, such as the type of
determination to understand and measure effectiveness. Another approach might be to analyze
the minutes of full IRB committee meetings or to observe them to understand the factors
discussed in making decisions, the kinds of expertise applied, and other features of the process
that might suggest the level of protections provided. Our approach, which mirrored the Bell
Report methods, was to obtain the self-reports of persons knowledgeable about IRBs—that is,
their chairs, administrators, and members—and the “clients” of IRBs—that is, the NIH PIs
whose studies had been reviewed and approved by IRBs. Therefore, we looked for validated
survey items that captured the constructs of perceived effectiveness and protections. In addition,
we looked for items that described IRBs and their functioning. To inform the design of the
surveys, we conducted a comprehensive thematic literature review and a series of semistructured
interviews with key informants to identify measures that would capture important features
describing IRB functioning, serve as baseline measures for tracking changes that might come
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about as a result of revisions to the Common Rule, and allow comparison with some measures
used in the Bell Report (Bell, Whiton, and Connelly, 1998).
Literature Review
Literature Review Protocol

Our overall aim in reviewing the literature was to identify relevant ways to measure what
IRBs do (and do not do) and to obtain perspectives on how well IRBs have been reported to
perform.15 Using terms that would identify publications on IRB function (listed in Appendix A),
we queried three databases—PubMed, WorldCat, and Web of Science—using the time frame of
January 1990 through January 2017 for English-language articles. We screened the titles from
the searches, then screened abstracts of publications with relevant titles, and finally screened the
full text of publications whose abstracts suggested relevance for inclusion.
Results of the Literature Review

The literature searches conducted for this report identified a total of 607 peer-reviewed
journal articles, two books, and one video file of a presentation that appeared to deal with IRB
function. Applying the requirement that studies had to assess an outcome of IRB function such as
efficiency or actual improvement of human subjects’ experiences, this number was reduced to 98
peer-reviewed articles after an initial title review and to 51 articles after reading full abstracts
(Appendix A). These 51 peer-reviewed journal articles, including original studies and reviews,
were further analyzed for relevance. We briefly summarize here the metrics and measurement
frameworks we identified from the most relevant publications. These metrics formed the basis of
our survey questions.
Results of Prior Reviews

We identified three recent reviews of studies that attempted to identify metrics for assessing
the function of IRBs.
A 2015 review by Nicholls et al. of empirical research on the quality and effectiveness of
IRBs identified no studies that reported using theory or frameworks of quality or effectiveness
for their analysis, nor did the studies provide any operational definitions of quality or
effectiveness. A few of the studies Nicholls and colleagues reviewed mentioned using “surrogate
metrics” for effectiveness and protection that included
availability of policies (e.g., to deal with conflicts of interest), structural elements
(such as membership composition), processes (for example, clear processes for
the submission of protocols), performance measures (such as whether certain
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submitted to IRBs, IRB records from information systems, minutes of full committee meetings, transcripts of
discussions in full committee, and other sources, once a set of valid metrics are identified.
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criteria were considered within the protocol review), as well as cost-related
information.

Nicholls et al. identified some tools for standardized assessment of IRBs, including the IRB
Research Assessment Tool to Guide Quality Improvement (IRB-RAT) (Keith-Spiegel and
Koocher, 2005) and the Research Ethics Committee Quality Assurance Self-Assessment Tool
(RECAT) (African Bioethics Consortium, 2017). The existence of these tools suggests that at
least some rudimentary frameworks have been constructed.
A 2011 systematic review by Abbott and Grady attempted to identify empirical studies that
evaluated IRB efficiency and effectiveness. Although Abbott and Grady found several studies
that assessed outcomes that could be considered measures of IRB efficiency, they found no
published studies that evaluated effectiveness.
Finally, a 2011 review by Silberman and Kahn sought to identify the burdens that the IRB
process “imposes on health-related research and those aspects of IRB performance—
inefficiency, inconsistency, and poor decision making—that . . . serve as indicators of a burden.”
Dimensions that were considered in evaluating the efficiency of IRB review included operating
costs, time to approval, and “inefficient behaviors, such as lost paperwork, multiple iterations to
resolve issues, and expedited reviews that took longer to complete than full reviews.”
Taken together, these three reviews seem to identify two broad dimensions on which IRB
function might be assessed—effectiveness (how well do they do what they are supposed to do)
and efficiency (at what cost)—and they identified some candidate metrics for measuring these
dimensions.
IRB Effectiveness

Definitions of IRB effectiveness in the studies we identified varied widely. However, no
study provided an explicit measure of IRB effectiveness.
Several studies identified IRB effectiveness in terms of compliance with the Common Rule.
A study by Lidz and colleagues (2012) of IRBs in ten institutions assessed adherence of IRB
deliberations to seven elements of the Common Rule: “(1) risk minimization, (2) risk/benefit
comparison, (3) equitable subject selection, (4) informed consent, (5) data monitoring to ensure
safety, (6) privacy protection and confidentiality, and (7) protection of vulnerable subjects.”
Other studies also identified a lack of consistency in IRB practices, including, for example,
decisionmaking and evaluations across sites in a multisite study. A study by Dziak and
colleagues (2005) examined the “IRB review process, including the type of review, whether
revisions were requested, and the length of time from initial submission to approval; describes
IRB decisions regarding patient notification and recruitment; and explores the impact of different
recruitment procedures on patient participation in research.”
Adams and colleagues (2014) provided a number of surrogate metrics to gauge effectiveness
of human subjects protection, including “(a) organizational aspects, (b) membership, (c)
submission arrangements, (d) minutes, (e) review procedures, (f) communicating a decision, (g)
7

continuing review, and (h) IRB resources,” noting the issue of timeliness of protocol review as
being paramount.
IRB Efficiency

Although the concept of IRB efficiency was considered in a number of studies, its meaning
depended on the study. Several studies discuss the topic of efficiency in terms of IRB process,
describing the negative effects of inefficiency for researchers and, in some cases, for achieving
appropriate protections for human subjects (efficiency affecting effectiveness). While many
studies referred to IRB efficiency in general terms and some suggested factors that might
contribute to efficiency, very few provided specific measures of efficiency. As an example of
one that did, Adams and colleagues (2014) used metrics to assess the issues usually associated
with approval times longer than 60 days and noted a lack of standard tools to gauge IRB
efficiency.
Several other studies also discussed “time to approval” as an index of the efficiency of IRB
review. In a study about research regulatory delays due to IRB review, Freed and colleagues
(2016) described a commonly heard complaint that “complex IRB reviews routinely consumed
more than half of the duration of . . . projects, which idled well-trained study teams, incurred
high costs, compressed recruitment, and reduced sample sizes” and also noted that “investigators
often perceive the current system of review as excessive and confusing.” These authors
recommended transparency of process, collection of metrics, and standardization of processes
and forms.
To identify factors that might be leading to delayed times to approval at a Veterans Affairs
medical center, Hall and colleagues (2015) developed a metric that calculated IRB review time
by type of review, stakeholder, and type of research protocol. The authors concluded that the
lengths of time required to review protocols at their IRB greatly exceeded the 60-day target
recommended by expert panels, and they identified some potential sources of inefficiency for
improvement.
Tzeng, Wu, and Hsu (2015) concluded that factors that most often prolonged IRB approval at
their institution concerned the frequent need for multiple rounds of revisions, the complexity of
the protocol, and the inclusion of subjects with particularly high needs for protection.
Key Informant Interviews
To supplement the literature review, which provided no validated measures of IRB function
to guide our measurement approaches, we conducted ten semistructured telephone interviews
with key informants to find out whether we had missed any relevant literature on metrics for IRB
function and to obtain guidance for developing our measurement approaches. The interviews
covered the following four main topics:
•
•

dimensions of IRB effectiveness
dimensions of IRB efficiency
8

•
•

changes to the Common Rule
pressing and future issues in human subjects protection.

The primary goal of these interviews was to identify any existing instruments that measure IRB
functioning, including its effectiveness and efficiency.
We conducted interviews with individuals with a wide range of expertise, including NIH
representatives responsible for NIH-wide policy activities for clinical and health care research
such as the protection of human subjects; members of the board of directors of Public
Responsibility in Medicine and Research (PRIM&R),16 the professional society that represents
individuals charged with maintaining ethical research standards; thought leaders on IRB
efficiency; and IRB chairs and administrators. To ensure diversity of opinions, we solicited
recommendations from multiple sources so as to include participants with expertise in
clinical/biomedical, behavioral and social science, and community-engaged research. We also
included participants knowledgeable about human subjects protection in research funded by NIH
and the FDA.
Results of the Interviews

Participants reported not being aware of any previously validated instruments measuring IRB
effectiveness and efficiency and provided examples of what they considered to be aspects or
dimensions of IRB efficiency and effectiveness. It is worth noting that some participants thought
that a given dimension of IRB functioning illustrated IRB effectiveness, while others considered
it to be about IRB efficiency. Table 2.1 summarizes the main dimensions of IRB functioning
mentioned by our interviewees. We classified them into IRB efficiency characteristics; IRB
effectiveness characteristics; and/or IRB structure, process, and practice characteristics. The
latter group could be viewed as an intermediary outcome of IRB functioning and was discussed
above as recommended changes in IRB processes.

16

PRIM&R states on its website (https://www.primr.org/about/mission/) that it “advances the high ethical standards
in the conduct of biomedical, behavioral, and social science research.”
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Table 2.1. Dimensions of IRB Functioning

Dimension of IRB Functioning

Effectiveness

Efficiency

Structure,
Process,
and
Practice

Structural/Administrative Features of IRB
Adequate administrative support
Adequate frequency of IRB meetings
Adequate IRB staffing

X
X
X

Use of a single IRB

X

Continuous quality improvement of IRB processes, including using
locally derived criteria or participant feedback
Community/patient engagement and representation on committee

X
X

Online submission system, including clarity, streamlining

X

Organization of materials prior to a committee meeting, including
pre-review by staff
Clarity of tasks IRB administrators are expected to perform (rewrite consent vs. point to issues)

X
X

“Output” of IRB Review
Complaints from participants
Consent process leads to informed participants
Readability, clarity of risk and benefit presentation in consent form
(e.g., grandmother test, summary sheet)

X
X
X

X

Time from submission to PI notification of decision (range and
mean), benchmarked to IRB size/scope
Cost of IRB review
Number of re-reviews by full committee or back to PI with
questions
Administrative Aspects of Review
One IRB administrator can make exempt decisions
One member can conduct expedited review

X

X
X

X
X

Other appropriate application of expedited review and exempt
categories

X

X

Chair (or other) keeping meetings on task, no extraneous
discussions

X

X

X

X
X

X
X

Consistency in determinations and in feedback to PIs
Feedback to PIs before the application is submitted
Feedback from different stakeholders, including clinicians or others
needed to determine risks

X
X
X

Clarity of feedback to PIs, including provision of a rationale for
determination
Flexibility of the review and application of regulations (understand
the research context, time frame)
Follow up, continuing review, and adverse event reporting carefully
attended to

X

X
X

X

IRB member and administrator training

X

IRB member expertise and its appropriate application in review
Knowledge and application of OHRP regulatory criteria in the
review process
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X
X

Dimension of IRB Functioning

Effectiveness

Knowledge and application of other regulatory criteria (e.g., FDA,
Department of Energy)

Efficiency

Structure,
Process,
and
Practice

X

Qualitative Aspects of Review
Consent considered a process, not a one-time event

X

Comprehensive and meaningful consideration of risks and
benefits, including in the context of the science if needed and
potentially including application of local standards
Competence and ethical standards of PIs working with IRB

X
X

Good relationships, respect between PIs and IRBs

X

Focusing only on regulatory requirements (i.e., not scientific
validity, radiology clearance, etc.)

X

Focusing on more than regulatory requirements (i.e., right and
wrong, validity/relevance of science)

X

Imagining a protocol from a participant’s perspective
Knowledge and meaningful application of principles of ethics
(including potentially locally derived ones) in ways that will protect
subjects

X
X

Review in accordance with Belmont principles
NOTE: OHRP = Office for Human Research Protections.

X

Survey Design
Survey Topics

Given that the literature review identified no empirically validated measures of IRB
effectiveness or efficiency, we designed our key informant interviews and survey to describe key
aspects of IRB functioning and to measure, to the extent possible, IRB efficiency, effectiveness,
and structure/process/practice, based loosely on the Bell Report, the recent literature, and the key
informant interviews. We adapted some questions where terminology has changed. We also
included questions to assess the expectations of IRB chairs, administrators, members, and PIs
regarding planned changes in the Common Rule. To minimize burden, we directed some
questions to administrators or chairs who also served as administrators, whereas other questions
were directed at chairs or members only.
Below we provide an overview of the topics and sources we used to develop survey items.
The full surveys are provided in Appendix B.
Structural/Administrative Features of IRBs

To the extent possible, we used a subset of the items used by Bell and Associates (Bell,
Whiton, and Connelly, 1998) to measure key characteristics of IRBs. However, because the
terminology has changed since the Bell surveys were developed, we modified items as required.
Questions used directly or modified from the Bell report asked about the following topics:
•

number of protocols submitted in prior record year
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•
•
•
•
•
•

number receiving final determinations and type of determination
number of continuing reviews
number of significant amendments
topic areas of research
frequency of exempt determinations by category
frequency of expedited determinations by category.

In addition, we asked about other aspects of IRB workload and functioning, including the
following issues based on items developed for this survey:
•
•
•
•
•
•
•
•

complaints received by the IRB about protocols
time for review by type of determination
levels of IRB staffing and staff responsibilities
frequency of full committee meetings
whether the IRB has standard operating procedures (SOPs) and computerized information
systems
Association for the Accreditation of Human Research Protection Programs (AAHRPP)
accreditation (see http://www.aahrpp.org/)
whether the IRB charges individual projects for review
official and unofficial functions that the IRB is expected to perform.

Projects and Review Procedures

We also asked about other characteristics of the IRB, including the following:
•
•
•

who makes decisions for exempt or expedited projects
willingness to defer review to another IRB
usefulness of information sources for IRB responsibilities.

Opinions About IRB Review

We asked for opinions about IRB performance using a series of questions previously used in
the Bell Report, as well as items developed for this survey, including items intended to measure
the quality of the IRB review process and IRB effectiveness. Some of these items were
previously used in the IRB Research Assessment Tool to Guide Quality Improvement (IRBRAT) (Keith-Spiegel and Koocher, 2005).
Knowledge and Expectations About Revised Common Rule

Because this survey was designed to prepare for implementation of the Revised Common
Rule, we asked questions to measure knowledge, expectations, and concerns among all parties.
Topics asked about included
•
•
•
•

level of familiarity with the Revised Common Rule
information sources about the Revised Common Rule
expected effect of key changes on IRB efficiency and protections for human subjects
concerns about implementing single IRB for multisite studies.
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Respondent Characteristics

Finally, we asked about characteristics of the respondent:
•
•
•

years in position and years of IRB experience
IRB professional certification
demographic characteristics.

Questionnaire Design and Testing

We administered the initial draft questionnaire to five individuals in written form, conducted
telephone debriefings with them to identify items that were difficult to understand or to answer,
and made modifications to address the issues we identified. Next, we created four versions of the
survey by implementing skip patterns in a single programmed instrument. Each type of
respondent received a different version: chair, administrator, member, and PI. The RAND
Survey Research Group programmed, tested, and fielded the web surveys. The final surveys and
a document mapping the questions across role versions can be found in Appendix B of this
report.

Sample Selection
RAND researchers used two approaches and two different data files to develop nationally
representative samples of IRB personnel and PIs. For the IRB sample, we requested and received
a file from the HHS Office for Human Research Protections (OHRP). We used this file as a
sampling frame, stratifying it based on the kind of research reviewed and then sampling from
among each stratum. For PIs, we generated a sampling frame of NIH award recipients and
downloaded it using the online NIH Research Portfolio Online Reporting Tool (RePORT). We
used a similar sampling approach in a previous NIH-funded project on research ethics. These
two approaches and the steps taken to produce the online survey samples for this study are
described below (Khodyakov et al., 2016; Bromley et al., 2017).
IRB Sample
RAND researchers requested a comprehensive machine-readable file of all active IRBs in the
United States from OHRP. This file, based on OHRP administrative data, was received on March
21, 2017. The administrative data received by RAND were based on information provided by
IRBs to OHRP as part of the Federalwide Assurance (FWA) compliance process. The
information included the name of the institution, code for the institution organization (IORG),
IRB number, mailing address, approximate number of all active protocols, and approximate
number of active protocols supported by HHS and the FDA.
We then took the following steps to generate the sample of IRBs surveyed in this study:
Step 1: Remove inactive IRBs.
Step 2: Stratify IRBs by type.
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Step 3: Sample IRBs by stratum.
Step 1: Remove Inactive IRBs

The OHRP sample file contained 3,411 IRBs from 2,800 IORGs. An initial review of the
OHRP sample file revealed that many IRBs had few or no active protocols. To ensure that the
Common Rule Survey sampled only IRBs that were actively engaged in reviewing protocols, we
excluded IRBs that reported fewer than 100 active protocols from the sampling frame. This
action reduced the frame from 3,411 to 1,279 IRBs, located at 813 IORGs. The protocols being
managed by the IRBs that remained in the sampling frame (at least 100 active protocols)
accounted for nearly 95 percent of all reported active protocols. Note that the removal of small
IRBs was done at the IRB level and not the IORG level. For example, according to the OHRP
sample file, University A operated nine IRBs, one of which had fewer than 100 active protocols
under review; only the latter IRB was eliminated. Thus, the final sampling frame included eight
University A IRBs.
Step 2: Stratify IRBs by Type

IRB operations and procedures are likely to differ across institutions and the types of
protocols they review. We determined that IRBs listed in the OHRP file could be divided into
approximately five categories, based on the type of institution they serve (see Table 2.2). To
ensure that our survey adequately covered the range of research protocols, the IRB sample was
stratified by IRB type. This stratification was based on a review of all IRBs in the frame at the
IRB level, rather than at the institution level, because many institutions not only operate more
than one IRB but also separate the IRBs based on the type of research. For example, one IRB
might review only biomedical and another only social-behavioral research protocols. We
conducted text searches to locate and assign, for example, “universities” and “medical,” with
further sorting based on the type of reported protocols reviewed (HHS and/or FDA). All IRBs
that were university-based and reported one or more FDA-sponsored protocols were assigned to
the university medical stratum. For some IRBs, the type was further determined by internet
searches.
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Table 2.2. Definitions of IRB Types
Type of IRB
1. University medical

Description
IRBs at universities, schools, or colleges that were designated as
medical or biomedical and/or included review of FDA-sponsored
protocols
IRBs at universities, schools, or colleges that were designated as
social-behavioral and/or did not include review of FDA-sponsored
protocols
IRBs located at health providers, public or private, that were not
clearly associated with a university, college, or school, such as
Providence Health Care or Saint Joseph Mercy Health System
IRBs located at federal, state, or local governments and at private
research institutions, such as Abt Associates, Inc., the RAND
Corporation, and Research Triangle Institute (RTI) International
IRBs operating as independent, commercial entities with the
express purpose of providing IRB review, such as Quorum and
Western IRB

2. University social/behavioral
3. Non-university hospitals and
providers
4. Federal, state, and local
government and private research
institutions
5. Independent

The distribution of the 1,279 IRBs with at least 100 active protocols, quasi-IORGs, and
number of protocols by strata is reported in Table 2.3.
Table 2.3. Distribution of IRBs by Stratum, Quasi-IORGs, and Total Number of Active Protocols
IRBs
Stratum

Quasi-IORGs

Protocols

N

%

N

%

Sum

%

1. University medical*

514

40.2

284

32.6

413,838

53.6

2. University social/behavioral*

262

20.5

237

27.2

89,526

11.6

3. Hospital

349

27.3

257

29.5

183,372

23.7

4. Federal, state, and local
government and private research
institutions

101

7.9

72

8.3

27,317

3.5

5. Independent IRBs

53

4.1

21

2.4

58,464

7.6

1,279

100

871

100

772,517

100

Total

NOTE: N = number.
* Three caveats must be noted about the assignment of IRBs to strata based on the OHRP sample file. First,
although each IRB was assigned to one stratum only, an IORG might appear in both of the university-based strata
(i.e., medical and social/behavioral). For example, the University of California, Los Angeles, (an IORG) has seven
IRBs, including both medical and social/behavioral IRBs; therefore, this single IORG appears in two strata. Among
the 1,279 IRBs, 57 IORGs have both medical and social behavioral IRBs, which increases the number of IORGs
reported in the sample from 813 (unique) to 870. Because institutions can appear in both strata 1 and 2, they are
referred to as “Quasi-IORGs” in Table 2.3. Second, stratum 1 (university medical) IRBs may be overrepresented
relative to stratum 2, as it was not possible to differentiate medical from social/behavioral IRBs within some IORGs.
Many IRBs reported the same number of active protocols for each IRB at the IORG, and such reporting may mask
social/behavioral IRBs within IORGs that operate both medical and social/behavioral IRBs. Finally, organizing IRBs
into these idealized strata works for many IRBs, but not all. For example, many institutions have only one IRB that
reviews a wide variety of protocols, including medical and social research. These institutions were most commonly
university-based institutions and were generally classified as “medical” IRBs (stratum 1) because they reported
review of FDA-sponsored protocols.
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Step 3: Sample of IRBs by Stratum

To produce the sample for the online IRB survey, we conducted two-stage sampling. In the
first stage, IORGs were sampled. A random sample of 150 IORGs was selected within each of
the first three strata. Before sampling, we ranked these IORGs into quintiles based on the number
of active protocols under review; we then randomly selected an equal number of IORGs from
each quintile. This step was taken to ensure that small, medium, and large IORGs (based on the
number of reported active protocols) were well represented in the survey. Given the relatively
small number of IORGs in the final two strata, all were selected in the first sampling stage.
In the second stage, we randomly selected one IRB from each IORG selected in stage one.
Because most IORGs operate a single IRB, that IRB was selected with certainty.
The final sample and the stage 1 and stage 2 selection probabilities are reported in Table 2.4.
The results for this stratum will be reported separately.
Table 2.4. Final Sample and Selection Probabilities
IRBs
Stratum

Selection Probability

Number

Percent

Stage 1

Stage 2

1. University medical

140

27.0

0.528

0.125 to 1.0

2. University social/behavioral

142

27.0

0.633

0.125 to 1.0

3. Hospital

137

27.0

0.548

0.143 to 1.0

4. Federal, state, and local
government and private research
institutions

51

13.0

1.0

0.111 to 1.0

5. Independent IRBs

16

3.8

1.0

0.125 to 1.0

Total

486

100

NA

NA

NOTE: NA = not applicable.

Changes to IRB Sample

In the process of merging the sample and contact files to create the sample database, we
identified a number of problems in the sample. For example, some IRBs in the sample file were
missing from the contact file, so we did not have respondent-level information. As a result, a
total of 121 IRBs were eliminated from the initial sample file.
Principal Investigator Sample
In addition to the online survey conducted with IRB personnel (chair, administrator, and
members), we conducted a separate survey with PIs.
Our original plan was to generate a sample of PIs from participating IRBs by asking IRB
staff to provide names and contact information for five PIs with a recent protocol decision. A
pilot test made it clear that this method was not viable, as IRB staff were not comfortable or
willing to spend time identifying PIs and providing their contact information.
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An alternative strategy to generate a representative sample of PIs was implemented using the
NIH RePORT, which we used successfully in a previous NIH-funded project on research ethics
(Khodyakov et al., 2016; Bromley et al., 2017). RePORT is a comprehensive, searchable
database of NIH-funded research projects that includes the name of the project’s PI, the title of
the project, the PI’s organization, the NIH funding center, and the email address of the PI.
Several mouse clicks are required to access the PI’s email address, as well as entry of a visible
string of characters to prevent webscraping.
Using NIH’s ExPORTER tool, we downloaded the FY 2016 RePORT Project Data file on
November 8, 2017. The complete file contained 72,363 records and was then scrubbed to
identify recent projects that might involve human subjects research at U.S.-based institutions.
Using various fields in the database, we eliminated projects from the full file for any one of five
reasons (Table 2.5).
Table 2.5. Reasons for Eliminating Principal Investigators from Sample
Reason Eliminated

Number

Non-U.S. project

917

Location information missing

3,342

Start date pre–March 2016

43,852

Start date pos–-February 2017

55

Start date information missing

9,847

Eliminating the projects enumerated in Table 2.5 left 14,350 projects at U.S. institutions with
project start dates between March 2016 and February 2017.
To maximize the likelihood that the projects included human subjects research, only research
series awards (R01 and R21 only) were retained, which established a frame of 6,096 projects. A
random sample of 2,000 projects (without replacement) was drawn from this frame. After
removing duplicates, we invited the PIs for a sample of 1,937 projects to complete the
investigator survey.

Survey Administration and Data Collection
The RAND Survey Research Group conducted the surveys for this study, which was
reviewed by the RAND Human Subjects Protection Committee and determined to be exempt.
The data collection field period was November 2017 through April 2018 (Table 2.6 shows the
timeline).
The RAND Survey Research Group sent survey invitation emails to 2,827 respondents at 486
IRBs (451 chairs, 451 administrators, 35 chair/administrators, and 1,890 members) on a rolling
basis from November 16, 2017, to March 6, 2018, and to 1,937 PIs on February 7, 2018.
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Respondents who had not completed the survey received up to five reminder emails and two
reminder telephone calls.
Emails were sent from irbsurvey@rand.org with the study’s PI as the sender. The email was
HTML formatted and contained an embedded unique URL link to the survey that did not require
a password or PIN to be entered. The email text included the name of the IRB, a brief study
description, study FAQs, the study toll-free number, and a link to the study website,
http://www.rand.org/IRBsurvey.
Respondents who completed the survey were sent a thank you email with a $10 Amazon gift
card code.
Table 2.6. Survey Timeline
Data Collection Activities
Field period
Survey invitation email
IRB: Rolled out in 13 batches as contact information was confirmed
in pre-calls
PI: Entire sample fielded at same time
Survey reminder emails: Four weekly emails beginning one week after
invitation, 5th and final reminder email two weeks before close of survey
Incentive: Gift card code emailed one week after survey completion
Reminder calls to active cases
Survey closed
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IRB Sample
November 2017–
May 2018
November 2017March 2018

PI
February 2018–
May 2018
February 2018

November 2017–
March 2018
December 2017–
May 2018

February 2018–
March 2018
February 2018–
May 2018

January 2018–
April 2018
April 2018

March 2018–
April 2018
April 2018

3. Results of IRB Surveys

What Is the Landscape of IRBs?
The OHRP file used to stratify and select IRBs for inclusion in the online survey contains
what may be the best available metadata on IRB activity in the United States. As such, we briefly
summarize those data here to provide context to the findings of our IRB survey.
In March of 2017, OHRP reported 3,411 U.S. IRBs operating at 2,800 institutions. These
IRBs reported 818,125 active protocols (see Table 3.1). The volume of protocols the IRBs have
under review varies considerably, with many IRBs reporting few active protocols. The lowest
two deciles of IRBs accounted for 1.8 percent of the active protocols, and the highest decile
accounted for 66.3 percent of active protocols.
Described another way, nearly 30 percent reported fewer than ten active protocols, and over
half (63 percent) reported fewer than 100. The highest-volume IRBs, those reporting 400 or more
active protocols, accounted for 15 percent of the nation’s IRBs, yet they reviewed 76 percent of
all active protocols.
We omitted IRBs with fewer than 100 active protocols to ensure that our sample focused on
IRBs actively engaged in protocol reviews. The subgroup of interest—those with 100 or more
active protocols—included 1,279 IRBs and accounted for 94 percent of all reported active
protocols (772,517 of 818,125). The highest-volume IRBs (400 or more active protocols)
accounted for about 40 percent of this subgroup and about 81 percent of active protocols.
Our target 1,279 IRBs were stratified into five groups based on the type of projects reviewed
(as described above). The largest stratum was university biomedical IRBs, which accounted for
40 percent of the IRBs and over half of all active protocols. Hospitals and health providers
constitute the next-largest segment, with 27 percent of the IRBs and 24 percent of the protocols.
About 20 percent of IRBs are university-based social-behavioral IRBs and review about 12
percent of active protocols. The two smallest strata are the government/research institute and
independent IRBs, with the independent IRBs reviewing a relatively higher volume of protocols
than did the government/research stratum.
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Table 3.1. Distribution of IRBs by Stratum, Quasi-IORGs, and Total Number of Active Protocols
IRBs IRBs Quasi- IORGs Quasi-IORGs Protocols Protocols
N

%

N

%

N

%

Protocols
per IRB

1. University medical

514

40.2

284

32.6

413,838

53.6

805.1

2. University social/behavioral

262

20.5

237

27.2

89,526

11.6

341.7

3. Hospital

349

27.3

257

29.5

183,372

23.7

525.4

4. Fed/state/local research
institutions

101

7.9

72

8.3

27,317

3.5

270.5

5. Independent

53

4.1

21

2.4

58,464

7.6

1103.1

1,279 100

871

100

772,517

100

604.0

Stratum

Total

SOURCE: Based on data reported to OHRP by IRBs.

Who Responded to the Survey?
Data Analysis
Sample Weighting

A set of sampling weights was created for the IRB sample. We did not generate weights for
the PI sample because we selected a simple random sample of the possible projects from the NIH
RePORT and had no background information to use for nonresponse weighting. The IRB
weights were generated for analysis of the survey data collected using the OHRP sampling frame
of IRBs. When the weights are applied to the IRB sample data, the survey data reflect the
nation’s IRBs reporting 100 or more active protocols. These weights were calculated as follows.
First, a base weight was calculated for each sampled IRB based on the inverse probability of
stage 1 and stage 2 selection. Because we took every IRB in the smaller strata, the inverse
probability of selection only exceeds 1 in strata 1, 2, and 3 (see Table 3.1). The stage 1 sampling
probability was constant within each stratum. Next, we calculated the inverse of the stage 2
selection probability (selection of IRBs within an organization). The inverse of the stage 2
selection probability ranged from 1 to 9 (that is, the number of IRBs per institution ranged from
1 to 9). The stage 2 selection probabilities were adjusted to account for IORGs that appeared in
both strata 1 and 2 (i.e., universities operating biomedical and social-behavioral IRBs). Third, the
base weight was calculated by multiplying the inverse of the stage 1 selection probability by the
inverse of the stage 2 selection probability.
Once the base weights were calculated, the final step was to adjust the weights based on
participation in the online survey. These adjustments were made based on stratum and, for strata
1 through 3, the stratum quintile as well. This final adjustment to the base weight accounts for
differential survey nonresponse and inflates the sample back to its original size. For example, if a
stratum quintile included 30 IRBs, but only 20 of the chairpersons responded, the 20 responding
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base weights were increased by 1.5 so, when the weights are applied, those 20 responses have
the weight of 30 responses.
The weights, and these adjustments, were generated independently for the chair,
administrator, and member surveys—that is, there are separate weights for IRB chairs, IRB
administrators, and IRB members, and the weighted data analyses were conducted separately for
each group. Separate instruments were fielded for these different groups with overlap in survey
content.
IRB Roles and Demographics
Of the individuals we attempted to contact, 62.6 percent of IRB chairs, 58.8 percent of
administrators, and 39.2 percent of members completed surveys. We received a survey from the
chair, administrator, and at least one member of 27.5 percent of the IRBs from which we
attempted to obtain a survey, and we received at least one survey (either chair, administrator, or
member) for 90 percent of the IRBs. As described above, we weighted each of the three samples
independently; we also report results independently. As shown in Table 3.2, we obtained surveys
from 305 chairs or chair/administrators,17 266 administrators, and 579 IRB members. Each of the
three groups—chairs, administrators, and members—reported having served in their current roles
for a mean of 8.3 years, but the groups differed in levels of IRB experience. While the average
was about 10.6 years, chairs reported the most experience (an average 14.4 years), administrators
had 12.7 years of experience, and members had 9.1 years. Just over half (52.4 percent) of the
administrators reported being currently certified IRB professionals, while only 12.5 percent of
chairs and 15.7 percent of members reported having this credential.
Most respondents were well educated: 97 percent of chairs reported having a Ph.D. or other
professional degree, compared with 77.2 percent of members. Only 26.6 percent of
administrators reported having a Ph.D., and 37.1 percent had a master’s-level degree.
Just under half of the chairs (46.9 percent) were age 60 or over, compared with 39.4 percent
of members and 19.1 percent of administrators. Only 5.5 percent of chairs, 25.2 percent of
administrators, and 11.1 percent of members were under age 40.
More than 50 percent of the chairs were male (56.3 percent), compared with 19.9 percent of
administrators and 41.1 percent of members (Table 3.2).
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We use the term chair/administrator to refer to individuals who served as both chair and administrator. We
analyzed these individuals as chairs, except in instances when they responded to items that were asked only of
administrators.
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Table 3.2. Characteristics of Respondents by Role
Chair or
Chair/Administrator

Administrator

Member

Overall

N = 305

N = 266

N = 579

N = 1,150

p

Years in current role (mean [SE])

7.7 (0.5)

8.5 (0.5)

8.4 (0.4)

8.3 (0.3)

0.5

Years of any IRB experience (mean [SE])
Certified IRB professional (% Yes)

14.4 (0.7)
12.5

12.7 (0.5)
52.4

9.1 (0.4)
15.7

10.6 (0.3)
20.9

<.0001
<.0001

High school diploma

0

4

0.7

1.1

Associate’s degree
College

0
0.7

6.3
26

1
6.1

1.6
8.3

Master’s

2.3

37.1

15

16.1

97

26.6

77.2

72.9

Highest education level (%)

<.0001

Ph.D. or professional degree
Age (%)

<.0001

18–29
30–39
40–49

0
5.5
16.7

3.3
21.9
24.4

0.2
10.9
23.3

0.6
11.6
22.3

50–59

31

31.3

26.2

27.8

46.9
56.3

19.1
19.9

39.4
41.1

37.7
40.7

60+
Male (%)
NOTE: SE = standard error.

<.0001

Nearly all chairs (91.1 percent), 86.1 percent of administrators, and 86.8 percent of members
reported being white. Only 3.6 percent of chairs, 6 percent of administrators, and 5.6 percent of
members indicated that they were of Hispanic, Latino, or Spanish origin. Overall, 3.9 percent of
respondents reported being black or African American, 1.3 percent American Indian or Alaskan
Native, 4.9 percent Asian, and 3.9 percent other (Table 3.3).
Table 3.3. IRB Administrator Characteristics

Are you of Hispanic, Latino,
or Spanish origin? (% Yes)
Are you white? (% Yes)
Are you black or African
American? (% Yes)
Are you American Indian or
Alaskan Native? (% Yes)
Are you Asian? (% Yes)
Are you Native Hawaiian or
Pacific Islander? (% Yes)
Are you other? (% Yes)

Chair or
Chair/Administrator

Administrator

Member

Overall

N = 305

N = 266

N = 579

N = 1,150

p

3.6

6

5.6

5.3

0.4

91.1
1.5

86.1
5.5

86.8
4.1

87.4
3.9

0.3
0.1

0.4

0.7

1.7

1.3

0.1

4.5

5.3

5

4.9

0.9

0

0.2

0

0

<.0001

1.4

3.1

4.8

3.9

0.046
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Characteristics of Participating IRBs
We asked administrators to report on the characteristics of their IRBs, reasoning that they
were most familiar with their IRB record systems. Each administrator was first asked to
designate the dates of the most recently completed record year and then to report information for
that 12-month period. The dates may be based on the calendar year, academic year, or fiscal
year, whichever is used for record-keeping purposes by the IRB. Table 3.4 shows the results of
their reports by stratum.
Table 3.4. Characteristics of Most Recent Record Year, as Reported by Administrators (Weighted)
University/
FDA
N = 37

Social/
Behavioral
N = 123

Hospital
N = 78

Government
N = 25

Overall
N = 263

p

63

68.1

56.2

71.4

0.1

53.7

68.1

48.7

65.2

0.04

IRB staff serve as members who can:
Review protocols and make
88.4
determinations (% Yes)
Vote as members in full
79.8
committee (% Yes)

Charge projects for review (%
68.3
11.7
76.5
15
47.2
<.0001
Yes)
NOTE: The Independent IRB stratum was small and responses were few, so we are not reporting results for this
stratum.

Numbers and Disposition of Protocols
The number of protocols IRB administrators reported having received in a 12-month period
by IRBs in our sample ranged from 207.2 (for government IRBs) to 577.5 (for university/FDA
IRBs), with an overall mean number of protocols of 392.8 (standard error [SE] 48.4).
The overall mean number of amendments was 330.7 (SE 39.6), and this number varied from
216.2 for government IRBs to 573.2 for university/FDA IRBs.
The proportion of protocols about which IRBs received complaints was less than 1 percent
overall and less than 1 percent for all types of IRBs except social/behavioral, for which the
proportion was 1.8 percent.
Overall, as of the end of the IRB record year, 92 percent of protocols submitted that year had
been approved, 3.1 percent had been withdrawn, fewer than 1 percent had been disapproved, and
4.6 percent were pending. Overall, 31.2 percent of the approved protocols were determined to be
exempt, 45.6 percent were approved in expedited review, and 32.4 percent were approved in full
committee. The mean proportion exempt varied significantly across different IRB types (p <
0.001), from 48.9 percent at social/behavioral IRBs to 16.4 for hospital IRBs. Similarly, the
mean proportion approved in full committee ranged from a mean of 9.4 for social/behavioral
IRBS to 37 percent for hospital IRBs. This variation likely reflects differences in the
characteristics of the protocols, with hospitals more likely reviewing intervention protocols,
which require full committee approval (Table 3.5).
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Table 3.5. IRB Volume and Dispositions by Stratum (Weighted)
University/
FDA
N = 37

Social/
Behavioral
N = 123

Hospital
N = 78

Government
N = 25

Overall
N = 263

p

Number of protocols submitted
Mean (SE)

577.5 (140.2)

425.1 (64.6)

230.8 (50)

207.2 (56.5)

392.8 (48.4)

0.01

Number of amendments reviewed
Mean (SE)

573.2 (75.2)

216.2 (41.1)

288 (91)

196.4 (75.1)

330.7 (39.6)

0.0004

1.8 (0.9)

0.2 (0.1)

0.3 (0.2)

0.9 (0.3)

0.1

91.7 (1.1)

90.5 (3.2)

96.8 (5.3)

92 (2)

0.8

0.7 (0.1)

0.7 (0.2)

0.5 (0.3)

0.7 (0.1)

0.9

3.7 (0.5)

2 (0.3)

2.5 (1)

3.1 (0.4)

0.02

4 (0.5)

2.8 (0.6)

4 (1.2)

4.6 (0.7)

0.1

48.9 (2.3)

16.4 (2.1)

24.8 (4.3)

31.2 (2.1)

<.0001

42.7 (2.1)

46.7 (3.1)

46.6 (5.4)

45.6 (2)

0.6

9.4 (1.5)

37 (3.1)

28.9 (6.2)

23.3 (2.2)

<.0001

Percentage of protocols with complaints
Mean (SE)
0.5 (0.2)
Dispositions of protocols (%)
Approved
Mean (SE)
93.3 (6.3)
Disapproved
Mean (SE)
0.8 (0.4)
Withdrawn
Mean (SE)
3.7 (1)
Pending
Mean (SE)
7.5 (2.1)
Disposition of approved protocols (%)
Exempt
Mean (SE)
25.2 (4.9)
Expedited
Mean (SE)
48.2 (5.6)
Full committee
Mean (SE)

26.1 (6.5)

Length of Review Process
The overall mean time to review studies was reported by administrators to be 9.3 business
days for exempt studies, 15.4 days for expedited studies, 28.7 days for full committee studies,
and 11.1 days for amendments. The typical time reported to review exempt studies varied from
7.8 business days for hospital IRBs to 12.4 for university/FDA IRBs. Similarly, the typical time
to review expedited studies ranged from 11.6 days for hospital IRBs to 23.1 days for
university/FDA IRBs, and the time to review full committee studies varied from 24.8 for
government IRBs to 43.6 for university/FDA IRBs. The typical time for review of amendments
varied from 9.2 days for social/behavioral IRBs to 15.2 days for hospital IRBs (Table 3.6).
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Table 3.6. Time to Review Studies (unweighted)

Time to review (business days)
Exempt studies
Mean (SD)
Expedited studies
Mean (SD)
Full committee studies
Mean (SD)
Amendment studies
Mean (SD)

University/
FDA
N = 37

Social/
Behavioral
N = 123

Hospital
N = 78

Government
N = 25

Overall
N = 263

p

12.4 (9.8)

9.2 (8.1)

7.8 (6.8)

9.3 (7.7)

9.3 (8.1)

0.04

23.1 (18.2)

15.7 (10.2)

11.6 (9.5)

13.7 (10)

15.4 (12)

<.0001

43.9 (22.2)

27.6 (18.5)

24.1 (13.5)

25.8 (15.6)

28.7 (18.5)

<.0001

12.2 (8.9)

8.6 (6.9)

14.2 (10)

12.3 (9.8)

11.1 (8.8)

<.0001

IRB Accreditation and Administration
Overall, 40 percent of IRBs were reported to be AAHRPP-accredited or part of an accredited
hospital readmissions reduction program (HRRP), and this rate varied by IRB type. Over 75
percent of the university/FDA IRBs reported being AAHRP-accredited, compared with 27.2
percent of hospital IRBs, 25.5 percent of social/behavioral IRBs and 15 percent of government
IRBs (Table 3.7).
Most IRBs reported having SOPs in place. The proportions ranged from 81.3 percent of
government IRBs to 100 percent of university/FDA IRBs (Table 3.7).
While 91.6 percent of university/FDA IRBs and about two-thirds of hospital and
social/behavioral IRBs (64.8 percent and 65.5 percent) reported having a web-based system for
submitting studies, only 52.4 percent of government IRBs had one. Most IRBs reported having a
web-based system for routing and tracking review, ranging from 88.4 percent of university/FDA
IRBs to 66.5 percent of social/behavioral IRBs (Table 3.7).
Most IRBs reported holding monthly full committee meetings—66.6 percent of
social/behavioral IRBs, 70.1 percent of hospital IRBs, and 77.5 percent of government IRBs,
while only 53.3 percent of university/FDA IRBs reported monthly meetings, and 42.6 percent
reported more frequent full committee meetings. A minority of social/behavioral and government
IRBs reported meeting less often than monthly (16.2 percent and 18.7 percent) (Table 3.7).
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Table 3.7. IRB Accreditation and Administration Characteristics by Stratum—Administrators Only
(Weighted)
University/
FDA
N = 37

Social/
Behavior
al N = 123

Hospital
N = 78

Government
N = 25

Overall
N = 263

p

76.6

25.5

27.2

15

40

<.0001

IRB has SOP (% Yes)

100

91.8

92.4

81.3

93.8

<.0001

Web-based system for
submitting studies (% Yes)

91.6

64.8

65.5

52.4

71.9

0.01

Web-based system for
routing and tracking reviews
(% Yes)

88.4

66.5

70.5

67.4

73.8

0.1

AAHRPP-accredited (% Yes)

Frequency of full committee
meetings (%)

0.001

Less often than monthly

4.2

16.2

3

18.7

8.7

Monthly
More often than monthly

53.3
42.6

66.6
17.1

70.1
27.0

77.5
3.7

62.8
28.5

Overall, the IRBs reported having a mean of 4.4 full-time equivalent (FTE) administrative
staff members, ranging from a low of 1.9 for government IRBs to 8.4 for university/FDA IRBs.
Hospital IRBs reported 3.3 FTE staff, and social/behavioral reported 2.6 FTEs (Table 3.8). This
number excludes the chair and any paid IRB members who only reviewed protocols and had no
administrative duties.
The proportion of IRBs that had staff who were IRB members and could review protocols
and make determinations was 71.4 percent overall and ranged from 56.2 percent for government
IRBs to 88.4 percent for university/FDA IRBs (Table 3.8). Sixty-three percent of
social/behavioral and 68.1 percent of hospital IRBs had IRB staff who could review protocols
and make determinations. However, overall, only 65.2 percent had IRB staff who voted as
members in full committee meetings, ranging from 53.7 percent of social/behavioral IRBs to
79.8 percent of university/FDA IRBs (Table 3.8).
Overall, 47.2 of IRBs charged individual projects or institutional clients for conducting IRB
reviews. This ranged from 11.7 percent for social/behavioral IRBs and 15 percent for
government IRBs to 68.3 percent for university/FDA IRBs and 76.5 percent for hospital IRBs
(Table 3.8).
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Table 3.8. IRB Administrative Staff and Charging by Stratum—Administrators Only (Weighted)

Have full-time employed
members (not
administrative staff) (%
Yes)
Number FTE administrative
staff (mean [SE])

University/
FDA
N = 37

Social/ Behavioral N
= 123

Hospital
N = 78

Government
N = 25

Overall
N = 263

p

13.9

22.1

15.7

26.2

18.1

0.5

8.4 (2)

2.6 (0.3)

3.3 (0.7)

1.9 (0.3)

4.4 (0.7)

0.01

63

68.1

56.2

71.4

0.1

53.7

68.1

48.7

65.2

0.04

11.7

76.5

15

47.2

<.0001

IRB staff serve as members who can: (% Yes)
Review protocols and
88.4
make determinations
Vote as members in
79.8
full committee
Charge projects for
review (% Yes)

68.3

Review Processes for Protocols
Both IRB chairs and IRB administrators responded to a series of questions on the review
process for protocols at their IRBs. The responses for typical protocols, exempt protocols, and
expedited protocols are described separately.
Where both chairs and administrators were asked about IRBs, they agreed in many respects
but not all. We attribute disagreement to two factors. First, the chairs and administrators were
affiliated with different IRBs. Although we have weighted these samples independently to
represent the full sample of IRBs, not all differences among them are alleviated by weighting.
Second, their views of the IRB process potentially differ, depending on how the IRB is managed.
In some IRBs, the administrative staff “manages” the IRB, and, although the chair sets policy,
the chair may not be very involved in day-to-day decisionmaking and may not be in close touch
with IRB record systems. In other IRBs, the chair may function as the manager of day-to-day
operations and be in close touch with everything that happens. This assessment is simply to
suggest that neither the chairs nor the administrators are “right” or “wrong”: They may simply
view things from different perspectives.
Exempt Protocols

Review procedures for protocols that might be determined to be exempt or eligible for
expedited review differ across IRBs, and we could not capture all complexities with this
questionnaire. For example, in some cases, an exemption determination is made when a proposal
is submitted to a funder, and in some cases, the decision may be made or reconfirmed after
funding is obtained. An example would be a “just in time” review of a protocol that has received
a review score indicating that funding is likely.
For most IRBs, both chairs (78.4 percent) and administrators (94.1 percent) reported that
when PIs submit protocols, the IRB determines whether the protocol meets requirements for
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exempt research (Table 3.9). A minority of chairs (18.5 percent) and administrators (3.8 percent)
said that PIs self-determine exempt protocols, and the IRB routinely confirms these
determinations. Only a few chairs (2.2 percent) and administrators (2.1 percent) indicated that
the IRB staff would make exempt determinations without submission of a protocol, and fewer
than 1 percent of chairs and no administrators said that PIs could self-determine without
involving the IRB.
Table 3.9. Who Makes Determinations for Potentially Exempt Protocols
Chair or
Chair/Administrator
N = 305

Administrator
N = 266

Overall
N = 1,150

Who makes determination for potentially
exempt protocols (%)

p
<.0001

Investigators submit protocol, IRB
staff determine
Investigators self-determine, IRB staff
confirm

78.4

94.1

85.8

18.6

3.8

11.7

IRB staff determines without protocol
Investigators self-determine, no IRB
involved

2.2
0.8

2.1
0

2.1
0.4

When asked about protocols that might qualify for exemption in each of four categories of
research,18 about 82 percent of chairs and administrators reported receiving any protocols that
might qualify for exemption in the “educational settings and practices” category, while 81
percent of chairs and 91.3 percent of administrators said they received protocols in the
“educational tests, surveys and public behavior” category (Table 3.10). About 93.3 percent said
that they received protocols in the “existing data, documents, records, or pathological or
diagnostic specimens” category, while only about 21 percent received proposals in the “taste and
food quality evaluation” category (Table 3.10).

18

We did not specifically define “might qualify for exemption” because of differences in practice among IRBs.
Some institutions ask PIs to indicate what category they think would apply, others may triage incoming projects
based on an initial review, and other types of intake categorizations may apply.
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Table 3.10. Possibly Exempt Studies Received
Chair or
Chair/Administrator

Administrator

Overall

N = 305

N = 266

N = 1,150

p

Educational settings and practices
Educational tests, surveys, public
behavior

82.2
80.9

81.3
91.3

81.8
85.7

0.9
0.02

Existing data, documents, records,
specimens
Taste and food quality evaluation

92.6

94

93.3

0.7

18.9

22.4

20.5

0.4

Possible exempt studies received (%)

Chairs and administrators generally agreed in their estimates of how often the IRB made an
exempt determination for studies that initially appeared to qualify for exemption instead of
conducting an expedited or full board review, as shown in Table 3.11. While the most commonly
selected categories were “always” or “often,” significant fractions (21.9 percent to 36.4 percent)
reported that potentially exempt protocols were determined to be exempt less than half the time.
Protocols in the “taste and food quality evaluation” category were least likely to receive an
exempt determination (36.4 percent overall reported less than half the time), followed by
“existing data, documents, records, or pathological or diagnostic specimens” (32 percent
overall), “educational settings and practices” (23.2 percent overall), and “educational tests,
surveys, and public behavior” (21.9 percent overall).
About 86.5 percent of chairs and administrators agreed that IRB chairs and staff were
designated to make exemption decisions; about 5 percent said that the full committee made
exemption decisions (Table 3.11). About a quarter (24.4 percent) of chairs and 38 percent of
administrators reported that IRB member reviewers made exemption decisions, and 8.5 percent
of chairs and 1.7 percent of administrators said that PIs made exemption decisions. Finally, 26.4
percent of chairs and 10.8 percent of administrators selected one or more of the “other”
categories, including Rapid Review Board, a subcommittee, or that it was determined on a caseby-case basis.
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Table 3.11. How Often Exempt Determination Is Made and Who Makes the Determination for
Potentially Exempt Protocols
Chair or
Chair/
Administrator

Administrator

Overall

N = 305

N = 266

N = 1,150

p

How often this IRB makes an exempt determination (%)
Educational settings and practices
Always

0.5
15.1

19.5

17.2

55.1
3.8

54.7
5.7

54.9
4.7
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20.1

23.2

10.9
58.8
7.8

20.3
51.5
7

15.6
55.2
7.4

22.6

21.2

21.9

14.8

17.7

16.2

41.4
8.5

45.3
8.7

43.2
8.6

35.2

28.3
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Always
Often
Half the time

24
33.5
3.9

39.6
24.9
1.2

31.9
29.2
2.5

Less than half the time

38.6

34.3

36.4

85.9
38

86.5
30.8

0.8
0.01

Often
Half the time
Less than half the time
Educational tests, surveys, public behavior
Always
Often
Half the time
Less than half the time
Existing data, documents, records, specimens
Always
Often
Half the time
Less than half the time
Taste and food quality evaluation

0.2

0.6

0.4

Who typically makes decisions for potentially exempt decisions (% Yes)
IRB chair or staff
86.9
IRB member reviewers
24.4
Full committee

6.4

3.5

5.1

0.2

PI
Other

8.5
26.4

1.7
10.8

5.3
19

0.001
0.0003

Expedited Protocols

Both chairs and administrators were asked about the categories of potentially expedited
protocols that their IRB receives for review, and their reports generally agreed, with one
exception.19 While 86.4 percent of chairs reported receiving protocols that might be expedited in
the “individual or group characteristics or behavior or research employing survey, interview, oral
history, focus group, etc.” categories, 95.3 percent of administrators reported receiving such
protocols. Overall, about 95.5 percent of chairs and administrators agreed that their IRBs receive
19

These questions were asking for perceptions about the types of protocols received. While some IRBs may have
record systems that would allow precise reports, we did not expect that most could or would query them for each of
these questions.
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protocols that might qualify for expedited review in the “existing data and specimens” category,
88 percent in “non-invasive clinical specimens from adults” category, 85.5 percent in “voice,
video, digital or image recordings” category, 73.9 percent in “venipuncture in limited amounts”
category, and 66.9 percent in “drugs and devices that do not require investigational exemptions”
category (Table 3.12).
Table 3.12. IRB Review of Studies That Might Qualify for Expedited Review
Chair or
Chair/Administrator
N = 305

Administrator
N = 266

Overall
N = 1,150

p

Does this IRB review studies that might qualify for the following expedited categories? (% Yes)
Non-invasive clinical data from adults

87.1

89.1

88.0

0.5

Venipuncture in limited amounts
Voice, video, digital or image recordings
Existing data and specimens

70.5
83.1
94

77.7
88.2
97.3

73.9
85.5
95.5

0.1
0.2
0.1

Drugs and devices, not investigational

68.4

65.2

66.9

0.5

Surveys, interviews, oral history, focus
groups, etc.

86.4

95.3

90.5

0.01

As shown in Table 3.13, being perceived to be eligible for approval in an expedited category
is no guarantee that a protocol will be approved in expedited review. Overall, between 17.1
percent and 42.3 percent of chairs and administrators responded that protocols potentially
eligible for expedited review were approved in expedited review less than half the time,
depending on the category. Compared with administrators, chairs tended to estimate higher
proportions of protocols in each category that were approved in expedited review less than half
the time. Protocols in the “existing data and specimens” and “individual or group characteristics
or behavior or research employing survey, interview, oral history, focus group, etc.” categories
were most likely to be approved in expedited review, whereas “drugs and devices that do not
require investigational exemptions” were least likely to be approved in expedited review.
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Table 3.13. Eligible Protocols Determined to Be Expedited, by Category (%)
Chair or
Chair/Administrator

Administrator

Overall

N = 305

N = 266

N = 1,150

18.8

30.4

24

Often

47

44.4

45.8

Half the time

4.8

7.1

5.8

29.5

18.1

24.4

p

Eligible protocols determined expedited by category (%)
Non-invasive clinical data from adults
Always

Less than half the time
Venipuncture in limited amounts

0.04

0.04

Always

14.4

30.7

22.2

Often
Half the time

46.9
4.7

41.1
6

44.1
5.3

33.9

22.1

28.4

Less than half the time
Voice, video, digital or image recordings
Always
Often
Half the time
Less than half the time
Existing data and specimens
Always
Often
Half the time
Less than half the time
Drugs and devices, not investigational
Always
Often
Half the time
Less than half the time
Surveys, interviews, oral history, focus
groups, etc.

0.1
18.4

25.7

21.8

48.2

53.8

50.8

4.2
29.2

4.5
16

4.3
23.1
0.004

22.3
49.5
7.6
20.6

37.3
47.4
2.4
12.9

29.1
48.6
5.2
17.1

9.8
32.8

17.9
41.6

13.3
36.6

6.4
51

9.5
31

7.8
42.3

0.0497

0.07

Always

18.3

27.4

22.7

Often
Half the time
Less than half the time

52.3
6.2
23.2

54.8
3.9
13.8

53.5
5.1
18.7

When asked who typically made the decisions, 85.5 percent of chairs and 74.7 percent of
administrators indicated that IRB chairs and staff made expedited decisions, whereas about 9.2
percent of chairs and 5.5 percent of administrators said that the full committee made expedited
decisions (Table 3.14). However, 36.2 percent of chairs and 63 percent of administrators
reported that IRB member reviewers made expedited decisions, and 5.5 percent of chairs and 1.8
percent of administrators said that PIs made expedited decisions. Finally, 26.4 percent of chairs
and 10.8 percent of administrators selected one or more of the “other” categories, including
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Rapid Review Board, a subcommittee, or that the decisionmaker was determined on a case-bycase basis.
Table 3.14. Who Typically Makes Expedited Decisions
Chair or
Chair/Administrator
N = 305
Individual or group regarded as having responsibility (%)

Administrator
N = 266

Overall
N = 1,150

p
0.01

PI

5.5

1.8

3.8

IRB chair or staff member

85.5

74.7

80.5

0.04

IRB member reviewer
Rapid Review Board

36.2
4.9

63.0
0.8

48.7
3.0

<0.0001
<0.02

Full committee
Determined on a case-by-case basis
Subcommittee/other

9.2
17.4
3.7

5.5
4.6
4.1

7.5
11.4
3.9

0.1
<0.001
0.8

What IRBs Should and Should Not Be Doing
IRBs have a very specific function: ensuring institutional compliance with the Common Rule
or other applicable federal regulations. However, they sometimes take on roles that are beyond
that function, and, indeed, institutions are free to implement additional protections for research
participants and to task the IRB with other functions, such as serving as a Health Insurance
Portability and Accountability Act (HIPAA) privacy board, flagging legal or risk management
issues in relation to projects, or monitoring compliance with the requirement to enter data on
ClinicalTrials.gov. We provided the chairs and administrators with a list of potential IRB
functions and asked them to indicate whether these functions were “official,” “unofficial,” or
“not a function” of their IRB. Results are shown in Table 3.15.
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Table 3.15. What IRBs Are Expected to Do (%)
Chair/
Administrator

Administrator

Overall

N = 305

N = 266

N = 1,150

Review protocols per OHRP regulations
Official function
Unofficial function

99.5
0.2

99.4
0.6

99.5
0.4

Not a function

0.3

0

0.2

Review ethical issues for projects involving research
participants who are not defined as human subjects
Official function
Unofficial function
Not a function
Act as a HIPAA privacy board
Official function
Unofficial function
Not a function
Coordinate with other IRBs for multisite projects
Official function
Unofficial function
Not a function
Refer projects for legal or risk management review
Official function
Unofficial function
Not a function
Review and approve data security procedures
Official function
Unofficial function
Not a function
Provide education and guidance on ethical issues
Official function
Unofficial function

<.0001
27.4

50.8

38.2

25.1
47.5

24.2
25

24.7
37.1
0.0003

36.7

59.3

47.2

17.6

11.6

14.8

45.6

29.1

38

72.1
16

82.1
10.6

76.7
13.5

11.9

7.3

9.8

48.5

46.6

47.6

32.5
19

37
16.4

34.6
17.8

0.1

0.7

0.0002
69

49

59.8

15.1
15.8

33.1
17.9

23.4
16.8
0.01

67.9
28.6

77.6
16.8

72.4
23.2

3.5

5.6

4.5

Official function

47.5

35.6

42

Unofficial function
Not a function

43.5
9

52.9
11.6

47.8
10.2

Not a function
Assist PIs in designing or revising protocols

Monitor compliance with requirements to enter
projects in ClinicalTrials.gov
Official function
Unofficial function
Not a function
Review projects’ adherence to general transparent,
open, and reproducible research practices
Official function
Unofficial function
Not a function

p
p < 0.0001

0.1

0.4
29.9

26.6

28.4

14.3

19.6

16.7

55.8

53.9

54.9
0.005

46

28.3

37.9

25.1
28.9

29.9
41.9

27.3
34.8
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Views of IRB Official Functions
Not surprisingly, both chairs and administrators viewed reviewing projects according to
OHRP regulations as the official function of their IRBs (99.5 percent of chairs and 99.4 percent
of administrators), followed by coordinating with other IRBs for multisite projects (72.1 percent
of chairs and 82.1 percent of administrators) and providing education and guidance on ethical
issues (67.9 percent of chairs and 77.5 percent of administrators). Chairs were more likely than
were administrators to say that reviewing and approving data security procedures (69 percent
versus 49 percent), assisting PIs in designing or revising protocols (47.5 percent versus 35.6
percent), and reviewing projects’ adherence to general transparent, open, and reproducible
research practices (46 percent versus 28.3 percent) were official functions of their IRBs.
Administrators were more likely than chairs to say that acting as a HIPAA privacy board (59.3
percent versus 36.7 percent) and reviewing ethical issues for projects involving research
participants who are not defined as human subjects (50.8 percent versus 27.4 percent) were
official functions of their IRBs. Over half the chairs (55.8 percent) and administrators (53.9
percent) indicated that monitoring compliance with requirements to enter projects in
ClinicalTrials.gov was not a function of their IRB, that their IRB did not act as a HIPAA privacy
board (45.6 percent of chairs and 25 percent of administrators), and that they did not undertake
review of ethical issues for projects involving research participants who are not defined as
human subjects (47.5 percent of chairs and 29.1 percent of administrators).
Role of IRB in Ensuring Diversity
We asked whether IRBs should be playing a key role in ensuring diversity among study
participants in terms of gender, ethnicity, and language skills. While 61.8 percent of chairs, 69.8
percent of administrators, and 61.1 percent of members agreed with this statement, only 11.9
percent of administrators strongly agreed, in contrast with 21.4 percent of chairs and 21.7 percent
of members (Table 3.16).
Table 3.16. Perceptions of IRB Role in Ensuring Diversity
Chair or
Chair/Administrator
Administrator
Member
Overall
IRBs should play a key role in ensuring diversity among study participants in terms of gender, ethnicity, and
language skills
Strongly disagree
4.9
5.4
8.6
7.4
Disagree

33.3

34.9

30.3

31.5

Agree
Strongly agree

40.4
21.4

48.2
11.6

39.4
21.7

40.9
20.1
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p
0.02

Views on IRB Efficiency, Process, and Effectiveness
We asked IRB chairs, administrators, and members to evaluate IRB effectiveness, efficiency,
and process by presenting them with statements and asking them to select among four responses:
strongly agree, agree, disagree, or strongly disagree.
Chairs, administrators, and members showed few statistically significant differences in their
responses to these questions (Table 3.17).
Table 3.17. Opinions About Performance of This IRB
Chair or
Chair/Administrator

Administrator

Member

Overall

N = 305

N = 266

N = 579

N = 1,150

This IRB protects the rights and welfare of human subjects (%)
Strongly disagree
0.6
0.3
Disagree
0.1
0
Agree
Strongly agree

0.2
0

0.3
0

7.3
92

15.2
84.5

14
85.8

13
86.7

This IRB runs with reasonable efficiency (%)
Strongly disagree
0.6

0.3

0.3

0.3

2
41.8
55.8

3.2
36.4
60.1

2.6
37.6
59.5

Disagree
Agree
Strongly agree

0.4

0.6
38.4
60.4

This IRB gets into areas that are not appropriate to its function (%)

0.8

Strongly disagree
Disagree
Agree

30.4
57.9
10.1

27.5
56.3
14.2

32.9
53.9
11.8

31.6
55
11.9

Strongly agree

1.5

2

1.4

1.5

53.4

55.1

This IRB has difficulty handling some types of research because of bias (%)
Strongly disagree
59.9
56.9
Disagree

36.9

39.5

0.4
41

Agree
2.8
3.3
4.4
Strongly agree
0.3
0.3
1.3
This IRB has difficulty handling some types of research because of lack of expertise (%)

40
3.9
0.9
0.1

Strongly disagree
Disagree

35.9
41.9

39.6
43.2

36.3
46

36.7
44.8

Agree

21.9

16.9

15.3

16.7

Strongly agree

0.4

0.3

2.5

1.8

This IRB’s reviews improve the scientific quality of research done on human subjects (%)
Strongly disagree
1.7
1.2
1.8
Disagree
10.2
10
9.8
Agree
Strongly agree

p
<.0001

56.9
31.2

61.1
27.7

48.3
40.2

0.1
1.7
9.9
51.8
36.6

Almost all chairs, administrators, and members either strongly agreed (86.7 percent overall)
or agreed (13 percent overall) that their IRB protected the rights and welfare of human subjects
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and that their IRB’s reviews improved the scientific quality of research done on human subjects.
Most also strongly agreed (83 percent) or agreed (16.4 percent) that their IRB viewed protection
of human subjects as its primary function and strongly agreed (59.5 percent overall) or agreed
(37.6 percent overall) that their IRB ran with reasonable efficiency. Only 13.9 percent agreed or
strongly agreed that their IRB got into areas that were not appropriate to its function, while 55
percent disagreed, and 31.6 percent strongly disagreed.
Most strongly agreed (55.4 percent) or agreed (43.5 percent) that their IRB closely follows
OHRP guidelines when reviewing protocols and strongly agreed (53.6 percent) or agreed (44.5
percent) that IRB members and staff are very knowledgeable about IRB procedures and federal
policy. Members were more inclined to strongly agree (57.6 percent) than were chairs (47.4
percent) or administrators (45.8 percent). Most agreed that their IRB views its role as being a
PI’s ally rather than as being a hurdle to clear (42.6 percent strongly agreed, and 56 percent
agreed).
Only a minority agreed or strongly agreed that their IRB had difficulty handling some types
of research because of lack of expertise (18 percent overall), whereas 36.7 percent strongly
disagreed. Overall, only 4.8 percent agreed or strongly agreed that their IRB had difficulty
handling some types of research because of bias. Nearly all strongly agreed (44.7 percent) or
agreed (49.5 percent) that their IRB recognized when it lacked sufficient expertise to evaluate a
protocol and would seek an outside evaluator. They strongly agreed (25.8 percent) or agreed (69
percent) that their IRB was open to reversing decisions (i.e., was willing to carefully listen to PI
appeals and that their IRB was open to diverse approaches in conducting research (35.9 percent
strongly agreed, and 61.3 percent agreed).
In terms of consistency, nearly all strongly agreed (46.8 percent) or agreed (50.2 percent) that
if a protocol was reviewed again, their IRB would make the same determination made initially;
38.3 percent strongly agreed and 57.5 percent agreed that other IRBs would make the same
determination made by their IRB if they reviewed the same protocol; and 40 percent strongly
agreed or agreed (56 percent) that the use of SOPs helps their IRB to make consistent decisions.
We asked chairs and administrators how willing their IRB was to defer review to another
IRB. Only 15 percent of chairs and 13.7 percent of administrators said that they were not very
willing or would never do this, while 39.2 percent of chairs and 46.7 percent of administrators
said that they were very willing to do this.
Usefulness of Resources
We asked chairs, administrators, and members to rate the utility of various human subjects
protection resources in fulfilling IRB responsibilities, asking them to rate these resources as not
useful, somewhat useful, or very useful, or to say they were not familiar with the resource (Table
3.18). Rated most useful overall were the DHHS Regulations for the Protection of Human
Subjects (45 CFR 46), with 97.4 percent overall saying they were very or somewhat useful, 76.5
percent overall saying they were very useful, and 90.6 percent of administrators saying that they
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were very useful. Second was model consent form(s) or consent form checklists, which were
rated as very useful by 76.8 percent overall and as somewhat or very useful by 95.3 percent.
Their own institution’s SOPs were rated as somewhat or very useful by 92.1 percent overall and
as very useful by 82.5 percent of administrators, 73.5 percent of chairs, and 65.8 percent of
members. The Belmont Report was rated as somewhat or very useful by 90.8 percent overall,
with 59.9 percent of members rating it as very useful, compared with 56 percent of chairs and
50.8 percent of administrators. The protocol content checklist was rated as somewhat or very
useful by 88.6 percent overall.
The OHRP website was rated as very useful by 61.3 percent of administrators, 45.7 percent
of chairs, and 33.6 percent of members, while 17.4 percent of members said that they were not
familiar with it. Similarly, the OHRP Human Subject Regulations Decision Charts were rated as
very useful by 57.8 percent of administrators, 42.6 percent of chairs, and 33 percent of members,
while 31.7 percent of members were not familiar with this resource. Finally, the Secretary’s
Advisory Committee on Human Research Protections (SACHRP) Recommendations and
Guidance were rated as very useful by only 13.6 percent overall and as somewhat useful by 27.1
percent. Most members (64.3 percent), 43.5 percent of chairs, and 15.3 percent of administrators
were not familiar with this resource.
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Table 3.18. Usefulness of Resources and References
Chair or
Chair/Administrator

Administrator

N = 305
N = 266
DHHS Regulations for the Protection of Human Subjects (45 CFR 46)
Not useful
1
0.3

Member

Overall

N = 579

N=
1,150

p
<.0001

0.3

0.4

Somewhat useful

16.2

8.4

25.1

20.9

Very useful
Not familiar with this resource

81.6
1.2

90.6
0.7

71.9
2.8

76.5
2.2

The Belmont Report
Not useful

7

6.1

5

5.5

Somewhat useful
Very useful

36.8
56

42.8
50.8

29.7
59.9

33
57.8

Not familiar with this resource

0.2

0.3

5.4

3.7

1.8
28.5

1.3
20.4

1.8
15.4

1.7
18.5

Very useful
Not familiar with this resource
Protocol content checklist
Not useful

67.1
2.6

76.5
1.8

79.4
3.4

76.8
3

3

5.1

3.4

3.6

Somewhat useful
Very useful
Not familiar with this resource

26.3
66.2
4.6

21.9
65.7
7.2

20.1
67.7
8.8

21.5
67.1
7.8

2.8
22.9
73.5

1.4
15.4
82.5

3.7
23.8
65.8

3.1
22.3
69.8

0.9

0.7

6.7

4.8

7.7

2.2

7.2

6.5

41.2

35.6

41.8

40.7

Very useful
45.7
Not familiar with this resource
5.4
OHRP Human Subject Regulations Decision Charts

61.3
1

33.6
17.4

40.1
12.7

5.5
43.3
42.6

5.9
32.5
57.8

6.1
29.1
33

6
32.2
38.6

8.6

3.9

31.7

23.2

Not useful
Somewhat useful

7.7
32.6

8.2
54.8

5.5
19.2

6.3
27.1

Very useful
Not familiar with this resource

16.3
43.5

21.8
15.3

11
64.3

13.6
52.9

<.0001

Model consent form(s) or consent form checklists
Not useful
Somewhat useful

This institution’s SOPs
Not useful
Somewhat useful
Very useful
Not familiar with this resource
OHRP’s website
Not useful
Somewhat useful

Not useful
Somewhat useful
Very useful
Not familiar with this resource
SACHRP Recommendations and Guidance
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0.06

0.3

<.0001

<.0001

<.0001

<.0001

Familiarity with and Expectations About Common Rule Changes
Familiarity with the Revised Common Rule
Administrators expressed greater familiarity with the Revised Common Rule than did chairs
or members: Whereas 26.1 percent of administrators said they were extremely familiar and 48.9
percent said they were very familiar with the Revised Common Rule, only 7.1 percent of chairs
said they were extremely familiar, and 38.7 percent said they were very familiar. Only 2.7
percent of members said they were extremely familiar, and 18.1 percent said they were very
familiar. However, only 10.8 percent of chairs, 3.4 percent of administrators, and 12.1 percent of
members said they were not very familiar or not familiar at all with the Revised Common Rule.
Sources of Information
Whereas administrators cited OHRP (41.9 percent) and PRIM&R (34.7 percent) as their
main sources of information about the Revised Common Rule, 29.5 percent of chairs and 64.3
percent of members cited their own IRB as primary sources of information, while 31.9 percent of
chairs and 18.4 percent of members cited OHRP. PRIM&R was cited by 15.7 percent of chairs
and 10.5 percent of members as a source of information. Less frequently cited were NIH or
another federal agency (4.6 percent) overall or their own organization or university (8.4 percent
overall).
Expected Effects of the Revised Common Rule
In terms of expected effects, we asked about effects on efficiency and on protections for
human subjects in relation to six key changes in the Common Rule:
•
•
•
•
•
•

new exempt categories, such as benign behavioral interventions or specimens collected
under broad consent
no continuing review for studies approved in expedited review
new expedited categories that may reduce requirements for full committee review
reliance on a single IRB for multisite cooperative research
changes in informed consent requirements requiring a concise and focused presentation
of key information
requirement to post consent forms on a government website.

Expected Gains in Efficiency with the Revised Common Rule

In terms of gains in efficiency, the largest gains in efficiency were expected from the change
to “no continuing review of studies approve in expedited review” and from new expedited
research categories that may reduce the requirement for full committee review when announced
(Table 3.19). Chairs, administrators, and members also expected gains in efficiency from new
exempt categories, such as benign behavioral interventions or specimens collected under broad
consent. Overall, 86.1 percent expected that both these changes would make their IRB a lot more
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efficient or somewhat more efficient. Sixty-four percent thought that reliance on a single IRB for
multisite cooperative research would make their IRB more efficient, and 55.3 percent said that
changes in informed consent requirements necessitating a concise and focused presentation of
key information would make their IRB more efficient. Only 17.2 percent said that the
requirement to post consent forms on a government website would make their IRB more
efficient, and 37.1 percent thought it would make their IRB less efficient.
Chairs and members were significantly more optimistic than administrators about likely
gains in efficiency from most of these changes. For example, while 23.1 percent of chairs and
31.6 percent of members thought that the single IRB requirement would make their IRB a lot
more efficient, only 8 percent of administrators expressed this view, and 24 percent of
administrators thought it would make their IRB less efficient, contrasted with 11.4 percent of
chairs and 9.4 percent of members.
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Table 3.19. Expected Effects of Revised Common Rule Changes on Efficiency of IRB
Chair or
Chair/Administrator

Administrator

Member

Overall

N = 305

N = 266

N = 579

N = 1,150

New exempt categories, such as benign behavioral interventions or specimens collected under broad
consent (%)
A lot more efficient

18.9

9.9

24

20.9

Somewhat more efficient
No change

50.1
26.9

38.1
36.9

53.1
20.3

50.2
24.1

15

2.6

4.8

Less efficient
4.1
No continuing review for studies approved in expedited review (%)

0.04

A lot more efficient
Somewhat more efficient

43.7
44.7

37.1
42

44.2
42.9

43
43.1

No change
Less efficient

9.3
2.3

12.1
8.8

9.3
3.6

9.7
4.2

New expedited research categories that may reduce the requirements for full committee review when
announced (%)
A lot more efficient
Somewhat more efficient
No change

32
53
12.9

Less efficient
2.2
Reliance on a single IRB for multisite cooperative research (%)
A lot more efficient
23.1
Somewhat more efficient

42

15
56.3
22.9

38.4
51.5
7.8

33.6
52.5
11.1

5.9

2.3

2.8

8

31.6

26.4

25.4

39.2

37.6
24
12.1
<.0001

A lot more efficient
Somewhat more efficient
No change

18.9
33
30.5

2.9
20.2
42.6

25.3
38.5
26.1

20.6
34.7
29.4

Less efficient

17.7

34.3

10.1

15.3

0.8
5.2

6.6
13.8

5.1
12.1

44.7
49.3

46.7
32.9

45.6
37.1

No change
Less efficient

42.5
42.0

<.0001

<.0001

No change
23.4
42.4
19.8
Less efficient
11.4
24.2
9.4
Changes in informed consent requirements requiring a concise and focused presentation of key
information (%)

Requirement to post consent forms on a government website (%)
A lot more efficient
3.4
Somewhat more efficient
12.1

p
<.0001

<.0001

Expected Changes in Protection for Human Subjects

About 83 percent of chairs, administrators, and members expected that the new exempt
categories, the elimination of continuing review for expedited studies, new expedited categories,
and reliance on a single IRB would result in no change or in weakened protection for human
subjects. About 31 percent of respondents thought the elimination of continuing review and
reliance on a single IRB would weaken protections. Administrators were significantly more
likely to say that the changes would weaken protections. About 66 percent thought that
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requirements to post consent forms on a government website would result in no change in
protections, and about 28 percent thought these requirements would strengthen protections.
Overall, 15 percent thought that changes requiring a concise and focused presentation of key
information would make protections a lot stronger, and 48.4 percent thought that the changes
would make protections somewhat stronger. Members were most optimistic about this (67.1
percent expected a lot or somewhat stronger protections), whereas 63 percent of chairs and only
46.6 percent of administrators expected stronger protections (Table 3.20).
Table 3.20. Expected Effects of Revised Common Rule Changes on Protections for Human
Subjects
Chair or
Chair/Administrator
Administrator
Member
Overall
N = 305
N = 266
N = 579
N = 1,150
New exempt categories, such as benign behavioral interventions or specimens collected under broad
consent (%)
A lot stronger
3.2
1.7
5.5
4.5
Somewhat stronger
9
9.4
14.4
12.6
No change
75.5
72.3
64.1
67.5
Weaken protections
12.3
16.6
16
15.4
No continuing review for studies approved in expedited review (%)
A lot stronger
3.1
1.6
5.2
4.3
Somewhat stronger
7
5.4
10.2
8.9
No change
57.1
50.8
56.1
55.5
Weaken protections
32.8
42.2
28.4
31.4
New expedited research categories that may reduce the requirements for full committee review when
announced (%)
A lot stronger
3.6
1.9
7.2
5.7
Somewhat stronger
9.8
8.7
12.4
11.3
No change
62.7
74.8
59
62.1
Weaken protections
23.8
14.6
21.4
20.8
Reliance on a single IRB for multisite cooperative research (%)
A lot stronger
3.2
1.6
7.4
5.7
Somewhat stronger
10.1
6.4
13
11.5
No change
55
52.6
50.2
51.4
Weaken protections
31.7
39.5
29.4
31.4
Changes in informed consent requirements requiring a concise and focused presentation of key
information (%)
A lot stronger
10.4
7.3
18
15
Somewhat stronger
53.6
39.3
49.1
48.4
No change
30.3
48.2
28.8
32.1
Weaken protections
5.6
5.1
4.1
4.5
Requirement to post consent forms on a government website (%)
A lot stronger
2.1
2.4
5.1
4.1
Somewhat stronger
24.9
16.4
24.7
23.5
No change
69.4
75.4
65.6
67.8
Weaken protections
3.6
5.8
4.5
4.6
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p
0.02

0.01

0.003

0.001

<.0001

0.05

Expected Changes from Implementing Requirement to Use Single IRB for Multisite Studies

We asked about specific concerns in relation to implementing the requirement to use a single
IRB for multisite studies. Most chairs, administrators, and members expressed major or moderate
concerns. Overall, 81 percent expressed major or moderate concerns about the allocation of
authority and responsibility across sites, with 40.7 percent of administrators saying it was a
major concern, contrasted with 33.6 percent of chairs and 28.9 percent of members. Seventy-nine
percent expressed major or moderate concern about their liability, HIPAA compliance, and other
institutional requirements: 57.7 percent of administrators said it was a major concern, in contrast
with 35.1 percent of chairs and 25.6 percent of members. Similarly, reporting and tracking
adverse events across sites was regarded as a major or moderate concern by 77.8 percent overall
and was a major concern for 41.5 percent of administrators, 33 percent of chairs, and 26 percent
of members.
Whether a central IRB would provide support to all PIs was a major concern for 31.5 percent
and a moderate concern for 46.3 percent overall, with no significant differences among the
groups. How a central IRB would consider local knowledge from the sites was a major concern
for 36.7 percent overall and a moderate concern for 49.8 percent, with no significant differences
among the groups. The amount of time for conducting reviews was regarded as less of a concern:
19.1 percent responded that it was a major concern, and 40.4 percent responded that it was a
moderate concern, with no significant differences among the groups (Table 3.21).
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Table 3.21. Concerns About Use of Single IRBs for Multisite Studies
Chair or
Chair/Administrator
N = 305
Allocation of authority and responsibilities across sites (%)
Major concern
33.6

Administrator

Member

Overall

N = 266

N = 579

N = 1,150

40.7

24.8

28.9

Moderate concern

47.9

43.7

55.3

52.1

Not a concern

18.6

15.5

19.9

19

35

36.7

52.2
12.8

49.8
13.4

How the central IRB will take into account local knowledge from the sites (%)
Major concern
41.7
38.3
Moderate concern
Not a concern

46.2
12.1

44
17.7

0.3

Whether a central IRB will provide support to all PIs (%)
Major concern
Moderate concern
Not a concern
Amount of time for conducting reviews (%)
Major concern
Moderate concern
Not a concern

0.5

29.1

34.9

31.4

31.5

50.8
20.1

46.6
18.5

45
23.7

46.3
22.2
0.06

22.2
43.9
33.9

18.2
37.7
44.1

19.1
40.4
40.5

19.9
47.5
32.6

41.5
39.5
19

26
49.6
24.4

29.7
48.1
22.2

Your liability, HIPAA compliance, and other institutional requirements (%)
Major concern
35.1
57.7

25.6

32.3

Reporting and tracking of adverse events across sites (%)
Major concern
33
Moderate concern
49.9
Not a concern
17.1

Moderate concern
Not a concern
Reporting adverse events to OHRP (%)
Major concern
Moderate concern
Not a concern

p
0.01

0.01

<.0001

47.6

34.6

49.5

46.8

17.3

7.6

25

20.9
0.001

12.1
51.5

24.3
49

12.9
42.8

14.5
45.3

36.5

26.7

44.3

40.2
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4. Results of Principal Investigator Surveys

Principal Investigator Characteristics
Prior studies have found that PIs are often critical of the IRB review process, observing that
completing forms and interacting with the IRB is time-consuming, the IRB process itself takes
time, and IRBs sometimes require changes in study protocols that make the study more
challenging and expensive to conduct and/or undermine the scientific value of the study.15 As
part of the current study, we wanted to obtain the views of PIs participating in NIH-sponsored
research that required IRB review.
We described the process of identifying and sampling PIs in Chapter 2. From a sample of
2,000 funded studies, we obtained completed surveys from 349 PIs, an estimated 40.1 percent of
the eligible PIs.20 Table 4.1 describes the characteristics of the sample we obtained.
Nearly all PIs (98.6 percent) had a Ph.D. or other professional degree and ranged in age from
30 to over 60, with most (69.1 percent) between the ages of 40 and 60. A majority (57 percent)
of the PIs were male. Only 3.8 percent of PIs indicated being of Hispanic, Latino, or Spanish
origin. Most (74.3 percent) said they were white, 1.7 percent said they were black or African
American, 0.6 percent said they were American Indian or Alaskan Native, 21 percent said they
were Asian, and 3.8 percent indicated “other.”

20 This response rate was calculated using the American Association for Public Opinion Research RR3 formula
(American Association for Public Opinion Research, undated).
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Table 4.1. Characteristics of Survey Respondents
PIs
(N = 349)

Characteristics
Education (%)
Master’s degree

1.4

Ph.D. or professional degree
Age (%)

98.6

30–39

15.5

40–49

39.9

50–59
60+

29.2
15.5

Gender
Male (%)
Q50. Are you of Hispanic, Latino, or Spanish origin? (% Yes)

57
3.8

Q51a. Are you white? (% Yes)
Q51b. Are you black or African American? (% Yes)
Q51c. Are you American Indian or Alaskan Native? (% Yes)

74.3
1.7
0.6

Q51d. Are you Asian? (% Yes)

21

Q51e. Are you Native Hawaiian or Pacific Islander? (% Yes)
Q51f. Are you other? (% Yes)

0
3.8

Principal Investigator Perceptions of IRB Review Characteristics
Numbers and Types of Protocols Reviewed
PIs stated that they had submitted a mean of 5.1 protocols to an IRB in the past five years.
The most commonly selected areas of research were biomedical sciences (43 percent), clinical
sciences (18.3 percent), and behavioral sciences (16.1 percent), followed by epidemiology (8.6
percent), social sciences (8.6 percent), and other (5.4 percent) (Table 4.2).
Table 4.2. Investigator Perceptions of Numbers and Types of Protocols Submitted
Category of Research
Clinical sciences

%
18.3

Biomedical sciences

43

Epidemiology

8.6

Social sciences
Behavioral sciences

8.6
16.1

Other

5.4

Number of protocols submitted past 3 years
Mean (SD)
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5.1 (6.2)

What Do Principal Investigators Say, Overall, About Their IRBs?
Review Processes: Determination of Exemption
Most PIs (59.7 percent) reported that their IRB staff made determinations of exemption from
review. A minority (37.8 percent) reported that the investigator self-determined the exempt status
and the IRB routinely confirmed these determinations, and an even smaller minority—only 2.6
percent—reported that the PIs made the exempt determination and the IRB was not involved.
Review Processes: Attendance at IRB Meetings
Just under half (46.1 percent) of the PIs reported that they were allowed to attend IRB full
committee meetings at their institutions, and 19.2 percent reported having attended one in the
past 12 months for review of a protocol they submitted (Table 4.3).
Table 4.3. Principal Investigator Perceptions of IRB Review Processes
IRB Protocol Activity and Attitudes

%

Determinations for potentially exempt protocols (%)
Investigators submit protocol, IRB staff determines
Investigators self-determine, IRB staff confirms

59.7
37.8

Investigators self-determine, no IRB involved
Investigator participation in IRB review (%)
Allowed to attend and speak at full committee meetings

46.1

Attended meeting last 12 months for your protocol

19.2

How willing IRBs are to defer to another IRB (%)
Very willing
Somewhat willing
Not very willing
Never willing
Don’t know, don’t do multisite studies

2.6

14
22.4
12
3.2
48.4

Review Processes: Problems Experienced
A minority of PIs reported perceived problems obtaining IRB reviews of their protocols.
These problems (as they defined them) included difficulties obtaining necessary information for
preparing protocols for IRB review (21 percent), receiving what they believed were arbitrary or
unjustified disapprovals (10.1 percent), and experiencing excessive delays (37 percent) (Table
4.4).
A minority of the PIs (15.8 percent) reported not pursuing research opportunities because of
concerns about IRB review, while a smaller proportion (4.9 percent) reported potential research
partners or funders who had not collaborated because of IRB concerns (Table 4.4).
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Table 4.4 Problems Obtaining or Completing IRB Reviews
PIs
(N = 349)

Types of Problems
Difficulty obtaining information for IRB review (% Yes)

21

Arbitrary or unjustified disapproval (% Yes)

10.1

Excessive delays (% Yes)
Research opportunities you chose not to pursue (% Yes)

37
15.8

Potential partners not collaborating with you (% Yes)

4.9

Experience with Most Recent Protocol Submitted
We specifically asked PIs to answer a group of questions about the most recent protocol they
had submitted and for which they had received an IRB determination (Table 4.5). Most (79.3
percent) had submitted a protocol funded by NIH, while 5.5 percent were funded by another
government agency. Only 8.6 percent had no funding, and 6.6 percent had funding from some
other source, such as private industry or a philanthropic organization. The PIs reported that 96.3
percent of the protocols had received IRB approval.
Responding to questions about the process of IRB review, the PIs reported that the review
took a mean of 46.3 (± 39.7) calendar days from submission to a final determination, or a little
over six weeks. Most (73.4 percent) reported modifying the protocol during the review process,
and, of those, nearly half (45.7 percent) reported modifying it once, 11.4 percent modified it
twice, 33.5 percent modified it three times, and 9.4 percent reported modifying it four or more
times. Among those who made modifications, the most commonly modified elements of the
protocol were the consent process or materials (63.8 percent), followed by the plan for subject
privacy and confidentiality (20.1 percent) and data safeguarding or management procedures
(18.9 percent). Scientific design was modified in 12.2 percent of the protocols, and incentives
provided to subjects were modified in 7.9 percent. Conflict of interest was modified in 3.9
percent, and 18.1 percent reported other kinds of modifications.
We asked about the perceived effects of these modifications on protections for human
subjects, on the scientific benefit of the study, and on cost and timing. Although 37.7 percent
reported that protection for subjects was strengthened, most (60.9 percent) reported no change,
and a small fraction (1.4 percent) reported weakened protections. Most (87.8 percent) reported
no effect on scientific benefit, but 9.3 percent reported that it was strengthened, and 2.9 percent
reported that it was weakened. A majority (52.5 percent) reported that the modifications resulted
in either reduced cost and time delay or little cost and time delay for the project, while about a
third (35.7 percent) reported some costs and time delays. Only 11.9 percent reported
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considerable or extensive project costs and time delays associated with protocol modifications
during the IRB review process.21
Table 4.5. Principal Investigator Experiences
PIs
(N = 349)
Funder of most recent protocol (%)
NIH
Other government
No outside funding
Other
Was your most recently submitted protocol with a final
determination approved by this IRB? (% Yes)
Days elapsed from submission to determination
Mean (SD)
Number of IRBs that reviewed protocol
Mean
Modified proposal based on IRB review (% Yes)
Number of times protocol was modified for IRB (%):
Once
Twice
Three times
Four or more times
Protocol elements modified (%):
Consent process or materials
Conflict of interest
Subject privacy/data confidentiality
Data safeguarding or management
Scientific design
Incentives provided to subjects
Other
Protections for human subjects (%):
Strengthened
No effect
Weakened
Scientific benefit (%):
Strengthened
No effect
Weakened
Effect on costs and timing (%):
Extensive project costs and time delays
Considerable project costs and time delays
Some project costs and time delays
Reduced or little cost and delay

21

79.3
5.5
8.6
6.6
96.3

46.3 (39.7)
1.3 (1)
73.4
45.7
11.4
33.5
9.4
63.8
3.9
20.1
18.9
12.2
7.9
18.1
37.7
60.9
1.4
9.3
87.8
2.9
3.2
8.7
35.7
52.5

IRB review can result in reduced costs if, for example, planned procedures are streamlined or eliminated as a
result of the review.
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Investigator Perceptions of What IRBs Should and Should Not Be Doing
Perceived Roles of IRBs
To assess perceptions that IRBs are susceptible to “mission creep,” PIs were then asked
about what they thought should—and should not—be the official and unofficial functions of an
IRB. As shown in Table 4.6, the most commonly cited official functions were reviewing
protocols per OHRP regulations (92.3 percent), coordinating with other IRBs for multisite
projects (77 percent), reviewing and approving data security procedures (67.9 percent), providing
education and guidance on ethical issues (57.4 percent), and reviewing ethical issues for projects
involving research participants who were not defined as human subjects (52.3 percent).
The most commonly reported tasks that PIs said should not be a function of IRBs were
reviewing projects’ adherence to general transparent, open, and reproducible research practices
(35.2 percent); assisting PIs in designing or revising protocols (31.1 percent); reviewing ethical
issues for projects involving research participants who were not defined as human subjects (28.1
percent); and referring projects for legal or risk management review (24.2 percent). However,
most PIs believed all these tasks should be either official or unofficial functions of IRBs.
Regarding the role of IRBs in ensuring diversity among study participants, 5.8 percent of PIs
strongly agreed that IRBs should play a key role in ensuring diversity among study participants
in terms of gender, ethnicity, and language skills; 29.2 percent agreed that they should; 46.2
percent disagreed; and 18.8 percent strongly disagreed.
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Table 4.6. Investigator Perceptions of Appropriate Functions of IRBs
PIs
N = 349

IRB Functions
Review protocols per OHRP regulations (%)
Official function

92.3

Unofficial function
Not a function

3.9
3.9

Review ethical issues for projects involving research participants who are not defined as
human subjects (%)
Official function
52.3
Unofficial function

19.6

Not a function

28.1

Coordinate with other IRBs for multisite projects (%)
Official function

77

Unofficial function

16

Not a function

7

Refer projects for legal or risk management review (%)
Official function

44.5

Unofficial function
Not a function
Review and approve data security procedures (%)
Official function

31.3
24.2

Unofficial function
Not a function
Provide education and guidance on ethical issues (%)

17.5
14.6

Official function
Unofficial function
Not a function
Assist PIs in designing or revising protocols (%)

57.4
32.7
9.9

67.9

Official function

36.6

Unofficial function
Not a function

32.3
31.1

Review projects’ adherence to general transparent, open, and reproducible research
practices (%)
Official function

38.1

Unofficial function

26.7

Not a function
35.2
IRBs should play a key role in ensuring diversity among study participants in terms of
gender, ethnicity, and language skills.
Strongly disagree
18.8
Disagree
Agree
Strongly agree

46.2
29.2
5.8
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Principal Investigator Views on IRB Efficiency, Process, and Effectiveness
Mirroring the questionnaires for IRB chairs, administrators, and members, we elicited PIs’
views of IRB effectiveness, efficiency, and process. Results are shown in Table 4.7. Most PIs
(93.3 percent) agreed or strongly agreed that their IRB protects the rights and welfare of human
subjects. A majority (52.7 percent) agreed or strongly agreed that their IRB improves the
scientific quality of research on human subjects. Most PIs agreed or strongly agreed that their
IRB views protection of human subjects as its primary mission (94.3 percent). A majority agreed
or strongly agreed that their IRB ran with reasonable efficiency (71.4 percent). Finally, a
minority (40.9 percent) agreed that their IRB gets into areas that are not appropriate to its
function.

Principal Investigator Views on General IRB Processes
Most PIs agreed or agreed strongly that their IRB closely follows OHRP guidelines when
reviewing research (94.2 percent) and that the chair, members, and staff were knowledgeable
about IRB procedures and federal policy (90.9 percent). Nearly two-thirds agreed or strongly
agreed that the IRB views its role as being an PI’s ally rather than as a hurdle to clear (65
percent).
In terms of reviewing new or different types of research, 40.9 percent agreed or strongly
agreed that their IRB has difficulty handling some types of research because of lack of expertise,
and 23.8 percent attributed difficulty in reviewing to bias. However, 73.3 percent agreed or
strongly agreed that their IRB recognized when it lacked expertise and would seek an outside
evaluator, 71.7 percent agreed or strongly agreed that their IRB was open to innovative
approaches for conducting research, and 72.5 percent agreed or strongly agreed that their IRB
was open to reversing earlier decisions (i.e., willing to carefully listen to PIs’ appeals).
In terms of consistency, 84.6 percent agreed or strongly agreed that their IRB would make
the same determination if the same project were reviewed again or if a project with the same
characteristics were reviewed, and 82.5 percent agreed that another IRB would make the same
determination if it reviewed the same protocol.
A majority (72.9 percent) agreed or strongly agreed that the use of SOPs helped their IRB to
make consistent decisions.
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Table 4.7 Investigator Opinions About Performance, Process, and Effectiveness
Performance, Process, and Effectiveness Issues

PIs (%)
(N = 349)

This IRB protects the rights and welfare of human subjects
Strongly disagree

2.9

Disagree
Agree

3.8
41.3

Strongly agree
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This IRB runs with reasonable efficiency
Strongly disagree
Disagree
Agree

7.8
20.8
46.8

Strongly agree
This IRB gets into areas that are not appropriate to its function
Strongly disagree
Disagree

24.6

Agree
Strongly agree
This IRB has difficulty handling some types of research because of bias

29.5
11.4

Strongly disagree
Disagree
Agree
Strongly agree

10.5
48.5

25.8
50.4
18.5
5.3

This IRB has difficulty handling some types of research because of lack of expertise
Strongly disagree
16.6
Disagree
42.9
Agree
30.6
Strongly agree
9.9
This IRB’s reviews improve the scientific quality of research done on human subjects (%)
Strongly disagree
Disagree
Agree

13.7
33.5
43.7

Strongly agree

9

This IRB’s chair, members, and staff are very knowledgeable about IRB procedures and
federal policy (%)
Strongly disagree
Disagree

1.2
7.9

Agree

61.8

Strongly agree
29.1
This IRB recognizes when it lacks sufficient expertise to evaluate a protocol and seeks an
outside evaluator (%)
Strongly disagree
Disagree

3.4
23.3

Agree
Strongly agree

59.1
14.2
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Performance, Process, and Effectiveness Issues

PIs (%)
(N = 349)

This IRB views protection of human subjects as its primary function (%)
Strongly disagree

1.5

Disagree
Agree

4.2
50.5

Strongly agree

43.8

I expect that other IRBs would make the same determinations made by this IRB if they
reviewed the same protocols (%)
Strongly disagree

2.7

Disagree

14.9

Agree
Strongly agree

64.3
18.2

I expect this IRB would make the same determination made initially if the project was
reviewed again or if a different project with similar characteristics was reviewed by this IRB
(%)
Strongly disagree
Disagree

2.1
13.3

Agree
62.2
Strongly agree
22.4
This IRB is open to reversing its earlier decisions (i.e., willing to carefully listen to PIs’ appeals)
(%)
Strongly disagree
Disagree

5
22.5

Agree
Strongly agree

65
7.5

This IRB is open to innovative approaches to conducting research (%)
Strongly disagree
Disagree

5.3
23

Agree
61.8
Strongly agree
9.9
This IRB views its role as being an investigator’s ally rather than as being a hurdle to clear
(%)
Strongly disagree
Disagree

6.8
28.2

Agree

49.7

Strongly agree

15.3

The use of SOPs helps this IRB to make consistent decisions (%)
Strongly disagree

7.3

Disagree

19.8

Agree
Strongly agree

62.8
10.1

This IRB closely follows OHRP guidelines when reviewing protocols (%)
Strongly disagree

1.2

Disagree
Agree

4.6
67.4

Strongly agree

26.8
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Regarding deferring to another IRB’s decisionmaking, while 48.4 percent said they did not
do multisite studies or did not know whether they did, 14 percent said their IRB was very willing
to defer such reviews, 22.4 percent said somewhat willing, 12 percent said not very willing, and
3.2 percent said their IRB was never willing to do it.

Investigator Familiarity with and Expectations About Common Rule
Changes
Investigator Familiarity with Common Rule Changes
We asked PIs about their familiarity with the Revised Common Rule and about what effects
they expected as it was implemented (Table 4.8). Only 9.1 percent reported that they were
extremely or very familiar with the Revised Common Rule, while 35 percent were somewhat
familiar, and 56.8 percent were not very familiar or not familiar at all.
Investigator Sources of Information
The most commonly reported sources of information were NIH or other federal agencies
(32.1 percent), their own organization or university (30.9 percent), and their IRB (22.4 percent).
Only 2.3 percent reported OHRP as a source, and 12 percent reported some other source of
information about the Revised Common Rule.
Investigator Expected Effects
In terms of expected effects, we asked about effects on efficiency and on protections for
human subjects in relation to six key changes in the Common Rule:
•
•
•
•
•
•

new exempt categories, such as benign behavioral interventions or specimens collected
under broad consent
no continuing review for studies approved in expedited review
new expedited categories that may reduce requirements for full committee review
reliance on a single IRB for multisite cooperative research
changes in informed consent requirements requiring a concise and focused presentation
of key information
requirement to post consent forms on a government website.

Expected Gains in Efficiency

PIs reported expecting the largest gains in efficiency (a lot or somewhat more efficient) from
no continuing review for expedited studies (85.4 percent), followed by new exempt categories
(74.4 percent) and reliance on a single IRB for multisite studies (72.2 percent). Fewer PIs
expected more efficiency from changes in informed consent requirements (52 percent) or from
new expedited research categories (46.2 percent). As might be expected, a substantial proportion
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(42.7 percent) expected less efficiency from the requirement to post consent, while only 15.1
percent thought that this proposed change would result in somewhat or a lot more efficiency.
Expected Changes in Protection for Human Subjects

PIs reported expecting the largest gains in protections for human subjects (a lot or somewhat
more protection) from changing consent forms to require concise and focused presentation of
key information (57.8 percent), from the requirement for a single IRB review (39.2 percent), and
from the requirement to post consent forms on a government website (26.1 percent). Only about
a fifth of the PIs expected stronger or much stronger protections from new expedited research
categories (20.7 percent), no continuing review for expedited studies (19.9 percent), or new
exempt categories (19.8 percent). Fewer than 10 percent of the PIs expected weaker protections
as a result of any of these changes.
Expected Changes from Implementing Requirement to Use Single IRB for Multisite Studies

While most PIs thought that a single IRB for multisite studies would yield gains in efficiency
and protections, many shared the concerns expressed by IRB professionals about some aspects of
this approach. Moderate or major concerns were reported about the amount of time for
conducting reviews (78.4 percent), whether a central IRB would provide support to all PIs (64.5
percent), how a central IRB would consider local knowledge from the sites (61.6 percent),
reporting and tracking of adverse events across sites (57.7 percent), investigator liability, HIPAA
compliance, other institutional requirements (57 percent), and reporting adverse events to OHRP
(45.7 percent). The rest of the PIs reported that these issues would not be a concern.
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Table 4.8. Principal Investigator Perceptions of Common Rule Changes
PIs (%)
(N = 349)
Reported familiarity with the Revised Common Rule
Extremely familiar

1.7

Very familiar
Somewhat familiar

7.4
35

Not very familiar

37.5

Not familiar at all

18.3

Main source of information about changes in the Common Rule
My IRB
OHRP
PRIM&R
My organization or university
NIH or other federal agencies
Other

22.4
2.3
0.3
30.9
32.1
12

Expected effects of Revised Common Rule changes on efficiency of IRB: New exempt categories
A lot more efficient
32.7
Somewhat more efficient
43.7
No change
20.7
Less efficient
2.9
Expected effects of Revised Common Rule changes on efficiency of IRB: No continuing review
A lot more efficient
52
Somewhat more efficient
No change
Less efficient

33.4
12.5
2

Expected effects of Revised Common Rule changes on efficiency of IRB: New expedited research
categories
A lot more efficient
44.2
Somewhat more efficient
43.6
No change
Less efficient

10.8
1.5

Expected effects of Revised Common Rule changes on efficiency of IRB: Reliance on a single IRB
A lot more efficient
42.4
Somewhat more efficient

29.8

No change
Less efficient

17
10.8

Expected effects of Revised Common Rule changes on efficiency of IRB: Changes in informed
consent requirements
A lot more efficient
20.3
Somewhat more efficient

31.7

No change
Less efficient

33.7
14.2

Expected effects of Revised Common Rule changes on efficiency of IRB: Requirements to post
consent forms
A lot more efficient
Somewhat more efficient

5.2
9.9
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PIs (%)
(N = 349)
No change

42.2

Less efficient

42.7

Expected effects of Revised Common Rule changes on protections for human subjects
A lot stronger
7.4
Somewhat stronger

12.4

No change

73.7

Somewhat weaker

6.2

A lot weaker
0.3
Expected effects of Revised Common Rule changes on efficiency of IRB: No continuing review for
studies approved in expedited review
A lot more efficient
8.6
Somewhat more efficient
No change
Somewhat less efficient
A lot more efficient

11.3
75.4
4.5
0.3

Expected effects of Revised Common Rule changes on efficiency of IRB: New expedited research
categories
A lot more efficient
8
Somewhat more efficient
12.7
No change
Somewhat less efficient

72.8
5.9

A lot less efficient

0.6

Expected effects of Revised Common Rule changes on efficiency of IRB: Reliance on a single IRB
for multisite cooperative research
A lot more efficient
10.4
Somewhat more efficient
18.8
No change
61.6
Somewhat less efficient
6.3
A lot less efficient
3
Expected effects of Revised Common Rule changes on efficiency of IRB: Changes in informed
consent requirements requiring a concise and focused presentation of key information
A lot more efficient

14.8

Somewhat more efficient
No change

46
36.8

Somewhat less efficient

2.1

A lot less efficient
0.3
Expected effects of Revised Common Rule changes on efficiency of IRB: Requirement to post
consent forms on a government website
A lot more efficient
Somewhat more efficient

5.3
20.8

No change

66.8

Somewhat less efficient

4.7

A lot less efficient
Concerns about single IRB: Allocation of authority and responsibilities across sites

2.4

Major concern

18.1

Moderate concern

43.5
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PIs (%)
(N = 349)
Not a concern

38.4

Concerns about single IRB: How the central IRB will take into account local knowledge from the
sites (%)
Major concern

24.4

Moderate concern

39.8

Not a concern
Concerns about single IRB: Whether a central IRB will provide support to all PIs (%)

35.8

Major concern

19.4

Moderate concern

45.1

Not a concern
Concerns about single IRB: Amount of time for conducting reviews (%)

35.4

Major concern
Moderate concern
Not a concern
Concerns about single IRB: Reporting and tracking of adverse events across sites (%)

39.2
39.2
21.6

Major concern
Moderate concern
Not a concern

17.7
40
42.3

Concerns about single IRB: Your liability, HIPAA compliance, and other institutional requirements
(%)
Major concern
18.6
Moderate concern

38.4

Not a concern
Concerns about single IRB: Reporting adverse events to OHRP (%)
Major concern

42.9
8.6

Moderate concern

37.1

Not a concern

54.3
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5. Discussion and Conclusions

Discussion
The landscape of IRBs is extensive and varied: 3,411 IRBs at 2,800 institutions are registered
with OHRP, and they report that they have 818,125 active protocols under review and up to
30,229 IRB members (some may be members of more than one IRB). The volume of protocols
the IRBs has under review varies considerably, with the lowest two deciles of IRBs accounting
for 1.8 percent of the active protocols and the highest decile accounting for 66.3 percent of active
protocols.
IRBs Vary by Type
We attempted to identify and classify IRBs by the type of reviews they handle, based on the
available information about them, and identified five main types: IRBs at universities that review
FDA studies, social/behavioral IRBs, hospital-based IRBs, IRBs based at government and
private organizations, and central IRBs. While this typology is admittedly crude, we did note
significant differences among them (and variation within them) in terms of the number of
protocols under review, AAHRPP accreditation, use of web-based systems for support, staff size,
and other features. These differences suggest wide variation in the ability of IRBs to fully
understand and operationalize complexity in the regulations and guidance for implementing
change.
Variation in Handling of Potentially Exempt or Expedited Reviews
In terms of how IRBs function, we found that while fewer determinations are made in full
committee than was the case in the 1990s, protocols that are potentially exempt or that can be
approved in expedited review do receive scrutiny. The result is that some protocols submitted for
what PIs believe will be an exemption or expedited review do undergo full committee review
before the final determination is made. This need for greater scrutiny may relate to the need to
confirm eligibility for an exemption category or an expedited determination, as well as a concern
that the specifics of the project suggest the need for a higher level of review. IRB administrators
reported that studies that were eligible for exemption reached determination in an average of
about two weeks, expedited studies in about three weeks, and full committee-reviewed studies in
about five weeks. Amendments took about two weeks to reach a determination. These times
varied considerably across IRB strata and, within each stratum, across individual IRBs.
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IRBs Are Taking on Additional Tasks
IRBs are also undertaking tasks that go beyond simply monitoring compliance with the
Common Rule, either as official functions or as a matter of informal policy. Administrators are
particularly likely to report that the IRB takes on additional functions, such as serving as a
HIPAA privacy board, coordinating with other IRBs on multisite projects, reviewing ethical
issues for protocols that do not meet the regulatory criteria for research involving human subjects
but that involve research participants, and providing education and guidance on ethical issues.
However, substantial numbers of IRB chairs and members view these tasks as official or
unofficial functions of their IRB. They also report that IRBs should take on a wider role in
ensuring diversity among study participants in terms of gender, ethnicity, and language skills.
One area of some disagreement that we noted was in regard to whether proposed changes to the
IRB review process would positively or negatively affect the scientific quality of research, likely
reflecting varying beliefs regarding the role of IRBs in assessing scientific quality versus the
quality of human subjects protections afforded by the study design.
IRBs Evaluate Themselves Positively
IRB chairs, administrators, and members are very satisfied with their performance in terms of
protecting the rights and welfare of human subjects. Most think that their IRB runs with
reasonable efficiency, avoids getting into areas that are not appropriate to its function, and
improves the scientific quality of human subjects research. Few think that bias creates difficulties
with handling any types of research, although some expressed the belief that lack of experience
may cause difficulty.
Resources Needed and Used
In terms of information support, IRB chairs, administrators, and members rely on available
resources to different degrees. Rated as most useful were the DHHS Regulations for the
Protection of Human Subjects (45 CFR 46) and model consent forms and consent that checklists
provided by OHRP. In addition, they mentioned the Belmont Report and their own SOPs.
Mentioned less frequently were the OHRP website in general and the OHRP Human Subjects
Regulations Decision Charts. The SACHRP Recommendations and Guidance were mentioned
by a minority of respondents, and many were not familiar with that resource.
IRB Familiarity with—and Expectations About—the Revised Common Rule
Most IRB chairs, administrators, and members reported that they were at least somewhat
familiar with the Revised Common Rule, which was scheduled to go into effect in January 2019,
and most administrators said they were extremely or very familiar with it. The professional
organization PRIM&R was a primary source of information about the Revised Common Rule for
administrators, but not for other groups. Other sources included OHRP and their own IRB.
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However, because the Revised Common Rule was issued in January 2017 and was under active
discussion for some time prior to being issued, it is reasonable to expect that these very
interested groups would be familiar with it by now.
In terms of expected effects of the Revised Common Rule, we asked about effects on
efficiency and on protections for human subjects in relation to six key changes in the Common
Rule:
•
•
•
•
•
•

new exempt categories, such as benign behavioral interventions or specimens collected
under broad consent
no continuing review for studies approved in expedited review
new expedited categories that may reduce requirements for full committee review
reliance on a single IRB for multisite cooperative research
changes in informed consent requirements requiring a concise and focused presentation
of key information
requirement to post consent forms on a government website.

Most chairs and members said that they expect modest or larger gains in efficiency from
these changes. However, administrators expected smaller gains in efficiency and, in some cases,
are more likely to expect a loss of efficiency. Most expect no change or weakened protection for
human subjects, except for the changes in consent forms requiring a concise and focused
presentation of key information. Most chairs, administrators, and members have moderate to
major concerns about the use of a single IRB for multisite studies, with administrators expressing
the most concern and members the least concern. This difference may reflect familiarity with
how the specific changes will affect the kinds of protocols they review and/or general skepticism
and worries about how the process of making changes will affect their IRB operations. The
survey did not attempt to assess the extent to which responding IRBs already review protocols
for multisite studies.
Principal Investigator Views on Review Time
PIs funded by NIH report longer IRB review times for their studies than those reported by
IRB administrators. PIs also noted a frequent need to modify their studies to obtain approval,
with some benefit in terms of improved protections for subjects, little benefit to the scientific
quality, and some costs in time and expense. A few reported arbitrary disapprovals of protocols
or that they had decided not to pursue some kinds of research or had colleagues or funders
decline to undertake research with them due to IRB approval concerns.
Principal Investigator Views on Ancillary IRB Roles
PIs expressed similar beliefs to those of chairs and administrators regarding whether IRBs
should undertake additional functions but were less inclined to see a role for IRBs in providing
education and guidance on ethical issues or assistance in preparing protocols and were more
inclined to see a role for the IRB in reviewing data security procedures. PIs were far less likely
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than chairs and administrators to see IRBs as playing a role in ensuring diversity among study
participants. Across the board, IRB chairs, administrators, and members evaluated their IRB’s
performance much more favorably than PIs did. This included topics such as protection of
human subjects, efficiency, expertise on regulations, recognition of the need for outside advice,
and consistency. However, their overall ratings were generally positive.
Principal Investigator Familiarity with the Revised Common Rule
PIs reported being less familiar with the Revised Common Rule than were IRB chairs,
administrators, and members but more hopeful that it would result in gains in efficiency and
protections for subjects.
Except for one issue, PIs were less concerned about issues related to the use of a single IRB
for multisite studies than were chairs, administrators, and members. This issue related to the
amount of time needed for conducting reviews.

Conclusions
The considerable variation in IRB sizes and resources suggests a need for strong support for
IRBs in terms of providing information and education in how to understand and comply with
regulations and regulatory changes. Those providing support should consider that many lowvolume IRB chairs, IRB staff, and members are poorly resourced and have very little time to
spend on anything other than taking care of the day-to-day review requirements. Providing wellorganized web support, clear and accessible guidance, focused webinars and conferences, and
other kinds of educational support would help ensure successful implementation of the Revised
Common Rule.
In working with IRBs, and particularly IRB administrators, it is important to acknowledge
that one size does not fit all. While some IRBs may be very narrowly focused on regulatory
compliance for human subjects projects, many IRBs have taken on or have been assigned
additional roles within their institutions, and the additional work seems to be acknowledged as
legitimate by the IRB chairs and members as well as PIs. IRB administrators are particularly
inclined to report awareness of these wide-ranging functions. In many research institutions, IRB
review provides a clear checkpoint for ensuring that other kinds of necessary review occur, such
as reviews by legal departments or risk managers, reviews of data security procedures, or
reviews for adherence to guidelines on transparency or diversity in research. Limiting the IRB
role would require that these functions be assigned to some other part of the organization, where
awareness of broader ethical issues affecting research participants of different kinds might be
less widespread.
IRBs are on the cusp of some important changes in terms of implementation of the Revised
Common Rule, and this position has engendered skepticism as well as hope for greater efficiency
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and protections for human subjects. IRBs, especially front-line staff, should be supported and
recognized for the role they need to play in operationalizing these changes for their institutions.
Finally, it is important to consider these findings as a baseline for monitoring effects of the
Revised Common Rule and any subsequent revisions over time to understand their effects on
IRB functions, efficiency, and protections for the people who give their time and goodwill to
participating in human subjects research.
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Appendix A. Literature Review

Strategies Used for Literature Searches
DATABASE SEARCHED & TIME PERIOD COVERED:
PubMed – 1/1/1990–1/17/2017
LANGUAGE:
English
SEARCH STRATEGY #1:
“Ethics Committees, Research”[mj] OR irb[ti] OR irbs[ti] OR institutional review board*[ti] OR
human subject*[ti] OR irb[ot] OR irbs[ot] OR institutional review board*[ot] OR human
subject*[ot]
AND
“Surveys and Questionnaires”[Mesh] OR survey* OR questionnaire*
SEARCH STRATEGY #2:
“Similar Article” search on the following citation:
Silberman, G., and K. L. Kahn (2011).”Burdens on research imposed by institutional review
boards: the state of the evidence and its implications for regulatory reform.” Milbank Q 89(4):
599-627. Dec
SEARCH STRATEGY #3:
“Ethics Committees, Research”[mj] OR irb[ti] OR irbs[ti] OR institutional review board*[ti] OR
human subject*[ti] OR irb[ot] OR irbs[ot] OR institutional review board*[ot]
AND
systematic[sb] OR systematic review*[ti] OR systematic review*{ot]
=====================================================================
DATABASE SEARCHED & TIME PERIOD COVERED:
WorldCat – 1/1/1990–1/17/2017
LANGUAGE:
English
SEARCH STRATEGY:
ti: irb OR ti: irbs OR ti: institutional w review w board OR ti: institutional w review w boards
OR ti: human w subject OR ti: human w subjects) and (kw: survey* OR kw: questionnaire*)
AND
su: institutional w review w boards
AND
kw: survey* OR kw: questionnaire*
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=====================================================================
DATABASE SEARCHED & TIME PERIOD COVERED:
Web of Science – 1/1/1990–1/17/2017
LANGUAGE:
English
SEARCH STRATEGY #1:
Forward citation search on the following article:
Silberman, G., and K. L. Kahn (2011).”Burdens on research imposed by institutional review
boards: the state of the evidence and its implications for regulatory reform.” Milbank Q 89(4):
599-627. Dec
DATABASE SEARCHED & TIME PERIOD COVERED:
Web of Science – 1/1/1990–1/18/2017
SEARCH STRATEGY #2:
ti=(irb OR irbs OR “institutional review board” OR “institutional review boards” OR “human
subject” OR “human subjects”)
AND
ts=(survey* OR questionnaire*)
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Figure A.1. Flow for Literature Review
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Appendix B. Survey Instruments

IRB Survey by Role
In the surveys reproduced below, the CAM survey refers to surveys administered to chairs,
administrators, and members; Ch refers to IRB chairs; ChIP refers to individuals who served as
both chairs and administrators; and Inv refers to PIs.
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