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About the Metri

AAHRPP is pleased to present the 2023 metrics for Human Research Protection
Program (HRPP) performance. You will see some changes to the metrics that were
based on feedback from a working group with representatives from accredited

organizations. More changes to come next year. AAHRPP provides these data to
help research organizations, researchers, sponsors, government agencies, and
participants identify and support high-performing practices for HRPPs.

These metrics are collected from
Annual Reports, as well as Step 1 and
Step 2 applications, submitted by
accredited organizations.

All the quantitative data were derived
from the most recent reports
submitted by AAHRPP organizations.
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Abbreviations Used

DHHS US Department of Health & Human Services
DoD US Department of Defense

ED US Department of Education

DoE US Department of Energy

Dol US Department of Justice

EPA US Environmental Protection Agency
FDA US Food and Drug Administration
VA US Department of Veterans Affairs
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Accredited Organizations By Type

Dedicated Research Site VA Facility Contract

Research Of the 247 accredited organizations:

Research Institute Organization

m 48.2% are academic institutions

Government = 38.5% are hospitals
Independent " 4.9% are independent IRBs
IRB

= 3.2% are governmental organizations
Academic = ) 8% are research institutes

Institution _ _

» 1.2% are dedicated research sites

= 0.8% are VA facilities

" 0.4% are contract research organizations

Hospital
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Where Accredited Organizations are Based

Based outside the United
States, 15.8%

Based inside the United
States, 84.2%
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Where Research Occurs This chart shows where

100 organizations conduct, review, or
% manage research.
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countries other than their
country
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Type of Research Organizations Conduct, Manage, or Review

Biomedical/clinical
research: 99.6%

Conduct, manage,
or review both:
89.5%

Social/behavioral/
education research:
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Biomedical/Clinical Research by Type

This table shows the type of
Drugs 93.9% biomedical/clinical research

organizations conduct, review, or
manage.

Devices 93.9%

Planned Emergency
Research
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Vulnerable Populations

Children 97.2%

Adults Unable to
Consent

95.1%

Pregnant Women 92.7%

Prisoners 59.9%

This table shows the categories
of vulnerable populations that
participate in research
conducted, reviewed, or
managed by organizations.

Only 1 organization indicated they do not
conduct, review, or manage research
involving any vulnerable populations.
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Funding T

Industry sponsored 93.9%
This table shows the

Sponsored by other

percentage of organizations

external sources 91.5% that conduct, review, or
manage research by funding
unfunded 1270 research.
sponsored
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Regulatlons & Guidelines This chart shows the percentage

100 of organizations that apply

50 specific regulations and

. guidelines to the research they
@ review, manage, or conduct.
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Association for the Accreditation

Internal IRBs/ECs*

% of organizations

that have internal 95.3%
IRBs/ECs
Median # of
IRBs/ECs per 2

organization

K \

of Human Research Protection Programs, Inc®

Number of internal IRBs/ECs
organizations support

6 IRBs/ECs
3%

\ 7+
IRBs/ECs
5 |RBS/ECS_\ 10%
4%

4 IRBs/ECs
6%

1 IRB/EC
38%

3 IRBs/ECs
14%

*Data exclude independent IRBs/ECs
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Use of external IRBs/ECs by

Relying on External |RBSIECS* organizations with internal IRBs/ECs

Rely on external IRBs
% of organizations with internal for all studies

IRBs/ECs that also use external IRBs/ECs 2%

Do not rely on an external IRB/EC
12%

Rely on external
IRBs/ECs for <10% of
active studies
32%

Rely on external

IRBs/ECs for >10%

of active studies

(but not all)
66%

Rely on external
IRBs/ECs
88%

A *Data exclude independent IRBs/ECs
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Research Reviewed by External IRBs/ECs
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This chart shows the
percentage of organizations
that rely on one or more
external IRB(s)/EC(s) for some
or all of their human
participants research and
whether this includes exempt
human participants research.

60.0
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SOME of its human participants SOME of its human participants ALL of its human participants  ALL of its human participants
research, but NOT for research, which could include  research, which could include research, but NOT for
determinations of whether determinations of whether determinations of whether determinations of whether
research involving human research involving human research involving human research involving human
participants is exempt research participants is exempt research participants is exempt research participants is exempt research
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Compensating IRB/EC Members

100

® Financial Non-Financial

% of organizations with
internal IRBs/ECs that
compensate IRB/EC members 80
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90 87.9 86.5
80.7 489
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Active Studies Overseen: All Organizations

1000 Exemptions are based on the number of

919 This and the following chart show the o N
900 median number of active studies that determinations made by an organization
L ) for a 12-month period (e.g., the most year
800 organizations conduct, review, or manage by prior to the AAHRPP report).
type of review.
700
»n Expedited review and convened board
¥ 600 i i i .
S review only include studies reviewed by
2 500 an internal IRB/EC for organizations that
:2 384 have an internal IRB/EC and are not
° 400 independent IRBs/ECs.
£ 300
§ 200 136 133 Total number of studies includes those
- reviewed by both internal and external
100 . . IRBs/ECs in the case of organizations with
0 IRBs/ECs.
Total Expedited Convened Exemptions
review board review
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Median Number of Active Studies (by Quartile) L

Lo Quartile 1 Quartile 2
. 600 554 .
| (6 - 363 Studies) (364 - 919 Studies)
500
120
80 300
52 177
20 ” e 115.5
12.5 100 .
20
0 ] ] 0 [ ]
Total Expedited Convened Exemptions Reviewed by Total Expedited Convened Exemptions Reviewed by
review board review external review board review external
IRB/EC IRB/EC
14925 Quartile 3 - Quartile 4
1600 . . .
(927 - 2,155 Studies) 4000 (2,219 — 12,338 Studies)
1400 3500
1200 3000
1000 2500
800 600.5 2000 1823
600 1500
400 265 231 244 1000 793 486 655.5
200 500 .
’ H B ’ e
Total Expedited Convened Exemptions Reviewed by Total Expedited Convened Exemptions Reviewed by
review board review external review board review external

IRB/EC

IRB/EC
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Active Studies Per IRB/EC

4500 2107 This chart compares the median

4000 number of active studies
" 3513 organizations oversee reviewed by
= 3300 an internal vs. external IRB/EC
2 3000 based on the number of internal
D 2500 IRBs/ECs they have. The data do
; 5000 1717 - not include independent IRBs/ECs.
'E 1500 Median number of studies reflect
3 1000 16 839 802 exemption determinations that could

500 258 I 356 350 357 540  be made by internal or external
92 I 204 IRBs/ECs.
o N
S
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Policies and Procedures for

This chart shows what

Exempt Human Participants Research solicies, regulations, and

90
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% of Organizations

p

76.4

My organization solely allows exempt
human participants research
determinations as outlined within US
regulations.

laws organizations apply
that make exempt human
participants
determinations.

13.5 10.1
My organization allows exempt human My organization does not follow the US

participants research determinations as Common Rule but allows exempt human

outlined within US regulations as well as participants research determinations as

additional categories within institutional outlined within my country's regulations or
policy. my Organization's policy.

20
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This chart shows the median

REVieW Times review times by review

45 process for organizations that

41 have internal IRBs/ECs or are
40 independent IRBs/ECs.
35
Exemption review times are for
30 .
organizations regardless of whether
" 2 they have an internal IRB/EC
® 20
a 17
15
9
10 6
. IR B
0
Complete Complete Complete Complete Complete
submission to submission to submission to submission to submission to
review: approval: review: approval: exemption

expedited review expedited review convened board convened board  determination
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Online review functions 92.4% This table shows the
technology organizations

Online protocol/materials

Ll that have IRBs/ECs use to
distribution to IRB/EC members P support IRB/EC tracking,

submission, distribution, and
Online application submission 89.4% the Specific functions used.

Database for submission tracking

Does not use an electronic system
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IRBIEC Stafﬁng and BUdget This table breaks
Number of | Median Median Median Number | Median IRB/EC down IRB/EC Stafﬂng
Active | Number of | Number of Studies per Budget and budgets by the
Studies Studies of Staff Staff size of the research
Al 783 8.5 101.0 $628,500 portfolio (exempt,
0-100 42 2.0 21.3 $210,761 expedited, and

convened reviews)

101-500 256 3.3 66.1 $287,279 ,

overseen by internal
501-1000 730 7.0 97.9 $599,000 |RBS/ECS
1001-2000 1439 11.0 121.5 $1,031,885

Data from organizations
2001-4000 2725 18.0 177.9 $1,719,535 without internal IRBs/ECs

are not included
4001+ 5712 26.0 220.3 $2,837,898
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Audits of Researchers

Percent of organizations that

reported that audits of
researchers occurred

85.4%

Internal: "for
cause”

Internal: random

Regulatory agency
Inspections

e Median: 1
e Total: 14,717

e Median: 11
e Total: 13,033

e Median: 1
e Total: 842
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Audits of IRBs/ECs

Percent of
organizations that
reported that

audits of IRB/EC
records occurred:

69.6%

Internal: "for
cause”

Internal: random

Regulatory agency
Inspections

e Median: 0
e Total: 658

e Median: 2
e Total: 9,385

e Median: 0
e Total: 252




Unresolved Complaints, Noncompliance, & Unanticipated Problems

Number

Median # Investigations Serious Continuing | Unanticipated
of Unresolved . .
active & Total combplaints of alleged |[noncompliance|noncompliance| problems
This table is . reported P noncompliance|determinations |determinations |[determinations
studies
based on the :
12 months Al Median 0 6 1 0 1
prior to an Total 347 15,027 1,980 1,473 2,442
organization’s 0-100 Median 0 0 0 0 0
most recent Total 0 184 23 27 90
report to Median 0 2 0 0 0
AAHRPP.  101-500 ) 11 1,143 91 53 251
501- Median 0 8.5 1 0 0
The total 1000 Total 37 2,993 142 55 294
represents all 1001- Median 0 32 2.5 0.5 1
eventsacross —— 500Q Total 82 4,381 468 481 403
organizations .
for that 2001-  Median 0 16 2 0 6
category. 4000 Total 21 3,602 620 280 1,068
4001+ Median 0 78 8 2 9
Total 196 2724 636 577 336
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Conflicts of Interest

This graphic shows the median
number of studies with a financial
management plan reviewed by an

IRB/EC for organizations within

Studies with a financial conflict
of interest management plan

were reviewed by an IRB/EC

the last 12 months of their most (internal or external)
recent AAHRPP report.

Only includes data from organizations
that have internal IRB/ECs or are 5
independent IRBs/ECs
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