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Comparison and Implications of Single Institutional Review Board and Human Research
Protection Program in the United States and Korea
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Protection Seoul National University Hospital, Seoul, Korea

In the United States (US), due to the Common Rule, completely revised in 2017, single Institutional Review Board (IRB) review has
become mandatory for government-sponsored multi-institutional research since 2020 regardless of the number of participating
institutions. The goal of these changes is to reduce redundant reviews by the IRB at each institution and better protect research
participants. In this paper, single IRB and Human Research Protection Program (HRPP) in the US and Korea were compared and
considered, and their implications were discussed. A comparison of the HRPP evaluation and certification systems of the US and
Korea includes that of SMART IRB in the US and Korea Central IRB, aiming at single IRB review for efficient review with support
from the country and building a more efficient national human subject research network in the future. Its comparison and analysis

will be helpful in deriving future tasks and development directions of single IRB and HRPP in Korea.
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Table 1. Single IRB/HRPP timeline in Korea and the United States

Year Korea United States

1974 National Research Act

1981 Starting DHHS policy for the protection of human research

subjects (45 CFR 46)

1991 Promulgation of Common Rule as Federal Policy for the Protection

of Human Subjects
1995  Introduction of Korean Good Clinical Practice (KGCP)
1996 Release of International Council for Harmonization Good Clinical
Practice (ICH-GCP)

2001  Revision of KGCP to the level of the ICH-GCP

2002 The Association for the Accreditation of Human Research
Protection Programs was launched

2005  Enforcement of Korea Bioethics and Safety Act

2006 FDA issued Guidance on Using a Centralized IRB Review Process in
Multicenter Clinical Trials

2007  Use of centralized IRB multicenter clinical trials was included in KGCP

2010 KFDAissued guidelines for the use of centralized IRB

2011 Advance Notice of Proposed Rulemaking on US Common Rule

includes Single IRB mandate

2013 Full Revision of the Bioethics and Safety Act expands IRB oversight to human
research

2014 Ministry of Food and Drug Safety (MFDS) issued Clinical Trial and Subject
Protection Program Operation Guidelines

2015 New Article 34-4 of Pharmaceutical Affairs Act on strengthening of training  Notice of Proposed Rulemaking includes Single IRB mandate
for clinical trial personnel

2015.  MFDS Notice of introduction of Article 34-5 of the Pharmaceutical Affairs Act

4.10. on new HRPP certification system

The bill was withdrawn

2016 Revision of 'Regulations on Designation of Clinical Trials and Bioequivalence  SMART IRB officially launched by Harvard Catalyst, University of
Trial Personnel Training and Training Institutions” — MFDS to allow only Wisconsin-Madison ICTR and Dartmouth Synergy
institutions having suitable HRPP to conduct the training

2017 Final Rule of Common Rule (45CFR46 §114) mandates Single IRB

for multicenter research in the US (effective from 2020.01 for
preparation)

2018  Revision of regulations on approval of clinical trials expanding MFDS approval ~ SMART IRB serves as a roadmap for the implementation of a single
exemption of investigator-initiated trials conducted at certified HRPP IRB review policy for a multicenter study of the National Institutes
institutions — MFDS encourages institutions to obtain HRPP certification of Health (NIH). 400 research institutes join SMART IRB 's network

2020 SMART IRB contract v2.0 started, NIH participated and became the

800th SMART IRB participating institution

2021, New Article 34-5 of Pharmaceutical Affairs Act for Clinical Trial Safety Support

7. Institution and Central IRB

MFDS established Central IRB to review clinical trials such drugs of great
public need as COVID vaccines, treatments and anticancer drugs
2022.  Korean Academy of Medical Sciences was designated as the institution
7. responsible for Clinical Trial Safety Support Institution and Central IRB
Establishment of new regulations regarding the designation and operation
of Clinical Trial Safety Support Institution and Central IRB
Expanded the scope of review by Central IRB to include clinical trials for all
disease
2023.1. Implementation of regulations on designation and operation of Clinical Trial  As of January 2023, SMART IRB includes 1072 IRB and organi-

Safety Support Institution and Central IRB

zations

IRB, Institutional Review Board; HRPP, Human Research Protection Program; DHHS: United States Department of Health and Human Services; CFR, Code of
Federal Regulations; FDA, United States Food and Drug Administration; KFDA, Korea Food & Drug Administration; MFDS, Korea Ministry of Food and Drug

Safety; ICTR, Institute for Clinical and Translational Research; COVID, coronavirus disease.
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Table 2. Comparison of centralized IRBs between the United States (US) and Korea

Characteristic United States

Korea

Legal mandates or not

Centralized IRB experience

Cancer Research Central IRB

Autonomous operation in the form of a consortium

FDA or MFDS recommendation
in multicenter research

National support for centralized  Establishment of SMART IRB in 2016
IRB operation

Common Rule mandates single IRB review for multi-
center research in US supported by federal fund

Private IRB (e.g., Western IRB) activities since the 1960s
NIH operates central IRBs (e.g., National Institute of

Encouraging centralized IRBs for efficiency and speed

Not legal obligation
Autonomous choice of the head of the clinical trial institution

Seoul National University Hospital IRB
Severance Hospital IRB

Catholic Medical Center IRB
Southeast IRB

Daegu Centralized IRB

Encouraging centralized IRBs for efficiency and speed in
multicenter research

Central IRB established in 2021 under the Pharmaceutical
Affairs Act

IRB, Institutional Review Board; NIH, United States National Institute of Health; FDA, U.S. Food and Drug Administration; MFDS, Korea Ministry of Food and

Drug Safety.

Table 3. Comparison of IRB/HRPP evaluation and accreditation between the United States and Korea

Characteristic United States

Korea

Evaluation target Overall HRPP elements including IRB

Who evaluate and accredit

Application for accreditation
Evaluation and accreditation results

Evaluation and accreditation cost

Nongovernmental organization (AAHRPP)

Voluntary application by individual institutions
Publication of accreditation results on website

Accredited institutions pay including annual fees

Evaluate and accredit only IRBs according to Bioethics Act

When MFDS designates institutions conducting training for drug
clinical trials, it evaluates HRPP elements other than IRB, the
items listed at the Appendix 4 of the Notification of ‘Regulations
on Designation of Clinical Trials and Bioequivalence Trial
Personnel Training and Training Institutions.

National Bioethics Policy Institute conducts IRB Evaluation and
Accreditation according to Bioethics Act
HRPP: there is no accreditation

Individual institutions apply according to Bioethics Act

The Minister of Health and Welfare may publish the results of
IRB accreditation

The head of a central administrative agency may subsidize an
institution's budget or take measures to restrict provision of
subsidies for research expenses based on the results of IRB
accreditation

Implemented at government expense
No financial cost to each institution

IRB, Institutional Review Board; HRPP, Human Research Protection Program; MFDS, Korea Ministry of Food and Drug Safety; AAHRPP, Association for the

Accreditation of Human Research Protection Programs.
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Table 4. Comparison between US SMART IRB and Korea Central IRB

BR (1) QY A o] i 24 € A7, () WA
AE BE FR W 08 A9, 3) PAAF eraneE giat

= e] FAA 7ol

3) O|= SMART IRB A|A&ID} 5t 52 IRB H|u

=+ SMART IRB A| 283} gh= 59 [RB H| W& %51
Table 49} 2}, w|= SMART IRB A|AE] 7S 9J8] o)< =+
HEAY LS/ SHHANE (NIH NCATS)E 55 X Yd
o, 917t 7|3 R 7)o] Ao R Tt AAF A
AHEoNA A3t Single IRB 419] th Aot 71 Qo & A+
Hl A A0t AFglo] ©Y IRB7F 5831 o] e+l

Q= BE AR 753t 1,000097] 9 IRB, 713 53 A=t

2?1 IRB HIEQIE &3 om 7§ 7|3 IRBS A&l &
9](agreement)ol| 23] A5 g2 AAE F+53ch HRPP &
A HZE5 AP RB 59U & A4, olsiEE #e, A4 &
S 2 A4 27, A& 4l0je} v|E4 w0 gt AAE 23t
(harmonization)& &3l o]Fo] U7kl Qict. o] ZHAef o]
| TAAF Zrol(stakeholder involvement)7} %235}t FDA,
OHRP & A+ 4171383 AAHRPPZ}F -2 T17H157] 3
AA|, A, o}, FANA 71 5 ol AR “‘0%
= o]FojZitt.

oﬁ.

T 5 RBS] 3%, IRfstate $a) 37} ALsid
VYA BAAA D12 §9) 0k 997} Ao e9dnt

Aol ot BERA 14 B el 1 YA
AAPE B A, T QA BLE AAt g

Characteristic US SMART IRB

Korea Central IRB

National support
tional Medicine Advancement
Operating entity
ment agencies

What to review
Rule mandates

Multicenter study where a single IRB is useful regardless

of funding source

Building a nationwide IRB With more than 1,000 IRBs and institutions

network

Relationship with individual

HRPP Element Standardization Standardization through harmonization for after IRB

National Institutes of Health National Center for Transla-
Operated as a coalition between private and govern-

Multicenter study with federal fund as the Common

Establishment of mutual cooperation system through
IRBs voluntary agreement among individual IRBs

Support through the Korean Academy of Medical Sciences

Operated jointly by the private sector and the government
through the Clinical Trial Safety Support Institution

When emergency clinical trial review is needed to respond to a
public health emergency

When a unified review is required in a multicenter clinical trial

When the Minister of Food and Drug Safety decides for
developing a new treatment

With 81 IRBs in Korea
Plan to build One-IRB by providing nationwide national
standard integrated e-IRB service by 2027

Plans to establish mutual recognition process with individual
IRBs

No specific plans yet

Plan approval auditing, conflict of interest management,
researcher qualification requirements, continuing

review, and noncompliance management

Stakeholder involvement

Participation of stakeholders such as government

Not yet clear

regulatory agencies (FDA, OHRP, etc.), AAHRPP, patient
groups, research hospitals, universities, regulatory

improvement organizations, etc.

IRB, Institutional Review Board; FDA, U.S. Food and Drug Administration; OHRP, Office of Human Research Protections; AAHRPP, Association for the
Accreditation of Human Research Protection Programs; MFDS, Korea Ministry of Food and Drug Safety.
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