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A Survey on Current Status and Introduction of Single Institutional Review Board
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Purpose: Clinical studies require institutional review board (IRB) approval based on the ethical principle and regulations.
While the number of clinical studies has been increased and diversified, duplicated IRB review for multi-center studies has
become a major issue. Therefore, single IRB system has been suggested in revised Common Rule. This study aimed to identify
and assess the current status of single IRB in Korea and the anticipated needs of single IRB from researchers and IRB member

Methods: We developed 14 questions including perceived advantages and disadvantages of single IRB, and anticipated
problems. The online survey collected opinions on single IRB from researchers, IRB members and IRB administrators. We also
interviewed five IRB administrators who have an experience of single IRB.

Results: A total of 80 responses were analyzed in this study. Although efficiencies were suggested for the advantages of
single IRB in terms of reducing burden of duplicated review, respondents also perceived that the different review criteria
between single IRB and each IRB would be a major hurdle for adopting single IRB system. Therefore, the standardization
of standard of procedures (SOP) and the standardization of IRB submission materials should be preceded. According to the
small group experiences of single IRB in Korea, we also observed the similar anticipated problems of single IRB.

Conclusion: Single IRB system has many advantages for conducting multi-center trial. However, many specialists still have
a lot of concerns about introducing a single IRB system in Korea. Therefore, a gradual, step-by-step process for conducting
a single IRB system in Korea will be needed. Many studies for improving currently suggested single IRB system and the im-
provement of awareness about the essential of single IRB system would be needed.
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Table 1. Baseline Characteristics of Survey respondent

Characteristics N (%)
Affiliation
Hospital 63 (78.8)
College of Medicine 9(11.2)
University 4 (5.0)
Others (Research center, Profit institution) 4 (5.0)
Region
Seoul, Gyeonggi, Incheon 54 (67.5)
Daejeon, Chungbuk, Chungnam 5(6.3)
Daegu, Kyungbuk, Kangwon 11(13.8)
Busan, Gyeongnam, Ulsan 9(11.3)
Gwangju, Jeonbuk, Jeonnam 1(1.3)
Jeju 0(0.0)
Respondent’s Role*
Investigator 22(24.2)
IRB staff 34 (37.4)
IRB member 23 (25.3)
Others (Quality Assurance, Director, Data manager, etc.) 12 (13.2)
Number of protocols reviewed in 2017 (Initial Review)
>1,000 10 (12.5)
500-1,000 5(6.3)
300-499 17 (21.3)
100-299 19(21.8)
30-99 16 (20.0)
<30 13(16.3)

*Duplicated response were allowed.
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Table 2. Acknowledgement of regulation on Single IRB

Regulation [tem N(%)
Awareness of the single IRB Yes 64 (80.0)
(Based on Bioethics and Safety Act, Article 4) No 16(20.0)
Awareness of the single IRB Yes 56 (70.0)
(Korean Good Clinical Practice) No 24(30.0)
Experience of the single IRB system based on law/ Yes 19(23.8)
regulation No 61(76.2)
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Figure 1. Perceived advantages on Single IRB system.
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Figure 2. Perceived limitations on Single IRB system.
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Figure 3. Considerations on Single IRB domestic introduction.
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Figure 4. Participating criteria for Single IRB in Korea.
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