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A Survey on the Current Status of Human Research Protection Program Settlement and
Subject Protection Activities in Korea

Sinyoung Park’, Su Jin Cho? Kyung Jeong Seo’, Jin Seok Kim"*

"Human Research Protection Center, Severance Hospital, Yonsei University Health System, Seoul, Korea

“Center for Human Research Protection Program, Seoul National University Hospital, Seoul, Korea

*Center for Human Research Protection Program, Seoul National University Bundang Hospital, Seongnam, Korea
“Division of Hematology, Department of Internal Medicine, Severance Hospital, Seoul, Korea

Purpose: The purpose of this study is to assess the status of the Human research Protection Program (HRPP) within a hospital
or a research institute in Korea.

Methods: Survey was conducted during June 12th—21th 2019. Survey was distributed to the members of Korean Association of
IRB (KAIRB) through each IRB office. Descriptive statistics were performed using SPSS ver. 26.

Results: A total of 86 people responded, and 75 (87.0%) answered that they have perceived the HRPP. Seventy out of 86
respondents (81.4%) were conducting internal audit, several institutions were operated simultaneously the other form of audits
such as IRB audit, system audit. Regarding the management of Suspected Unexpected Serious Adverse Reaction (SUSAR), 62.8%
answered that they have regulation that can decide to suspend the study when there is a risk to subject safety. Among the
respondents, 66.3% performed 'Help desk.'

Conclusion: In this study, we assessed the current status of HRPP operation at each research institution based on Ministry
of Food and Drug Safety (MFDS) HRPP guidelines. The HRPP accredited institution operated the subject protection activities
according to this program, and even if the HRPP was not officially operated, the related activities were conducted focusing on the
cases that could have a significant impact on the safety of research subjects. In order to ensure the quality of domestic clinical
trials and to stably establish the HRPP, efforts at the individual institution level will be required.
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Table 1. General characteristics of survey respondents

Characteristic No. (%)
Affiliation
Hospital 76(884)
College of Medicine 7(81)
Research Center 2(23)
University 1012
Location
Seoul, Gyeonggi, Incheon 56 (65.1)
Daegu, Kyungbuk, Kangwon 12(140)
Daejeon, Chungbuk, Chungnam 9(105)
Busan, Gyeongnam, Ulsan 8(93)
Gwangju, Jeonbuk, Jeonnam, Jeju 1(1.2)

Registered IRB based on Bioethics and Safety Rules*
Committee on Research Involving Human Subjects 84

(
Committee on Research Involving Human Materials 76 (284
Committee on Biobank 47(175)
Committee on Embryo-Producing Medical Center 31(116)
Committee on Embryo Research Center 14(5.2)
Committee on Embryonic Stem Cell Lines 1349
Committee on Somatic-Cell Cloning Embryos 2(08)

=

Committee on Parthenogenesis Embryo Research Center  1(04
Registered Institution based on pharmaceutical or medical device law*

Institution for clinical trial with investigational new drug 83 (51.9)
Institution for clinical trial with investigational device — 7748.1)
No. of protocols reviewed in 2018 (initial review)
>1,000 11(128)
500-1,000 10(116)
300-499 11(128)
100-299 26(302)
30-99 13(15.1)
<30 15(174)
Respondent’s role*
IRB staff 58(527)
IRB member (including chairperson) 26(236)
Investigator 13(118)
Quiality assurance staff 11(100)
Institutional official 2(18)
HRPP tasks other than IRB review*
Policy and regulation 78(183)
Conflict of Interest 76(178)
Education 74(173)
Noncompliance management 72(169)
Internal audit 69(162)
Helpdesk 58(136)
IRB, Institutional Review Board; HRPP. Human research Protection
Program.

*Duplicated responses were allowed.
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Table 2. Factors associated with internal audit operation
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Factor No. (%)

Internal audit
Yes 70(81.4)

No 16 (18.6)

Scope of audit*

Protocol (for-cause audit) 49 (70.0)
Training after audit 45 (64.3)
IRB audit 40 (57.1)
Provide materials 39 (55.7)
System audit 38(54.3)
Support for external audit 34 (48.6)
Consulting 32(45.7)
Monitoring 20 (28.6)
Follow-up actions*
IRB review on audit findings 59 (84.3)
Confirm the appropriateness of CAPA 52 (74.3)
Check the plan for CAPA 51(72.9)
Issue the audit report 50(714)
Make an institutional decision on audit findings 50(71.4)
System adjustment based on repeated violations 43 (61.4)

Reasons for not operating internal audit* Tier 1 Tier 2 Tier 3 Total
Shortage of staff 5(15) 6(12) (1) 12 (28)
Lack of awareness of institutional stakeholders 4(12) 3(6) 4 (4) 112
Lack of HRPP professionals 4(12) 5(10) 2(2) 11 (24)
Absence of detailed manual for practice 1(3) 1) 2(2) 4(7)
Lack of institutional support 0(0) 0(0) 3(3) 3(3)
Absence of national guideline 1(3) 0(0) 22 3(5)

Not a mandatory regulation 0(0) 1) (1) 2(3)

IRB, Institutional Review Board; CAPA, corrective action and preventive action; HRPP, Human research Protection Program.

*Duplicated responses were allowed.
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Fig. 1. Management of noncompliance. GCP, good clinical practice.
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Fig. 2. Management of suspected unexpected serious adverse reaction.
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Table 3. Factors associated with HRPP helpdesk

Factor No. (%)
Helpdesk
Yes 57 (66.3)
No 29(33.7)
Entity
IRB administrative team 25(43.9)
Human research protection team 30(52.6)
Others 2 (3.5)
Major users of helpdesk
Research subject 54(94.7)
Investigator 49 (86.0)
Legal representative 43 (75.4)
Sponsor 40 (70.2)
IRB member 36 (63.2)
Potential subject 27 (47.4)
Major questions/complaints Tire 1 Tire 2 Tire 3 Total
Research procedure 16 (48) 7(14) 6 (6) 29 (68)
Transportation fee 13 (39) 12 (24) 4 (4) 29 (67)
Available options of clinical researches 7210 10 (20) 8(8) 25 (49)
Consent or withdrawn 6(18) 7(14) 99 22 (41)
Guarantee of subject rights 4(12) 6(12) 5(5) 15 (29)
Study related injuries or compensation 4(12) 5(10) 5(5) 14 (27)
Risk and benefit of the research 01(0) 12 8(8) 9(10)
Reasons for not operating helpdesk*
Shortage of staff 15 (45) 9(18) (1) 25 (64)
Lack of HRPP professionals 7(21) 24 5(5) 14 (30)
Lack of institutional support 0(0) 3(6) 8(8) 11(14)
Lack of awareness of institutional stakeholders 1(3) 6(12) 3(3) 10(18)
Not a mandatory regulation 1(3) 3(6) 4(4) 8(13)
Absence of detailed manual for practice 2(6) 5(10) 1(1) 8(17)
Absence of national guideline 1(3) 12 6 (6) 8(11)
Not practically helpful for the subject protection 1(3) 0(0) 0(0) 1(3)

IRB, Institutional Review Board; HRPP, Human research Protection Program.
*Duplicated responses were allowed.
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Fig. 4. Anticipated entity for public or official HRPP advisory and
support. IRB, Institutional Review Board; HRPP, Human research
Protection Program.
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