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Purpose: Due to the stringency of regulations related to clinical research, researchers face various requirements in the Institutional
Review Board (IRB) review process. Specifically, they encounter time constraints and administrative burdens. In order to cultivate
a more favorable review culture and establish a robust research environment, it is necessary to analyze researchers' perceptions
of the IRB review. Therefore, this study aims to assess researchers’ overall experiences with the IRB and identify researchers’
educational needs and demands for research-related policies.

Methods: A semistructured questionnaire with 34 items was developed and refined in consultation with advisors from IRB and
Human Research Protection Program (HRPP). The questionnaire was distributed via an online survey to researchers with experience
in IRB review. The survey covered general characteristics, satisfaction with the IRB review process (rated on a 10-point scale),
experiences with IRB review, HRPP policy demands.

Results: The study's descriptive statistics revealed a moderate satisfaction level (average rating, 6.75 out of 10) with the IRB
review. Researchers from clinical medicine and other disciplines showed similar satisfaction scores of 6.65 and 6.87, respectively.
However, respondents with over 5 years of research experience expressed higher satisfaction (mean score, 7.03) compared to
those with less experience (mean score, 6.57). Institutional support was emphasized for improving the IRB review process. Certain
training topics generated higher demands for addressing frequently raised IRB issues among minor discipline researchers compared
to clinical medicine (p=0.017).

Conclusion: We conducted an analysis of researchers' perceptions regarding the IRB as well as their demands concerning
educational and HRPP policies. It is imperative to address the pinpointed areas for enhancement and integrate a range of
perspectives in order to effectively cultivate a robust research ethics culture and ensure comprehensive participant protection.
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Table 1. Basic characteristics of survey respondent

Characteristic No. (%)
Affiliation
Clinical medicine 46 (54.1)
Basic medicine 5(5.9)
Humanities medicine 3(35)
College of Nursing/Public health/Dentistry 21(24.7)
College of Social Sciences 3(3.5)
Etc. 7(82)
Research experience period
>10 years 50 (58.8)
5-10years 14(16.5)
3-5 years 8(94)
1-3 years 9(10.6)
<1 year 4(4.7)
Research field
Intervention trial 28(32.9)
Retrospective study 30(35.3)
Survey study 14.(16.5)
Observational study 11(129)
Others 2(24)
No. of experiences of principle investigator
>20 32(37.6)
>15,<20 2(24)
>10, <15 16 (18.8)
>5,<10 22(259)
Less than 5 13(153)
No. of experiences of main researcher
>20 18(21.2)
>15,<20 2(24)
>10, <15 13(15.3)
>5,<10 26 (30.6)
Lessthan 5 26 (30.6)
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Tahle 2. Comparison of IRB review satisfaction according to
researcher characteristics

Variable Number VRS p-value
score

Affiliation 0.645
Clinic medicine 46 6.65
Others* 39 6.87

Research experience period 0.135
More than 5 years 34 7.03
Less than 5 years 51 6.57

Research field 0.627
Intervention 30 6.30
Observational, etc’ 55 7.00

No. of experiences of principle investigator 0.081
More than 10 33 6.76
Less than 10 52 6.75

No. of experiences of main researcher 0453
More than 10 33 6.81
Less than 10 52 6.71

IRB, Institutional Review Board.

*Basic Medicine, Humanmes in Medicine, College of Nursing, and College
of Public Health, etc. "Observational study, retrospective study, basic
research, survey study, etc.
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Table 3. Demand for improvement of the IRB review process according to researcher characteristics

Researcher Strongly agree Agree Neutral Disagree Strongly disagree  p-value

1. Individual counseling is required after IRB review 0.202
Clinical researcher 5(17.2) 13 (44.8) 4(13.8) 6(20.7) 1(334)
Others* 16 (28.6) 21(37.5) 12(21.4) 7(125) 0(0)

2. Real-time notice of IRB review time and process 0354
Clinical researcher 10 (34.5) (31.0) 724.7) 2(6.9) 134
Others 21(375) 23(41.1) 7(125) 5(89) 0(0)

3. Facilitate Researcher-IRB communication 0.732
Clinical researcher 8(27.6) 11(37.9) 9(31.0) 1(34) (0)
Others 16 (28.6) 26 (46.4) 10(17.9) (7.1 0(0)

4. Operation and notice of IRB quality management programs 0618
Clinical researcher 9(31.0) 12 (414) 6(20.7) 2(6.9) (0)
Others 14(25.0) 32(57.1) 9(16.1) 10 0(0)

5. Support of resources (staff, facilities, etc.) to researchers in relation of IRB review process 0.253
Clinical researcher 8(27.6) 16(55.2) 5(17.2) 0(0) 0(0)
Others 23 (41.7) 27 (48.2) 5(89) 1(1.8) )

Values are presented as number (%).
GCP, Good Clinical Practice; IRB, Institutional Review Board.

*Researchers who are not affiliated in the clinical departments such as Basic Medicine, Humanities in Medicine, College of Nursing, and College of Public

Health, etc.
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Table 4. Demand for improvement of the HRPP according to researcher affiliation

Researcher Strongly agree Agree Neutral Disagree Strongly disagree  p-value

1. Researcher training 0675
Clinical researcher 10(21.7) 20 (43.5) 11(23.9) 3(65) 122
Others* 12(30.8) 14 (35.9) 10 (25.6) 0(0) 0(0)

2.IRB member training 0576
Clinical researcher 15(32.6) 22 (47.8) 8(17.4) 122 0(0)
Others 10 (25.6) 17 (43.6) 8(20.5) 2(5.1) 0(0)

3. Internal audit 0.041
Clinical researcher 14 (30.4) 19 (41.3) 10(21.7) 122 1(2.2)
Others 7(17.9) 16 (41.0) 10 (25.6) 4(103) 0(0)

4. Informs and publicity of IRB/HRPP regulations 0.342
Clinical researcher 13(283) 20 (43.5) 11(23.9) 1(2.2) 0(0)
Others 8(20.5) 18 (46.2) 9(23.1) 2(5.1) 0(0)

5. Cultural change within institutions 0.105
Clinical researcher 14 (304) 20 (435) 9(19.6) 0(0) 1.2
Others 11(282) 15(38.5) 11(28.2) 0(0) 0(0)

Values are presented as number (%).

HRPP, Human Research Protection Program; IRB, Institutional Review Board.

*Researchers who are not affiliated in the clinical departments such as Basic Medicine, Humanities in Medicine, College of Nursing, and College of Public
Health, etc.

Table 5. Demand for training topics according to researcher affiliation

Researcher Strongly agree Agree Neutral Disagree Strongly disagree  p-value
1. Basic GCP and bioethics 0435
Clinical researcher 13(283) 15(32.6) 14(30.4) 1.2 0(0)
Others* 8(20.5) 16 (41.0) 10 (25.6) 2(5.1) 0(0)
2. How to write a IRB submission paper 0.350
Clinical researcher 15(32.6) 23(50.0) 8(17.4) 0(0) 0(0)
Others 14 (35.9) 16 (41.0) 70179 0(0) 0(0)
3. Procedure for obtaining subject consent 0.371
Clinical researcher 11(23.9) 21 (45.7) 12 (26.1) 0(0) 0(0)
Others 11(282) 17 (43.6) 8(20.5) 1(26) 0(0)
4. Up to date IRB/HRPP regulations 0.280
Clinical researcher 14 (30.4) 16 (34.8) 14 (30.4) 1(22) 0(0)
Others 11(282) 16 (41.0) 8(20.5) 2(5.1) 0(0)
5. Frequently requested comments by IRB 0.017
Clinical researcher 12 (26.1) 27 (58.7) 6(13.0) 0(0) 0(0)
Others 23 (59.0) 9(23.1) 6(15.4) 0(0) 0(0)
6. Human subject protection and Vulnerable participant 0.061
Clinical researcher 10(21.7) 20 (43.5) 14 (30.4) 0(0) 1.2
Others 18 (46.2) 11(28.2) 7(17.9) 1(26) 0(0)

Values are presented as number (%).

IRB, Institutional Review Board; HRPP, Human Research Protection Program.

*Researchers who are not affiliated in the clinical departments such as Basic Medicine, Humanities in Medicine, College of Nursing, and College of Public
Health, etc.
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Fig. 1. Researcher satisfaction score with Institutional Review Board review experience.
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