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Survey of Conflict of Interest in the Clinical Research for IRB Members and
Researchers
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"Division of Medical Oncology-Hematology, Department of Internal Medicine, “Education Center of Persons Conducting Clinical Trial, and
*Department of Urology, Kyung Hee University Hospital, “Department of Preventive Medicine, College of Medicine and °Nicolas Cardinal
Cheong Graduate School for Life, The Catholic University of Korea, *Department of Medical Statistics and Informatics, School of Medicine, Daegu
Catholic University, ‘Department of Urology, Jeju National University Hospital, Ewha Womans University, School of Medicine, *Department of
Convergence Medicine, Asan Medical Center, '*Department of Laboratory Medicine, Chung-Ang University College of Medicine, "'Department of
Biomedical Sciences, Chonnam National University Medical School, '“Department of Laboratory Medicine, Hanyang University Medical Center

Purpose: To obtain opinions from Korean Institutional Review Board (IRB) members' self-evaluation on ability to conduct
fairness review of clinical trial protocol with presence of conflict of interest and from investigators and IRB members on
financial conflict of interest through surveying.

Methods: IRB members and researchers in 9 different hospitals were asked to answer survey questions via email.

Results: Responders were 115 personnel (IRB Chair/vice 18, medical member 30, non-medical member 28, and researcher
39) from 9 centers. Compared to IRB medical members, IRB chair/vice respondents scored higher with statistically significance
on 10 point scale (8.44+1.381 vs. 7.30+1.685, p=0.005) when asked to self-evaluate fairness reviewing a protocol proposed
by an investigator from the same department and a protocol from the company that supports the scientific committee of res:
ponders. When reviewing a protocol proposed by a hospital director, non-medical members scored statistically significantly
higher than medical-members (7.47+1.76 vs. 8.07+2.70, p=0.034). When asked about the limitation of labor fee for principal
investigator on phase 3 Human clinical trials of the Investigational new drug, while the responses range was wide, 60% an-
swered that labor cost of principal investigator should be less than 30% of total budget for clinical trials with a budget of
100 million won. 51.3% answered that there is no need to disclose the labor cost of the principal investigator in the consent
form. Since every investigator can be influenced unconsciously by conflict of interest, the answer that ‘responder agrees that
there is need for management’ was the most chosen answer (IRB member 61.8%, investigator 64.1%, multiple answers
allowed).

Conclusion: Considering scores on questions of fairness by IRB members were between 7.23-8.56 on scale of 0 to 10 point
when IRB members were asked about reviewing a clinical trial protocol, it cannot be said with absolute certainty that there
is no issue regarding fairness in the review process. Therefore, there should be more ways to safeguard fairness for these
issues. There is a need that the disclosure amount of honorarium from sponsor should be lower than 100 million Korean won.
Considering the results of the survey in which respondents expressed their thoughts, it is likely that more education on the
concept of conflict of interest is needed.
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Figure 1. Diagrams of answers which showed scores chosen by IRB members for the fairness
of the review. A) When review a protocol from the same department investigator, there was
a significant score difference between IRB chair/vice and IRB medical member (8.11+1.88 vs.
7.50+1.28, P=0.043). B) When review a protocol from the same department's chairman or chief,
there was no difference in the score between IRB chair/vice and IRB medical member (7.72+2.37
vs. 7.23+1.57, P=0.095). C) When review a protocol of the hospital director, there was a signifi-
cant score difference between IRB medical member and non-medical member (7.47+1.76 vs.
8.07+2.70, P=0.034, calculated by Dunn’s pairwise test). D) When review a protocol from the
same hospital investigator who receiving governmental fund, there was no difference in the
score among IRB chair/vice and IRB medical member and non-medical member (8.56+1.20 vs.
7.50+1.82 vs. 7.67+2.45, P=0.177). E) When reviewing a protocol from the company that sup-
port scientific committee, which responder preside as s chairman, there was a significant score
difference between IRB chair/vice and IRB medical member (8.44+1.38, vs. 7.30+1.69, P=0.005).
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Table 1. Characteristics of Responders

No. Career (yr)

IRB members 76

Medical 48
Chair/Vice-Chair 18 9.22+5.00
Member 30 6.67+5.28
Non-medical 28 6.96+3.89
Investigator 39 12.66+7.86
Total 115 9.14+6.46

IRB, Institutional review board
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Table 2. Survey Items and the Summary of Responder Answers; 10-point scale

IRB Member

Questionnaire Medical Non-Medical p-value

Chair IRB member (n=27)

(n=18) (n=30)
(Q1) Could you be fair when review a protocol of the same department researcher? 8.11+1.88 7.50+1.28 0.043
(Q2) Could you be fair when review a protocol of a researcher who is close with you? - - 7.37+2.88 -
(Q3) Could you be fair when review a protocol of the same department’s principal or chief? ~ 7.72+2.37 7.23+1.57 0.095
(Q4) Could you be fair when review a protocol of your hospital director? 8.06+2.41 7.47£2.02  8.07+2.70 0.034
(Q5) Could you be fair when review a protocol of your hospital researcher receiving from ~ 8.56+1.20 7.50+1.81 7.67+2.45  0.177

governmental fund?

(Q6) Could you be fair when reviewing a protocol from the company that support scientific ~ 8.44+1.38 7.30+1.68 0.005

committee, which you preside as s chairman?

Mean+SD
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Figure 2. Diagram depicting response proportion (%) about limitation
of labor cost for principal investigator in phase 3 human clinical trial of
the investigational new drug. A) In case of 50,000,000 Korean Won. B)

In case of 100,000,000 Korean won.
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Table 3. Survey Items and the Summary of Responder Answers about Limitation of Principal Investigator’s Labor cost (n=115)

Questionnaire

Less than 10% Less than 20% Less than 30% Less than 40% Less than 50%  No limit

(Q7) Range that does not limit labor cost: when the
total cost of the research fund is 50,000,000
(Korean Won)

(Q8) Range that does not limit labor cost: when the
total cost of the research fund is 100,000,000
(Korean Won)

4 (3.5%)

3(11.3%)

27(23.5%)  27(23.5%)  14(12.2%) 26 (22.6%) 17 (14.8%)

25(21.7%)  31(27.0%) 8 (7.0%) 25(21.7%)  13(11.3%)
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Figure 3. Diagram depicting response proportion between all groups
according to (Q9) and (Q10). A) Range of disclosure of Principal Investi-
gator's labor cost in consent form. B) Range of disclosure amount about
honorarium from sponsor.

Table 4. Survey Items and the Summary of Responder Answers about Disclosure of Financial COI (n=113)

More than ~ More than ~ More than ~ More than ~ More than ~ More than No
250* 500* 1,000* 1,500* 2,000* 2,500* Need
(Q9) Labor cost level that should be disclose inthe 8 (7.1%) 5(4.4%) 22(19.5%) 4(3.5%) 10(8.8%) 6(53%) 58(51.3%)

consent form
(Q10) Standards for honorarium received by 31(27.4%) 23(20.4%) 32(28.3%) 2(1.8%) 10 (8.8%) 15(13.3%)
company that are required to report COI

Unit=*10,000 Korean Won

Questionnaire

Table 5. Opinions Agree with the Thought of Responder (One or More Available)

Opinions IRB member (Person No.=76) Investigator (Person No.=39)

1. COI can affect researcher unconsciously and needs to be managed 47 (61.8%) 25 (64.1%)

2. COl management is possible if individual researcher observe research ethics 29 (38.2%) 19 (48.7%)

3. Most researchers have been treated unfairly in relation to COI because of few an 16 (21.1%) 17 (43.6%)
unethical researcher

4. Need to manage the COI more strictly 23 (30.3%) 6 (15.4%)

5. Having a COl in a study is unethical 12 (15.8%) 11(28.2%)

28 http:/lwww.kairb.org
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