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Purpose: Aim of this study was to gather and evaluate perceptions of investigators, IRB members, and IRB administra-
tors on the appropriateness of IRB review process and bioethical oversight system of national R&D (NR&D) projects.
Method: Investigators, IRB members, and IRB administrators at 17 different institutions were surveyed using conve-
nience sampling and survey questionnaires were partially group-specialized to consider any differences between the
groups. Results: Participants included 29 investigators, 37 IRB members, and 17 administrators with response rate of
100% (83 of 83). According to the responses obtained, insufficient preparation time for constructing protocol and gain-
ing IRB approval was one of the main problems in the IRB review process (investigator 79.3%, IRB administrator
88.2%). Also, discrepancy between NR&D and IRB’s protocol formats was another major issue (IRB members 96.4%,
IRB administrator 100%) and most investigators (89.7%) had to modify the original NR&D protocol to obtain IRB
approval. Moreover, it was reported that 13.8% of investigators and 31.3% of IRB administrators did not submit mid-
year reports to IRB and for bioethical issues of NR&D projects, 17.2% of investigators did not include information on
project status and safety issues in the annual reports. Conclusion: In conclusion, for successful and ethical completion
of R&D projects, revision of both IRB review process and NR&D project protocol formats as well as implementation

of appropriate bioethical oversights are necessary.
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Table 1. Characteristics of the IRB members (n=37).

Characteristics ~ Categories Subject (n)  Percentage (%)
Male 28 75.7
Gender
Female 9 243
Mean+SD 47.6£5.6
>60 0 0.0
50-59 16 432
Age 40-49 17 459
(year)
30-39 3 8.1
20-29 0 0.0
No response 1 2.7
Chairperson or
Vice-chairperson 14 3738
Roleinthe  gecre 14 37.8
IRB ary
Scientific 5 13.5
Nonscientific 3 8.1
Mean+SD 5.9+34
>8 6 16.2
7~8 7 18.9
Working 56 10 27.0
duration
(year) 3~4 6 16.2
1~2 7 18.9
<1 0 0
No Response 1 2.7

137

gk 29 22 A Aol 9l A2 A AEelA
A 2lskedct. IRB A2 100%(17/17)7F 14 o] 7}
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Table 2. Preparation period for obtaining IRB approval until
national R&D protocol submission deadline.

Investigators IRB administrators
(n=29) (0=17)
n (%) n (%)
Very insufficient 10 (34.5) 3(17.6)
Insufficient 13 (44.8) 12 (70.6)
Sufficient 5(17.2) 2 (11.8)
Very sufficient 1(3.4) 0(0.0)

7= 3.181, p=0.365
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Table 3. Bioethical data in national R&D project for obtaining IRB approval.

) S . IRB members (n=35) IRB administrators (n=17)
Sufficiency of bioethical data

n (%) n (%)
Sufficient 7(20.0) 0(0.0)
Moderate 13 (37.1) 10 (58.8)
Insufficient 7 (20.0) 1(5.9)
Very insufficient 8(22.9) 6 (35.3)
Reasons for insufficiency (Free multiple choice)’ (n=28) (n=17)
Insufficient preparing period for National R&D protocol, IRB approval 14 (50.0) 5(29.4)
Lack of interest and sincerity for IRB approval 12 (42.9) 7 (41.6)
Difference in format between national R&D protocol and IRB protocol 27 (96.4) 17 (100)
Miscellaneous ( Free note) 3(10.7) 2 (11.8)
Total 56 31

* Y= 6.756, p=10.08
17 of IRB members were excluded because they answered ‘Sufficient’
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Table 4. Difference in format between national R&D protocol
and IRB protocol (Investigators, Free multiple choice).

Investigators
(n=29)
n (%)
Method of recruiting human subject or obtaining of
L 6 (20.7)
human derivatives
Method for protecting personally identifiable 13 (44.8)
information
Procedure or method of obtaining informed 17(58.6)
consent
Standards qnd procedure for compensation to 14 (483)
human subject
Miscellaneous ( Free note) 5(17.2)
Total 55

SATH(Table 4). L3 AT(ETSH)NA IRB A =9
70.6%(12/17)7} @A} Tl 7]1Ed W4 F2 A3
o 1 H2 77 64.7%(11/17)7F S @A 2R ubg ol
JAFH = 5, F@A A AFAFe] Ade v
2 frAE] $1gt whelekal dakodt. 174(5.9%)8> %
3HA] skt

A7A7}F IRB A1 95 W] 918l A28k d7AEA 9
Azt A} B o} ol Al E F5Hel Hak W4
o] 5 ol Wsl EolE A IRB $1492] 37.1%(13/35)
L, 314%(11/35) ‘BE o2 wsiglnt. 7ku|fapd A
A AFAL] A9E vHE FA37] st W=
34.3%(12/35)7F ¥, 314%(11/35)7} <5, QIzku] Al &
o)== Azh wbel M= 34.3%(12/35)7F v]E, 31.4%
(117357} “B.% 18]3l QIZk| @A} BAkel| et AR} B
AE 2 wbg el dsiAE 37.1%(13/35)7F <HE 22.9%(8/
357} ‘obF m el ek SRkt Q1 HAF mAI g o]
v Al E ES5 e 73-9ollRt IRB $199] 45.7%(16/
357F REEEkEl (ol £ B ) TeelEial #e)
AL, 1 &Je] A 7HA] ol dsA s - te] (EHE o]
sle] Folehal A 7Hehs A o2 VERyiti(Table 5).

Table 5. Bioethical data in IRB protocol (IRB members, n=35).

AEAA B AN 24 D A
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£ At arERe Aol wisliM A7k 13.8%(429)71 cof
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AF717ke] 195 233 A IRBel| &3 11de] 13]
o] TR IE At vERs Aol WA 3 Aol
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Table 6. Reform of the original protocol in national R&D
project.

Method of recruiting human
subject or obtaining of

Method for protecting
personally identifiable

lnves'iigators meIrEt])gers admigi{sltgrators T(ital
(0=29) " (1=35) m=17) (8D
n (%) n (%) n (%) n (%)
Very positive 6 (20.7)  19(54.3) 6(353) 31(383)
Positive 18(62.1) 12(34.3) 9(529) 39(48.1)
Moderate 4(13.8) 2(5.7) 1(5.9) 7 (8.6)
Negative 1(34) 2(5.7) 1(5.9) 4(4.9)
Very negative 0 (0.0) 0(0.0) 0(0.0) 0(0.0)
7=8963, p=0.176
Procedure or method of ~ Standards and procedure for

obtaining informed consent compensation to human subject

human derivatives information
n (%) n (%) n (%) n (%)
Very Sufficient 3(8.6) 5(14.3) 2(5.7) 0(0.0)
Sufficient 13 (37.1) 6(17.1) 7 (20.0) 7 (20.0)
Moderate 11 (31.4) 11 (31.4) 11 (31.4) 13 (37.1)
Insufficient 8(22.9) 12 (34.3) 12 (34.3) 7 (20.0)
Very insufficient 0(0.0) 1(2.9) 3(8.6) 8(22.9)
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Table 7. Human subject’s consent for providing personally identifiable information to the national agency (Free multiple

choice).
Investigators IRB members IRB administrators

(n=29) (n=35) (n=17)

n (%) n (%) n (%)
Consent should be exempt 3(10.3) 0(0.0) 0(0.0)
Consent should be obtained 14 (48.3) 31 (88.6) 15 (88.2)
Contact the national agency whether informed consent is exempted or not 4(13.8) 5(14.3) 5(294)
Contact the IRB and conform to its decision” 12 (41.4) N/A N/A
Total 33 36 20

* Only investigators
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