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Suggested Improvement Strategies for the Efficient Review and Rational Operation of
Institutional Review Board (IRB) Based on the Analysis of IRB Review Results
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"Human Research Protection Center, Keimyung University Dongsan Hospital, Daegu, Korea
*Department of Pharmacology, School of Medicine, Keimyung University, Daegu, Korea

To suggest future directions for the improvement in the Institutional Review Board (IRB) review process and efficient operation of
IRB, we have analyzed the IRB review results from 460 new research proposals submitted to the Review by the Convened IRB of
the Keimyung University Dongsan Hospital IRB from January 2019 to July 2021. IRB is an independently established institutional
committee to protect the human subjects by reviewing the research protocol in ethical as well as scientific aspects, so it is
necessary to continuously contemplate the ethical versus scientific dilemma of ‘what is ethical or scientific and what can actually
protect human subjects." Particularly, in this process, it is necessary to consider diverse ways to strengthen self-supervision
through continuous Internal Audit rather than simple reporting outcomes. In addition, if it does not directly affect the protection
of the human subjects, the discussion with the committee members is needed so that the comments such as administrative and
typographical errors can be reduced as much as possible. Furthermore, as statistical analysis methods can have a significant
impact on the safety of human subjects, if a legal basis and/or support related to statistics is provided for the composition of IRB
members, a more specialized IRB review will be achieved.
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Fig. 1. IRB review processes of research application in Keimyung University Dongsan Hospital

Research with ‘provisional approval’ or ‘tabled pending subsequent expedited review' is revised and
submitted to ‘expedited review'. However, research with ‘tabled pending subsequent review by the
convened IRB review' is changed/modified, applied for ‘IRB review’, and subjected to ‘review by the
convened IRB'.

CRO, Clinical Research Organization
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5. AlHristw SAHE2 IRBL| Mol Za}
1) Aoty 25 ¥ Ao Hat
% 4607 % 11T 2657(57.6%), SIT 19571(42.4%) & IIT
O] A+ A7} SIT Bk 1.368) Wttt AT FEoA = A4
A1F Q] AT A47} 23174(50.2%) %, YAAIE 22971(49.8%)
B} 27 w@olth 4l9] A3te 52l 15974(34.6%), AlES
A 1467A(31.7%), H&A1E 1077(23.3%), 24471 487

(10.4%) <=2 = e THTable 1).

=] M
o =
a

Table 1. Classification of proposed research and their summarized
results of IRB review (N=460)

Classification No. (%)
Initiator of research
Im 265 (57.6)
SIT 195 (42.4)
Research categories
Nonclinical trials 231(50.2)
Clinical trials 229 (49.8)
Results of IRB review
Approval 159 (34.6)
Provisional approval 146 (31.7)
Tabled pending subsequent expedited review 107 (23.3)
Tabled pending subsequent review by the convened IRB 48(104)

IIT, Investigator Instiated Trial; SIT, Sponsor Initiated Trial; IRB, Institutional Review
Board.

Table 2. The results of IRB review in lIT and SIT

Variable [IT (h=265) SIT (n=195)
Approval 61(23.0) 98 (50.2)
Provisional approval 86 (32.5) 60 (30.8)
Tabled pending subsequent expedited review 78 (29.4) 29(14.9)
Tabled pending subsequent review by the 40 (15.1) 8(4.1)
convened IRB

p value <0.001

Values are presented as number (%).
IRB, Institutional Review Board; IIT, Investigator Initiated Trial; SIT, Sponsor
Initiated Trial.

Table 3. The classification of comment for the IRB approval in IIT and SIT

2) A3 FH|0f| @2

IIT 26579 419 A= A5 8671(32.5%), H4l&:
7871(29.4%), 5 6171(23.0%), 2T 407(15.1%) <=2
2, SIT 195742 521 987(50.2%), A5 6071(30.8%),
HOHAIE 2974(14.9%), HA78 1 87(4.1%) <= 2= YERTh.
TS} SITY) & 9] 419] A3t Zpoli= p0.001 2 gt 2}o]
7F AJ K Table 2).

AR

ol Zat

3) g7 FH|0)| K2 X|ZALE

A HAYS ZHE L E R BAshd, AA 7027 5 B4
Q7] 2407(34.2%), BAA 1547(21.9%), AR} HE et
13271(18.8%), A4 977(13.8%) =22 A &S W3ttt
T A HA} 484719] 3% FHH 7] 1647(33.9%), &<
A 1137(23.4%), dA3AF B o 8374(17.2%), A+44 67
2(13.8%) <02 A4 wgkon, SIT A &AR} 21872 9

=
2y

i

o

12 T AMA—

A2 97] 767(34.9%), AT B GHQF 4974(22.5%), B2 A]
4171(18.8%), A7-44] 3074(13.8%) <=°| K Table 3).

4) ¢t FH|0f| M2 XXk x}0]

[ITS} SIT Zpol & EH A+ Aol gt Aol 1IT 677
(25.3%), SIT 3071(15.4%), A A ZHoA IIT 67(2.3%),
SIT 174(0.5%), 1% /°12J B 7ol A IIT 207(7.5%), SIT 571
(2.6%), BYA A TIT 1137(42.6%), SIT 417(21.0%), THA
A} Bl A 11T 8371(31.3%), SIT 497(25.1%), A4+
A7 @ A A 1T 107(3.8%), SIT 104(5.1%), FH2 7]
ol A 1IT 1647(61.9%), SIT 764(39.0%), 7IEtlA 11T 214
(7.9%), SIT 67(3.1%)9] &fol& & <= Ut 11T SITS A4
A2 7ol A A A+AA, /012087, 5YA,
YA 97, 718t FEoA Kl Aol & E{TKTable 4).

31 =
Rs

5) 1 0] M2 40| Z}
PN 9 AT 23179] 49| A= 591 717(30.7%)

Comment IT + SIT T SIT
Study design 97 (13.8) 67 (13.8) 30(13.8)
Statistical analysis 7(1.0) 6(1.2) 1(04)
Risk/benefit evaluation 25(3.6) 20 (4.1) 5(23)
Informed consent 154 (21.9) 113 (234) 41 (18.8)
Adequate provisions to protect subjects 132(18.8) 83(17.2) 49 (22.5)
Qualification of investigators 20(29) 10 (2.1) 10 (4.6)
Administrative errors 240 (34.2) 164 (33.9) 76 (34.9)
Others 27 (3.8) 21(43) 6(2.7)
Total 702 (100) 484 (100) 218 (100)

Values are presented as number (%).
IRB, Institutional Review Board; IIT, Investigator Initiated Trial; SIT, Sponsor Initiated Tri

10
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Table 4. The main changes required for the IRB approval in IIT and SIT

Comment [T+ SIT T SIT p value

Study design
Yes 97 (21.1) 67 (25.3) 30(154) 0.010
No 363 (78.9) 198 (74.7) 165 (84.6)

Statistical analysis
Yes 7(1.5) 6(23) 1(0.5) 0.129
No 453 (98.5) 259 (97.7) 194 (99.5)

Risk/benefit evaluation
Yes 25(5.4) 20(7.5) 5(26) 0.020
No 435 (94.6) 245(92.5) 190 (97.4)

Informed consent
Yes 154 (33.5) 113 (42.6) 41(21.0) <0.001
No 306 (66.5) 152 (57.4) 154(79.0)

Adequate provisions to protect subjects
Yes 132 (287) 83(313) 49 (25.1) 0.147
No 328(713) 182 (68.7) 146 (74.9)

Quialification of investigators
Yes 20 (4.3) 10(3.8) 10(5.1) 0481
No 440 (95.7) 255(96.2) 185(94.9)

Administrative errors
Yes 240 (52.2) 164 (61.9) 76 (39.0) <0.001
No 220 (47.8) 101 (38.1) 119(61.0)

Others
Yes 27(5.9) 21(7.9) 6(3.1) 0.029
No 433 (94.1) 244.(92.1) 189 (96.9)

Total 460 (100) 265 (100) 195 (100)

Values are presented as number (%).

IRB, Institutional Review Board; IIT, Investigator Initiated Trial; SIT, Sponsor Initiated Trial.

Table 5. The results of IRB review depending on research categories

Non-Clinical Trials ~ Clinical Trials

Variable (n=231) (n=229)
Approval 71(30.7) 88(384)
Provisional approval 69 (29.9) 77 (33.6)
Tabled pending subsequent expedited 56 (24.2) 51(223)
review

Tabled pending subsequent review by 35(15.2) 13(5.7)

the convened IRB
p value 0.006

Values are presented as number (%).
IRB, Institutional Review Board; IIT, Investigator Initiated Trial; SIT, Sponsor
Initiated Trial.

A5 6971(29.9%), BeAl% 567(24.2%), Rt 354
(15.2%) <22, YAFAIE 22972 521 8871(38.4%), A%
1 777AB33.6%), EAIE 5171(22.3%), H&7G7t+ 137(5.7%)
<o 2 Uehgth dAAE 9 Aot AAIE F 9] A9
A3} Aol p=0.0062-2 -5-2] gt 2}o]7} A ATHTable 5).
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(55.4%), B2A 8771(37.7%), tFAH H2Het 6371(27.3%),
LA 597(25.5%) 402 A2 Higto | QAMAE 2|2
AR} 323712 B2 7] 11271(48.9%), /A E3 0 69
Z(30.1%), &4 6771(29.3%), A-+2A 3871(16.6%) <=°]
SItHTable 6).

7) 97t L20f| M2 X XAL Xt

AFAH 9 ATHA) YAAIE(B) 2ol & B A+ A
oigt A2 A= 597(25.5%), B 3874(16.6%), SA412 &3]
A A= 67(2.6%), B= 174(0.4%), 918/012 87 oA A= 14
2(6.1%), B= 1171(4.8%), 52 AollA A= 874(37.7%), B
L 677(29.3%), tIAA HaHRIA A 6374(27.3%), B
= 697(30.1%), A2 A4 8704 A= 471(1.7%), B=
1674(7.0%), B4 271914 A+ 12871(55.4%), BE= 1124
(48.9%), 71EtOIA A= 187(7.8%), B= 97(3.9%)2] Aol
E 5 ok QAE 9 A7} QA E Y A HAREE 710l A|
5 A% A3 A+4AL} A7A AE 2400 tisiA T -2 gt
Z}o]E B rHTable 7).
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Table 6. The classification of comments for the IRB approval in different research categories

Comment Non-Clinical Trials + Clinical Trials Non-Clinical Trials Clinical Trials
Study design 97 (13.8) 59(15.6) 38(11.8)
Statistical analysis 7(1.0) 6(1.6) 1(03)
Risk/benefit evaluation 25(3.6) 4(3.7) 11(34)
Informed consent 154 (21.9) 87 (23.0) 67 (20.7)
Adequate provisions to protect subjects 132(18.8) 63(16.6) 69 (214)
Qualification of investigators 20(2.9) 4(1.0) 16 (4.9)
Administrative errors 240 (34.2) 28(33.8) 112 (34.7)
Others 27 (3.8) 8(47) 9(28)
Total 702 (100) 379 (100) 323 (100)
Values are presented as number (%).
IRB, Institutional Review Board.
Table 7. The main changes required for the IRB approval in different research categories
Comment A+B Non-Clinical Trials (A) Clinical Trials (B) p value
Study design
Yes 97 (21.1) 59 (25.5) 38(16.6) 0.019
No 363 (78.9) 172 (74.5) 191 (83.4)
Statistical analysis
Yes 7(1.5) 6(2.6) 1(04) 0.058
No 453(98.5) 225(97.4) 228 (99.6)
Risk/benefit evaluation
Yes 25(54) 14 (6.1) 11(4.8) 0.552
No 435 (94.6) 217(93.9) 218(95.2)
Informed consent
Yes 154 (33.5) 87(37.7) 67(29.3) 0.056
No 306 (66.5) 144 (62.3) 162 (70.7)
Adequate provisions to protect subjects
Yes 132(28.7) 63(27.3) 69 (30.1) 0498
No 328 (71.3) 168 (72.7) 160 (69.9)
Quialification of investigators
Yes 20 (4.3) 4(1.7) 16 (7.0) 0.006
No 440 (95.7) 227(98.3) 213(93.0)
Administrative errors
Yes 240 (52.2) 128 (55.4) 112 (48.9) 0.163
No 220 (47.8) 103 (44.6) 117 (51.1)
Others
Yes 27 (5.9) 18 (7.8) 9(3.9 0.078
No 433 (94.1) 213(92.2) 220(96.1)
Total 460 (100) 231 (100) 229 (100)
Values are presented as number (%).
IRB, Institutional Review Board.
6. AlYrH st SAHE Y IRBL| X|ZALS ME BN (18.8%), A7 9771(13.8%) <22 44 7], 5YA,

20199 1994 2021 7971A] Ay sty
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Sh= THA 34.6% ©19] 65.4%2] THAl= 52U At 71 49
5 okt A ZAGS A EE HA 7027 Foll P 27
24071(34.2%), 94 15471(21.9%), ThAAF BS54 1327
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Table 8. Analysis of IRB comments on informed consents and study
design for approval

Area IRB comments

1. Insufficient and not detailed information on the
study

Informed consent

2. Omission of required basic elements
3. Omission of statements on compensation/expenses
4. Omission of description on risks/benefits

5. Omission of description on participation/discon-
tinuation

6. Not enough protection for identifiable private
information

7.Unclear and unnecessary contents
8. Not submitting additional consent form(s) needed
9. Omission of statements on vulnerable subjects

10. Correction of subjective, misleading, or forcing
phrases

1. Insufficient and not detailed information on the
study

Study design

2. Not enough scientific evidence for conducting the
study

3. Feasibility of the study and additional suggestions
on the study design

4. Deficient in strategies for protecting subjects

The Institutional Review Board (IRB) comments were summarized in the
order of the most frequently indicated.
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