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Current state of institutional review boards (IRB)
of special functioning hospitals in Japan

— Introduction to the questionnaire survey results by The Yomiuri Shimbun
and consideration for the improvement of ethical review —

Shohei Hara v Koji Masuda ?
1) Science department of The Yomiuri Shimbun Osaka (newspaper)
2) Science department of The Yomiuri Shimbun Tokyo (newspaper)

Abstract

To clarify the current state of institutional review boards (IRB) in Japan, the Yomiuri Shimbun (newspaper)
sent questionnaires to IRBs of special functioning hospitals (considered high-level hospitals by the Government)
and their respective parent university faculties of medicine. We introduce the results as core of this research.

We sent questionnaires (with 182 questions) to 205 IRBs of 83 institutions. We analyzed answers collected
from 176 IRBs of 78 institutions, or a collection rate of 86%.

Results revealed a number of problems encountered by Japanese IRBs, among them : perceived bias in
the selection of committee members, insufficient examination methods, lack of confirmation after approval, low
level of information disclosure, vagueness between clinical studies and medical practices, etc. In the context of
the research ethical guidelines issued by the Japanese Government, an average of 23~29% of surveyed points
were violated. With regard to international guidelines, an average of 46% or 22% of surveyed points were
violated. Among almost all IRBs, violations were found in various forms. There was a significant difference
within the range of review objects among the various facilities. A number of experimental medical practices
were not reviewed by the IRBs.

To solve such problems, universal research ethical guidelines are needed. For the adequate management
of IRBs and the enhancement of ethical review committees, public evaluation, supervision and support are of

utmost importance. Legislation concerning the protection of trial subjects and the medical research ethics
should be developed and implemented.

Key words

institutional review board (IRB), ethical review committee, ethical guidelines, high-level hospitals, questionnaire
survey

Rinsho Hyoka (Clinical Evaluation) 2007 ; 35 : 375- 408.
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Fig. I-1 Occupational categories of board members (total 2,122 persons)
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Fig. 1-2 Affiliation of board members; Fig. 1-3 Gender of board members
inside or outside of facilities (ZEDEM)
(ZEOMR)
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Fig. 1-1
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Fig. 1-2
ABEE I 1,608 75.8% | 176 | 100.0%
SABES | 514 24.2% | 159 | 90.3%

Fig. 1-3
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Fig. 2 New proposal number of cases per one holding on the average (2004-2005)
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Fig. 3 Discussion time on one new proposal per one holding (rough impression by persons in charge)
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Table 2 Follow-up rate of research after approval
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Fig. 4 Degree of information disclosure of IRBs
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Table 3 Disclosure rate of research plans and results to the public
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Table 4 Denied proposals and problem cases found by IRB
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Table 4 Denied proposals and problem cases found by IRB (continue)
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Table 5 Management situation of a typical review committee
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Table 6 Survey points and violation rates of the various guidelines
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Table 6 Survey points and violation rates of the various guidelines (continue)
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Fig. 5 Violation rates of the guidelines according to the composition and function of the IRBs
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FIFTEEALZIEFLTWERALVFET 5 —
FT, ThThOEHTRIBRDELVWERED
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FOHELRRFRLELT, 4D20BERILC Y
I—MIUR#HFEAE GERIEOBRKEDT
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VU REEI48%, CIOMS #5813 37%, ElD 6
DOWFEMIFEIEEHZ24~32% (F127%) & % >
7=

ZH5L7=ART, BEALT LD [Hliztn] %
fro, B RAEEZ Z LT TH S,

BB, (Mo rDERBD>12E] $idn
7-. HEITHERERLESBRAS, LA, ZOEKk
R (FEREFIClE 20, 22,5
FDOBAIZ & BBE).

2 DD EEEEE 99%, ED 6 DDt

Table 7 Violation rate of the guidelines as the whole

(22 LToiihEk$)
& FHERE (%) 5 HrOBEBEERBERFH >R (%)
H R 3 4 4EH;
& &t S B BMCHAHTRA-ES DT & L 7 & £
= % 8 = # 0]
= > ;1 [m] B
B iy B/ BX iy 3 p-3 I Be 173
ALY L% 163 7 46.4 0.0 92.9 480 |WHZLL| 840 34.4 92.0 98.8
CIOMS 163 16 22.2 6.3 50.0 37.2 14.1 85.3 42.9 89.6 99.4
ES #ia 60 16 27.5 3.1 59.4 27.7 71.7 18.3 45.0 91.7 98.3
5L 79 19 29.4 5.3 579 | 324 75.9 35.4 75.9 94.9 100.0
HEWR 96 . 15 26.6 6.7 50.0 26.5 56.3 30.2 49.0 92.7 100.0
BERTA5E: 104 22 23.9 0.0 54.5 24.1 70.2 28.8 71.2 0.0 94.2
BInFAE 64 14 24.2 0.0 60.7 27.1 37.5 21.9 51.6 64.1 84.4
edilnlgzS 75 21 25.4 2.4 54.8 25.0 50.7 30.7 70.7 70.7 93.3
GCP 19 16 11.5 3.1 28.1 11.2 21.1 73.7 26.3 0.0 89.5
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LNDERNED -7, GCPIE, IBBRZ T 2/O T

2EMABRE»SH L2720, SEIOFAETD
FUMEBRSIZ19E b, EEEEA BoiEs &
DA, FEEBERBIZ1NBICEEZ 57,
L2 LAAEZRBOMERROF = v 7 2374% TIT
bhTuhnikl 89%NDEASIZM S »DEKR
BHO, HOOERRESLFEBN THAVHEBIZEAR
TN D -7,

—7F, RESHENTRAZBA, BD6D0D1EE
BRSO E 16 BB ED S B, BRI BEEHT T
ICHATE 2B A VDI S5 BRES L Eh 57k,
ZD3 b, b DRNFRGEDEEFIRRERITFE
BREERZTN, EENTEVWHB WAL
2, FBEZEOMERFREF 2 v 7 L T0AEV
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Z ZCHRHEOME, MBOERTR, BWKRERE
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Table 9 Treatment of examination for each research theme

(F—= TLIRI-BEOH)

(B3 hEaes, at78)
Al TARTHBLE, B ABICK > THHEHIVLE, C. HEFHNIEE, A B G o . E E
D:ERLTHES THMICKRTE, E-BELZL TR, FIAEXRE -HELZL
b hESHBROBIEEHERT WA 56 3 2 12 0 5
ErEfRE 7O~ E2AVIHE 54 3 4 12 0 S
' trBlREAVIBEEZOERTR 60 3 3 6 1 5
t F OBEEFHBITTR 68 4 3 0 0 3
B | cromusBe s @G ARORRER 61 4 6 3 0 4
it E hO#EE - HEEFRAVIREBHOERTR 59 6 4 5 0 4
ErOPIERREBVIHR 60 5 3 6 0 4
R | mamomomEws AL SHE 38 | 7| 5] 6| o | 22
ABOME - HEZEORMEFEI LTR 62 8 4 0 0 4
t bOITE - LEICEET SR 55 10 7 0 0 6
BREOCZHEREZAVIZIMEWR 55 14 5 0 0 4
% | mao ABRFERN %5 AEFA 55 | 13 3] 0] o 4
E_?}Lf ABEEE ERU & OFIR X DBREHR 5 | 15 3 0 0 4
% AGBEHEERT ML OHERE 64 7 3 0 0 4
BAENICHETIImE ONARR 59 10 4 0 0 5
EH - ERBBOER (%) 29 3 0 0 0 46
& EMEEDAR 35 6 0 0 0 37
By | BERICEITHREAL - BHEER 27 7 1 0 0 43
| EBRCLSLVERDEOSEBEFRAR 47 5 5 0 0 21
E | EERC LS HVBEABROETRERR 48 5 4| 0 0| 21
TOHOZFETREM 25 24 6 0 0 23
BRFOZYN - AREHEAV I REOLEBHRE 54 14 5 0 0 5
B | 9B - AR OBEHS 61 | 8| 6] o] o | 3
K T fams e s0mE 0N AR sil 2| u | o] o] 4
g EFTHET IR OERHR 44 14 14 0 1 5
BREFECHT IR E OLBHEA 53 9 9 0 0 7
ALTRTREBPHEILDE, BIFLOFEIRELE, C.HEFSFHBNITES, A B c 5 E .
D:IERELTWAW, E:EFEELUTHEE, F:AEFRE -BELEL
EARSNEHREEZONYE - BBEOER 60 3 10 1 0 4
;}E‘I} EHFD - BRRFZBOEEROER 62 3 10 0 0 3
o | ESESE - BRRAIOEREREOER 63 1 10 0 0 4
B | ERERBEOEGLER 54 5 | 16 0 0 3
B | amrow (ER) 39 15 19 2 0 3
; BIEFEH (£EHER) 44 11 17 2 1 3
g | BEFaE so0 | 7] 14| 3] ol 4
B | #¥MEkEAVIBLEER 50 10 11 3 0 4
E | e M BBROGBHTORIES > B 3 | n | 17 3 0 4
}; BROEENDE (ARTRE) % 1| 20| 5] 0] 3
E | BROBENZE (REERE) 29 20 21 3 0 5
& | BBRAE 31 14 20 6 0 7
T | mEaEh 39 4 | 19 | 10 1 5
B [ RRADATOBVERAE 57| 9| 28| o o | 1
REBETREFAOLENHEOARMRBFE 34 5 30 0 1 8
BELEEHROEDERD -OOEHRERF 38 8 21 1 1 9
RIBROEBEXEEROGRBEBOEEITHM 43 7 21 0 0 7
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(B i hese s, at78)
AIERBERSESBENERNOEESITY, BIRABTTHALBENRICL S,
CIEBLTHSTHROKRET, D: AERDEATHEFEFEGFAL &LV, A B c D E F
E:BELZLTHR, F:REFRE -BELL - 201t
DR 10 34 22 6 0 6
% i 13 33 20 8 0 4
IE¥4E 9 38 21 4 0 6
| e 10 3 | 2] 8| o 5
= UNE:2 0 7 36 22 8 0 5
BB TEHE 24 23 5 20 3 3
B | zonomnm 11 38 20 3 0 6
S$EHro0BEEHHE 39 20 4 0 6
HEBEOBREHE 10 6 40 10 3
BEUAOEGETREHE 19 35| 19 0 0 5
AEBE 4 5 5 45 15 4
fEORGORE (IE - & BEBELE) 12 31 6 18 3 8
A EREBEFDSETHRHEASY, B REEEILVIRIERSY,
C:EF»hiIRE, D RREASTRD, E: BE - REOMRHA, A B o] D E F .
F:HERE -BEHZL
E EGREEODL (B8 - HER - BREAL) 3 3 | 49 7] 10 6
r) ESEBOTRESE () 2 3 50 7 10 6
ig | MNROBERHE 2 1 39 15 10 11
O | BOZESTTIBENOHE 7 16 33 7 9 6
| EETECHNENE R BEDAE 5 3 | 43 6 | 13 8
A | raramsosm 1 2 | 3¢ | 1| 21 9
B zzoms- mx - 06O 5HE o | 1| 32| 2t | 16| 8
FEDBHICHTILHETONST 1 1 32 19 16 9
BEOEAEEROBREDH CSHE 1 3 22 34 12 6
EHFBEY - EERBANOMIE 0 2 15 41 15 5
ALEEFSY, B: SREHRICLTWVL, C: BEFEHhIIEE, A B c b E F
D:BAEELTES, E: BEDOHRN, F: AEXERE - @ZEL
g‘ EETAPREEANORBOBENMN 8 2 17 27 16 8
f& | IRAT - FRBRICAPHPDBIFIE 2 3 9 42 15 7
B | €913, FONSEESHONE 0 1 5 50 14 8
BERH,SOHE 0 0 8 36 25 9
HNELHLEDED S OFIFIRME 1 1 9 41 20 6
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412 BHIER—BL2LRE, LEOELD

7V — bOBRKIZRG -HHIEBRETIE, 42
RELSBABRACHEHA %7 (Table 10, #
MaBEL DL DBREPPHLSIERL 7).
FBEHFROBIMC [F5] & WA SFEIHEX
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o, MEFEORBLE LI VELARDLEED
By, ZLOFREEN, BROITHA+EmAH
IZZ L BEARBEIVIFLTARDTVBHK
FBIDPNAT.

5. RAERREBEALEE

5.1 EAMOLWESHOEIL

REBR2» WA E >0, EEFEEE
g, EIDRL6DDEHE, BIBTIE, 0
FoNTVENWIETHD. TEZLRBERER
2, HRERPERTHNIL LR ESF - 728
P - RUEZEDHES A BETIHBELZDIZ,
ZORBEESCEHEVLAT L HOHI REL—
L, T hbblEEAEF>TWENIZEIZE->TL
9.

Lo, —RORBECHZHEE & N e
BERPE R K EEZPOMERERIT, 2 L d
AMERRPLEHFEROE T, EE310ICHENH S

Fig. 6 Subjects of IRB selected by persons-in-charge (multiple choice)
(B EBEORELES HO—FHIEBEDER)

GBIRI 2 6 0K REE, BFEIERSE)

EBBO T+ O—-D b EQE

76 (43%)

EBRRBOBHIRY B | 74 (42%)
FEOERCPHEETOLMEAIDE | ] 64(36%)
FEORERESFBE [
SBROERICHFA LT ES |
EEEAISTES

FHOBR - HEILE
MECAARIZEDREFBEI DL IV B
RIE - HERDHNBEE OEFRI R
EEXEEEL - BRIELAESI P LW E
AEANESHIVENF 5D [

BABBOENIE L |
ERARBIEORIBZ R 5 BIDOHBIN (3 L
NBEBEHEP LV
BEEOHRER - IFHD LW

MAEDT A F7RHNFEENVREICNE B

47(27%)
46 (26%)
45(26%)
1 43(24%)
39(22%)
3 35(20%)
) 35(20%)

7] 33(19%)
7 27 (15%)
24 (14%)

RIBPHENEBADRT N b EDE 24 (14%)
BERBORIBMEANDOMEIEY B W 21(12%)
THHEMCHIER LTI LEN H D 1 20(11%)
ATIEMNT, RPN B LV 75 20(11%)
WrVERISTES 16 (9%)
bo LEEELPITTEELEV 16 (9%)
BERAMERONBER DO AMERI B T 15(9%)

REPSOERPERNFEN &V
Yo CLBROMREFEMRICI~NE [T 5(3%)
bo ELEBEOERNEREFENRICTANE [T 3(2%)

BEDNDEADERM. BRY¥27E3 @ 211%)

3 12(7%)
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Table 10 Opinions on the present state or subjects of IRB by persons-in-charge (free description)
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L EbRBHIET S BEE X h s L ISAN S B0 I =i
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