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Regulations for Non-Medical Research Requiring
Prior Approval of the Institutional Review Board
at Universities

Miwako OKADA

Abstract

The primary purpose of the Institutional Review Board (IRB) is to protect the rights and
welfare of human subjects in medical research. IRB approval for non-medical research in
areas such as social and behavioral sciences is also required at some universities, although
this research is exempt from governmental regulation in Japan. This paper will discuss
the need for IRB’s prior approval for non-medical research from the academic freedom
perspective. Analysis of the risk to human subjects and outcomes of IRB approval was
conducted using the minutes of IRB meetings at universities published by the Ministry of
Health, Labour and Welfare. While many of the non-medical research proposals could be
characterized as posing less than minimal risk to the participants, those proposals were
not easily approved. This study suggests the development of less restrictive alternatives to

manage and control non-medical research projects.
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RN DB N THHRRAEF BT DENGERIE, HDWIFHEE - WEFOWFEAR
IEMEZERIC, HRMBEERIMBFICOIARL TS/, LML, TOMMBBERIIELERITET
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2.2 ANEMRETIEZZRMRICHT 2R B R CRFIER

HBREREZHNE LT, MEBRERERICLDFMBFEL VI BRICKVIEZRIFR EHIHT
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WeasFD] LHDHEDIT, HEMBIFH TIIMFED B H &N T 2 BRI EBRFE A OB & A
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| B [T T T g |ME|ERE —_—
e (BB G | i | o | | o ||| A | b | 08| e e |
e o | o
1| &% 2007 | A 1 11| 36.4 9.1 36.4 0 0 0 9.1 9.1 0 0] 63.6] 90.9| 90.9 0 9.1
2 | &% 2008 8 12| 41.7 8.3| 16.7 0 0 0| 33.3 0 0 0| 58.3] 91.7| 91.7 0 8.3
3 | &% 2009 | 28 8 28| 28.6] 53.6 0 3.6 7.1 0 0 7.1 0 0| 71.4| 39.3| 21.4| 25.0 0
4 | 2003 | FA 1 3| 37.5 0 0] 25.0 0 0| 25.0 0l 12.5 0| 62.5| 75.0| 100.0 0 0
5 | &% 2006 | A 3 7| 18.2 0 0 0| 27.3| 4.5 40.9 0 9.1 0| 81.8| 72.7| 27.3] 72.7 0
6 | &% 2004 | A 11 38| 42.1 7.9 0 2.6 7.9 2.6| 15.8| 18.4 2.6 0| 57.9| 81.6/ 36.8| 52.6| 10.5
7| &% 2006 7 12| 25.7 0 5.7 60.0 8.6 0 0 0 0 0| 74.3| 51.4| 17.1| 68.6] 14.3
8 | & 2007 | FA 4 6 50.0/ 16.7 0 0 0 0 0l 16.7] 16.7 0l 50.0f 83.3 0] 100.0 0
9 | &% 2006 | A 3 10| 56.7 0 0 0 0 3.3 3.3 3.3 3.3| 30.0] 43.3| 63.3] 19.4| 64.5| 16.7
10 | &% 2009 | A 4 8| 25.0 0 0 0] 12.5] 62.5 0 0 0 0] 75.0/ 50.0( 100.0 0 0
11| &% 2004 | £ 23 27 40.7 74| 74| 3.7 11.1 0l 29.6 0 0 0| 59.3| 85.2| 100.0 0 0
12 | &% 2005 | FA 4 19| 36.8 0 0 0| 18.4| 26.3 0| 18.4 0 0] 63.2] 65.8] 28.9| 34.2] 36.9
13 | &% 2006 | A 2 17] 235 0l 11.8 0 0| 64.7 0 0 0 0| 76.5| 52.9| 41.2] 58.8 0
14 | &% 2009 10 67| 63.2 0.8 3.0 13.5 5.3 0 7.5 6.8 0 0] 36.8] 79.7( 75.2] 23.3 1.5
15 | &% 2006 | £A 3 4 0 0 0 0 0] 100.0 0 0 0 0] 100.0( 14.3| 100.0 0 0
16 | &% 2005 | FA 10 48| 30.2 0| 17.7] 13.5| 25.0 1.0 8.3 4.2 0 0] 69.8] 78.1|100.0 0 0
17 | &% 2004 | A 2 10| 33.3 0 0 0 0l 53.3 0 3.3 0| 10.0| 66.7] 56.7| 83.3] 16.7 0
18 | &% 2002 | A 19 23| 22.1 1.5 0 4.4 8.8| 10.3] 26.5| 23.5 2.9 0] 77.9] 72.11 79.4| 20.6 0
19 | &% 2005 9| 124| 87.1 7.0 0 0 1.3 0.3 2.4 1.3 0.5 0l 12.9/ 92.0| 68.4| 20.4| 5.1
20 | &5 2002 | A 5 51| 66.9 0 5.8 1.9 1.9] 214 0.6 1.3 0 0| 33.1] 85.7| 31.8] 64.9 2.6
21 |2 2008 | FA 3 30( 53.3 0 40.0 0 0 3.3 0 0 3.3 0| 46.7|100.0| 46.7| 53.3 0
22 | % 2006 | A 11 16| 62.5 6.3 6.3| 18.8 0 0 6.3 0 0 0| 37.5| 81.3| 62.5| 12.5] 25.0
23 |[E2 1985 12| 200 92.5 48 0.8 0.2 0 0.3 0.2 1.2 0 0 7.5 94.8| 14.5| 80.5 48
24 | [R5 1984 | 11 36| 88.7 0 0 0 8.5 14 0 1.4 0 0| 11.3] 97.2| 100.0 0 0
25 | B2 2008 | FA 3 9 33.3 0] 11.1 0 0| 444 0l 11.1 0 0| 66.7| 77.8| 77.8] 22.2 0
26 | B S 12005 | AL 10 10| 31.6| 31.6 0 0 53 0| 10.5] 21.1 0 0| 68.4| 78.9| 30.6| 53.1| 42.1
27 | B 12004 | 7L 4 8] 62.5] 12.5 0 0 0 0 0] 25.0 0 0] 37.5| 62.5| 75.0| 12.5] 12.5
28 | B 12000 | AL 10 26| 34.6| 46.2 0 0 0 0 3.8] 154 0 0| 65.4| 57.7| 11.5| 53.8] 30.8
29 | /L 12001 | A 15| 126 62.3| 14.3 0.5 0.8 5.3 0.3] 12.5| 4.0 0 0| 37.7| 80.6| 63.4| 17.8] 17.5
30 | B S (2008 | AL 6 13 0] 23.1 0 0 0 0| 38.5| 385 0 0] 100.0| 69.2 0l 92.3 0
31| BES: 12006 12 36| 77.8| 14.8 0 0 0 0 3.7 2.8 0.9 0] 22.2| 83.3] 100.0 0 0
32 |[{KE* 2005 9 25 8.0 0| 74.7 0 0 0 2.7 6.7 8.0 0| 92.0/ 88.0| 93.3] 4.0 1.3
33 [KE S (2009 | £ 3 29| 474 1.8] 40.4| 5.3 0 0 0 5.3 0 0| 52.6| 87.7| 61.4] 29.8 8.8
34 | BE S 2007 3 4] 46.2 0 0 0| 53.8 0 0 0 0 0 53.8(100.0| 100.0 0 0
35 |BE 2007 2 2 0l 50.0 0 0l 50.0 0 0 0 0 0] 100.0{ 100.0 0] 100.0 0
36 | BEY (2004 1 1 0 0 0 0 0 0 0] 100.0 0 0] 100.0 0] 100.0 0 0
37 [ EE %R 2005 | [ 7 9| 41.2 0 0 0 0 0| 58.8 0 0 0 58.8]100.0 59| 94.1 0
38 [t FE R 2007 | AL 1 7| 28.6 0 0 0 0] 714 0 0 0 0| 71.4(100.0| 28.6| 71.4 0
39 [fhEE R (2006 20 30 66.7 0l 16.7 0l 16.7 0 0 0 0 0 33.3/100.0f 40.0| 60.0 0
40 |fth ¥ % 12002 4 4| 50.0 0 0] 50.0 0 0 0 0 0 0] 50.0] 75.0 0] 100.0 0
41 [fhE R 12009 | FA 3 71 14.3 0 0| 714 0 0| 14.3 0 0 0| 85.7| 28.6| 42.9| 429 0
42 |[fhS%R 12008 | 2 3 8 0 0 0 0] 100.0 0 0 0 0 0] 100.0{ 100.0| 66.7| 33.3 0
43 SR 12008 | FA 1 2 0 0| 66.7 0 0 0l 33.3 0 0 0] 100.0( 100.0| 100.0 0 0
Ra) 6.7| 26.9] 38.8 7.4 8.4 6.4 8.7 11.0 9.0 8.0 14 0.9] 61.2| 75.5| 56.6| 36.2 5.8
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£ 2) FEMKPFIIUZEERITB O THEA S NARE ORI B 2R 0B R ORRE R O 2 F RS A LR L 7.
(B BEEEFERR [T OM] 3BYRBREL ORI RN ] DD HRANB D TH 2,
TE3) [FREHSI%] 13 [HRRIFZEICEI T 2 fMEHEEH] OMRTIRBWIHEAYZERRORERENITEDLEETH D,
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DL =2 THRICET DMARENL < FEIN TV D, MUTiF, FARITHIT 2 RELEL
BT 2 EMAGRE, AR—VIZBI2RNOFEERE, HEMEICHTIMALH D, BHEEN
Tl DHACRARIAICET 2 BARENL <, KB ERICBI DHERMAREDH 5,
ZTOMBRICHFEL 7248, R, T, REE, ERENICET 2455055, N
5 DEETIIEEEE T T 2 EERFEDEIENENHOD, LT LHEEDERDD L1TH
SNBNEEEZARETLIEROH D, TOMSCRIZHTEL 2 DRFEITHET 22 TH %.
INSOEERTIE, LHAROMAE SISV, MICIE, @EE 2RI U @B E o m e
HREFHEE OPR MR I N,

3.2 WRERBEOLEMICET DHIMELE

RIZ, MHEERZBERTEESN TV LRSI RNDOIHZEIL, EARIFZE LR U RO FHTH
il 2 4t 9 2R E TR E O NMEICRE T 2 088 H 50, TOREEZELLE ETHTIIDS
ZEET B,

£ 2ERWESE TR O - SR 2 RENAE SN, FANTHH L 72 Uudmo iz L o
DINBWAERENFET RN EH D, 2720, EFERMFEOHTHREBIEOREITIRZD., [
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