Template Date: August 12, 2011
You may call the National Cancer Institute's Cancer Information Service at:

1-800-4-CANCER (1-800-422-6237)

You may also visit the NCI Web site at http:/www.cancer.gov/

e For NCD’s clinical trials information, go to: http://www.cancer.gov/clinicaltrials/

e For NCI’s general information about cancer, go to
http://www.cancer.gov/cancertopics/

You will get a copy of this form. If you want more information about this study, ask your
study doctor.

Signature

I have been given a copy of all [insert total of number of pages] pages of this form. I
have read it or it has been read to me. I understand the information and have had my
questions answered. I agree to take part in this study.

Participant

Date
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Appendix 3: Checklist for Easy—to—Read Informed Consent Documents®”22

Text

e Words are familiar to the reader. Any scientific, médical, or legal words are
defined clearly.
e Words and terminology are consistent throughout the document.
o Sentences are short, simple, and direct.
o Line length is limited to 30-50 characters and spaces.
e Paragraphs are short. Convey one idea per paragraph.
o Verbs are in active voice (i.e., the subject is the doer of the act).
e Personal pronouns are used to increase personal identification.
o Each idea is clear and logically sequenced (according to audience logic).
e Important points are highlighted.
e Study purpose is presented early in the text.
o Titles, subtitles, and other headers help to clarify organization of text.
e Headers are simple and close to text.
e Underline, bold, or boxes (rather than all caps or italics) give emphasis.
e Layout balances white space with words and graphics.
e Left margins are justified. Right margins are ragged.
e Upper and lower case letters are used.
e Style of print is easy to read.
e Type size is at least 12 point.
o Readability analysis is done to determine reading level (should be eighth grade
or lower).
e Avoid:
o Abbreviations and acronyms.
o Large blocks of print.

o Words containing more than three syllables (where possible).
Graphics
Graphics are:

e Helpful in explaining the text.
o Easy to understand.

e Meaningful to the audience.
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e Appropriately located. Text and graphics go together.

e Simple and uncluttered.

e Images reflect cultural context.

e Visuals have captions.

e Each visual is directly related to one message.

e Cues, such as circles or arrows, point out key information.
e Colors, when used, are appealing to the audience.

e Avoid graphics that won't reproduce well.

®National Cancer Institute, Clear and Simple,23.

'National Cancer Institute, Making Health Communications Programs Work, 37.

8 C. Doak et al., Teaching Patients With Low Literacy Skills 2nd ed. (New York:
Lippincott, 1996): 3.

* C. Meade, Consent forms, 1527.
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Clin Eval 40 (2) 2013

[FE IRBJ 28 < 2 HARERM T 277 DIk

FETRF" 1 ®?
1) M T BE AR SRR BN TA A -V Y iR v & —
2) HEEESER SRR

“Cooperative IRB” issues in Japan, United States, Europe, and Asia

Chieko Kurihara?  Shigeru Kageyama?
1) Molecular Imaging Center, National Institute of Radiological Sciences
2) Division of Clinical Pharmacology and Therapeutics, The Jikei University School of Medicine

Abstract

Background : In Japan, GCP Ordinance was revised in 2008 to make research institutes which have an
IRB (Institutional Review Board) possible to commit their review to an external IRB. The United States
(US) Food and Drug Administration (FDA) issued in 2006 a guidance to facilitate Central IRB review. The
European Union (EU) issued in 2001 a Clinical Trial Directive to mandate member states to establish
regulations by which multinational clinical trials can be initiated based on authorizations of one Ethics
Committee (EC) and one regulatory authority in one member state.

Objectives : To find information on regulatory reformation and the actual situation towards facilitating
utilization of cooperative or central IRB/EC after 2008.

Method : Literature survey and interview survey.

Findings : The US government has proposed regulatory reformation to mandate one IRB review for one
multi-central clinical research. The EU has proposed regulatory reformation to make possible one EC
review in EU for multi-national clinical trials. In Korea and Taiwan, a cooperative review system has been
facilitated and quality improvement of IRB review and human subject protection system has been
simultaneously facilitated. In Japan, there is a finding of a survey that shows the utilization rate of
cooperative IRB is approximately 30%. Actual utilization of cooperative/central IRB in the world has been
steadily increasing but not dramatically, and the above mentioned international situation is worth noting.

Key words
cooperative review, central IRB, Ethics Committee (EC), clinical trial, Human Research Protection Program

Rinsho Hyoka (Clinical Evaluation) 2013 ; 40 : 419-34.
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I. &%

HZ Tld 20084 D GCP & 4 %IE TIRB (Insti-
tutional Review Board : HBRBEZES. KEH®D
Be [MREERES]) ¢RETE3EREA
THMEEIRBICBEARRA I L NTRELE &>
7. MEEOWHRIE LT, EUBKRRBRIES"
(2001 £ A%, 20044 F CICMBEETHEEL) T
1MEEIZ D & 120 [REZES] (Ethics Com-
mittee : EC) DARL BFOFAICHIKAR L E
BTEBXHITREZLITHHBSELN T
Z & ?, KETIRFDA (Food and Drug Adminis-
tration : BREERRBE) OEKRBHRH L LA
B A2 2R TOARBIREIL &, &
A IRB # BRI LT 7242006 £ D FDA # 4
FY AV IEk Dy b 2V IRBOERAA X 5128
a2 &id, h<Hoh35.

Z 0%, [HEEIRB] (KW TR, EHEOMZEE
FEfEs CIRBE -3 ECOBRALETHZ L k1
5.), [ 3 NIRB] (KFETI, St
M2 T1ODIRB % 73 EC T&EHRNEE LK
FZLTIFS>Z% 05, Rk [H£FRIRB]
OEZIcat.), [4E8IRB] (KT, WEx
FERER RN DIRB £ 23 ECICBEAZTRD
ZEEWS.) OFAREODERIEANTES
IZHEATVWS Y, AFEIZODWTORKRT V7O
RREERROICE LD E-REITDh Tk,

n. g

HATHD 20084 GCPESRELED, KX7
U7z B IFIRB, FHFIRBA B BEHR %,
HREIRIESA, IRB/ECERRRAZHRLICE LY,
AXENICE T 34 %DIRBO S h HFOREICE
THRMET 5.

M. A%

#FEIRB, ¥ F 9LIRB, #EIRBIZET 3

BN OEFEE. AR, REEICETS
B L NLOBESE, BEIXE (F-320%)
FHRODICERINE L, FsEric i NEL
7=, —EREEEXERD FEER BTN, BHHEEIIO N
TIIEE D ERAENR B ICHEZD LT T
Rk USFEAFIAL 7.

V. &%
1. Bi%

[EIBEA%ES & L CI1X OECD (Organisation for Eco-
nomic Co-operation and Development), ZFEFED
KWL LTH, KE, EU, 79 7220 TREE,
B, HEIZDWT, 2008FUBEORRE LT
BT NEERBE O NI

OECD Ti3, &EOMHLRE - &% - 7H7 3
TOBEBRENSMLUT2011EF L o8
BT, MAEETZEERABRICH T 3 1E1EES
ABHERE A TS, KETIE, FDADEKRR
BRI, ARBIRE %[ 5 HEH TO AN RIIZD
FRAIDEMERIEEN 2011 FicHi Eh, 1BR1E
BHFREEZEFLTELES pERIN TS,
EUTH, BRAKRESICLS1EIFEESAH,
SEUN1IFEEZAIRE L T 3 FENDOREXSER
L TWE. TYT (EE, B TE,
o — TBE T O IRBIEFIEBECEA TH D,
FBEOHTRERIE L L TEREN AR EEET S
HELRHATNS., HERTHE, HREETERS
(BUSER) 2012 RELAT V7 — FHEET,
WE L% - 7= GBREREHEE DR 30% THE IRB
RRHE - H 0, HICFEREE AT -
EHELTOBELAFWREN TS,

DEFBETH 2%, DITICFMz L0 3.

2. EEER : OECDHEE
EFSHERE X, OECD A 5 [JERENEEILRE

MEOHME] LETIMEEHN20114E10FI1H
Xhr?,
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IERIEEM A BRIKRBR OHEE 1- M A B % PATE
2352 L& HBIZ, 2009410 A ickEBaG,
235 - EIFEEEE 1 3R - SRR 1R 2B L,
HEOHHIL T - MIRESOHEMFICEMES &
UHEEED AR AT - MR, BREABROEA 2
BEICDOWTAEN S EEEER L. 2kEL
TEHUTOEBIZOWTZ DR TS,
A AR OBEMELBEBTFRE
Al ZEOHEICETIEREG I AT LD
YERR

A2 ZESBERRBROEN - FHxOEGO
FH

A3 EEHLFEBEERRRIZKIT 2IRB/ECOE
BEERZ1E1ER L 73RO

B. EERRBROEHEIZ I51T 5 risk-based approach
DI-PN

B.1l SFOERRBEBICEIS YRy 3EICH
BT BREOZEA

B2 U ZZElis X UCEHEDZDOEEET A
Fo4 vEDER

C. HFEI - 1 v 7 5%f - BEBE

Cl BRHBRICETIPENEREGORRE

C2 BEW / #ulf, BN ZERAKS v b

T — 2 DAL

C.3 ERIKABRDEE

DEH

ZD5b, ZHEHRLRERARO1EIEES
RBELTE, UTD&S5Th 3.

L LT, EURRKRRERIES TLEHSERR
BRIBWIIEIEERR CHREMBTES LD
KETEDLILLEhZEUIZENWTE A,
BREFAHOEE Bl BERICE T 2MEZDOE
BMEHEES) BIRERIFVTRF LI ENSL
HLIEThdZ L, RERMPHAGINEEO/MT
Hhs 7ot aVBERERSBEhEZ DM
E, GEPERINEL BEINEHEHRELC
RUTOES ZHREBREZZ O TS,

o [F|RHY 2 JERGE R EEIRABR IS B W TIE, B

B HEAANEESRICRTAEEERI1IE
1BRETHZENEF LY. RENER%Z

- BESNOBERESE
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BREZFREAZE, BREBS - BERI“HBIT
HAEDOHEHIZOWTHET 5.

e ZEBEDWHEHIZICH-GCPIZHEHET 5 &5
SOPAE® b h, BHEIMERT, BRI
EOCEBBLY S5 Z EPHEE L,

3. PAUHESRE (KE)

3.1 H&

KETIE 2006412 FDA (Food and Drug Admin-
istration : BRMEEFF) ¥+ 7 LIRBOE
FIZRETBH54 420 &ML 2OERIC
BEREIREY 27 L8B4 RETNE k‘?‘é%ﬁf:’:
ERHRXPEHM Eh, KENEL L DIZO0IG
(HHS Office of Inspector General) ¢ 19984 &)
#9  General Accounting Office (GAO) ? 2001 4
AP, ERENREHHEES (National Bio-
ethics Advisory Commission : NBAC) 2001 &

, Institute of Medicine (IOM) ¢ 20024E 4452
&kf%%.%L,MG@%”ﬁﬂmwwwi
HA LV ZATEF(AEHh, 7, OHRP (Office for
Human Research Protections : #iBRERER) D
FET AN RE 2T SR L ERT S IER
DIRBESIZZhIcE D X 2000412 A» & Hs
X, 2009412 45CFR (Code of Federal Regula-
tions) 46 [HEREDORE] Y ((aEY - L—1] &
ML, BT TLROESES TREDOHEL H
3) I TI-PEBRITILEA B L EEIZFDA
D#REI 21CFR56 [Institutional Review Boards} ¥
& WIE &N, OHRP, FDAOMAILRZIZAD,
REBIBII2E—DHEHI AT LA %
7z, NBACHR&E" 1, MRS %217 5 At
KPR EREHEFRIZX T 5 OHRP DEE Y 27 40
BHAZEELTHD, BAEE, Federalwide Assur-
ance (FWA) LT 2B OFKRERE
VAT AIETSEMEEOHRP S HIE T3 Z
EEFEBT TN (HBREREICET 5TBUR
B, WEER, BEROFERS ZLDEE, &
&%, IRBEXKEICETS5MER [RBEFEE
DFIEELEDEREBH T2 I L TRAELE
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%). X5ICIOMBMEE" T, IRBII &V fRE
MAEEEOBHEISENTNE T, IRBLIZFIHEC
WRatE ORI A %50 - EET 2ZEEM
PE, RO EHREREV AT LPLE, &
DEIEE LTS,

TBIZEZIRBEH Y XA 7 AR FWARLERE
RAEEHLT 2O THEL L O T AWV,
2001 4EIZFRL E - R ORI & L T Asso-
ciation for the Accreditation of Human Research
Protection Programs (AAHRPP : #E & R#E S
TS5 HFRREHERE) DN IOM OEIEIC 1D WERE
RETO ST LOREEETH> TS, KEIRND
165 MR A BB L T 51, &E4, v & -
4 VR vrHE—L - PE- BERIEE
BRBAEE LTS (FH17858, 201341 A%
R

32 &M LEREREORE

ZA LT HBEREY 2T LEBBHEEIRNT
W REID G, 2006411 H, FDA, OHRP, NIH
(National Institutes of Health : EIS37 4 WFZEAT),
NCI (National Cancer Institute : E3Z 4% A WFZERT,
NIHD S b —#E) & & OBAFERE, Associa-
tion of American Medical Colleges (AAMC),
American Society of Clinical Oncology (ASCO)
i E DMK, SEF128B92% [National con-
ference on alternative IRB models: optimizing
human subject protection] CEFT3H 771 v
2 WL, XREIRBRSERIRE OFEH A
FF LA aEERS D (Fl: EREEOM
B, BEESHOBES), BRI LS3IKEA
TLBRVRE A EFINCER S,

X5z, Ao 2000 FETRICH S h - R iEENVE
Ky EDE, 201142, OHRP&#D 45CFR46
&, FDABED—EOAETTEGRA 2 21
WIET 5 RIZDWTD [ANPRM] (Advance Notice
of Proposed Rulemaking : JREIHIE ERIEH) &
M3 2IREXEHFREFGHE &L KREEE ORI
BINBERER (Office of Science and Technology Pol-
icy : OSTP) ORI THER EHh, BREESh

=W ZomT, SiERERFEE 1 DDIRB
TEETHIELZMHEETRENE I D, HLE
RAKDER TS, X612, ANVBRETOE
HREEAETEAREZRES TIZ1940EKRD
77 7% 7 COWRGEIZET 5 EHEN A TR
CRTAEEREES Y s ah, ZoHT,
H£FIRBO# % &% T, ANPRM % £HEHIZ K
TAHET, SBROLERERBERFOEEIKD
LENTH5,

LIFiZ, ANPRM & AHHEZEESHRESOBRE
B,

3.3 ANPRM GRHISIZEaHEM) OREY
KERESE &L B2ENBCER 2, RITOAH
REREZT BRI T 5 hEERERE
(45CFR46) ¥ % X " HIPAA (fEEE{RBRICBET 2
BT X OSEAREICBE T 28 " o Eo<
75 4357 — BB (45CFR160, 164'¥) ¥, FDA
DEETIERERERABRO LB EREHL
(21CFR50 ", 56 '") %#&b¥ THIET ZRICD
WCOHFIHEEREL (ANPRM) Z1EmK, B
HICIEEL, 20114610 A 26 H A MR LTRRE
EL.
BEIREZREDKESL Y PRBUTOESThH
5.
DY 2 7 KEEIZHE U 7= HE R A D i
@O HEREICH T 2EN1RB HFROTEH
@4 vIr—sF -ayeyr0ERESOE
2 DWFE
®F — 2 O L ERREOZHEDHESL
OFMOMBEL X UHEREZOBRORHN &
ST DREST
®OAWBIE 2 31} 5 Ed% T OB HEH O
X (IOM®AHEEZEES, ANPRM TE K
EWHEESEROBEELE TIRTOARR
B R T RELDBRED 720, Fh
B (=] 2AELTEZIESHEK
ELoMEDY. AFficEfAREAEER
Holzlz, ThEH—LUBREZIT 2R
THEHBY BT NTOMEISEHE T 3)

- 167 -



QETHEOBEH B I UH A4 £ ZADN—FF 4
¥— gV
PEDS 5@z TIE, SHaRERRER i
EOBEELENICHEVWTIZ1IDDIRBIZZRB Z
EEBBLTEELELEDES BEERD S
M, AUy b FAY gy MIDWTEL BREE
T3, LLTWwa. BCRHeh-BREAKX
T35, BRELERHEIOH D HFOBBRER
TN,

34 TrTVvoHMRECHTIAGERES
AEHgeE”

TN EHRET O SR ENIRNAORERZES
T, 1940R 2 7775 TOMURYEICET 5
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Z, BITOHBREREY 27 o2&k 3 RE
LaEhis e h-. BETOMKT 3RO ERE
—fELTHETESR—g Ly 4 bDORT, EHE
EBL IR TOMSMEOEE, fHEOLENY,
BIE@Elomk, U 2 2 KIS U -5 (Y
Z 2 OENIFZEIC T 2 HREHEN), 1 v 71—
LF-AVEYIRTIANY ~REOWE, #
BERECHTIAEMES KCHEOHRT, A
EHRJERNEDORL, KEPES I h 5P, [£
FERR 7D IRBEA DA B ] (Streamlining IRB
Review of Multi-Site Studies) &W25 1EH#H
5.

SHERIAEDORFIZDONTE, UTD XS &
BWTHhs. ROAKHEZEAMEOREREE
EBOTThHY, EEEEIHRERE L
FEBLOIVT Y AITEL, H-THEDA v
FOUT 4 RS, ANPRMIZEEREhb kS
WIIRIEDEIDOFEE L W) HHITER TR
ETH5. 2L, 1HARIFESFRICHEOTER
PHREVRLPTBEBEORESEHOILE2H
L, BElTRETIEAN,

3.5 #HFEIRBDEARKR
£ ANPRM O T, #[6] IRB & S fEik
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FICDVWTEMTO LS IZEEh TV 5.
OB B ABFZEFT (National Cancer Institute :
NCI) T3 2001 FEICB AR RIFZEUT DN T D
v b FIIIRB, 20044 IT/NRASAIZET S
¥V FILIRBAREL .
OB E AE (Department of Veterans Affairs :
VA) TIX20084F &0 b 5FED L HERERR
BRICOWTIRIFEEL T2 LB L.
QWL O DRIEETRERTE FTL
IRBEHEL T3,
LEO@OIC2WT ANPRMADEHRAE Z L
5.

OB P ATHREHR (NCD

1997 40 Armitage Report ™ 1%, NCI A3k
3 EERLABRAEDORE A LT O 2 EE5ELT X
ELEE L 2D BEEDLDICHIE L NCI
TIX 2001 I AR RIFE, 20041/ NEx g
W7EH®, £~ b 7)LIRB (BU'F, CIRB) %##&%&E
L7=™. RAMZRIZEAECIRBIE A 2, /s
KFFEACIRBIZA 1 EFAET 5.

HEPRICBMT B HERIINCL L “joint review
agreemenl” A THEL. BREIBEDTNRT
A NCILIZZEHR 5354 (“independent CIRBEFI)L”
EFRL, 2L ORERAEERNIRB DN L & TR
BLT\W3) LERFEOFEHIIERTEET
56 (“facilitated review EFT A" LFRL, TEOR
HITEZHZ XN B “expedited review” L IXEk 5 €
FN) B0, BIEOBEITIINCLHIZHERGM %
FURRTFEORHLILET 5. 2INRMAMEE
I3, NCITHREBEN-FIEOT 0 b o, BEKE
RBLUBESEATFL, NCIDEEREREZD
FEM/IPEILERET B.

011EILADWME? 12k sL, 2010650 %
CIZ “Cancer Therapy Evaluation Program (CTEP)”
ZINHEER 2,109 D 5 5 312/ ($915%) 728 CIRB
DT AIZHBIML 7z, 201048 H £ T2 8811k
BRZ DT IR, RARRIIZET6,700 4
Pk, NERBIFZET4,1008D L, &81T11,000
%845 CIRBZER L -FENTbh .

CIRBDO SOP ™ i2 k% &, NCIDOBK &S %
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7 5 Cancer Therapy Evaluation Program (CTEP)
DOBEMAFRNEEML -7 0 s LB CIRBIZIEH X
#, CIRBIZEES/MOEMRE LT, HER
%%, CTEP DUEEBEMR, NCIOEWYifE
HFOEMR, KA RERIEHELEZRLOYE
RIDEEITOZEMNHS. CIRBOZEZEIX, NCI
OB A IR T, FEICHVRIEEHERK (Conflict
of Interest : COI) D » 32 FEIIFRFIFIZHM

LW, 7949 - LE2—ThHREESTH
D, TRTHDEERTF4 VY - LE2—-7IZH
ZXNBUEMENSSE. TIAYY - L2 -7
BHFRBEIHICOR 24, FIROEMRL R
PR ER S h5. HEEERCHEEEOEEIR
1ZDBERERENRTIAY - vEa-T&k
5. 794<) - LE 21— T7TOEEMBIERS
HO2HAMETINETF VAT L5 # > TIRI X h,
EREHETRFVAVIF VY ALBT VAT A
Ao TEHEINS.

2005 41 IZ RS IS IRTE LSRR O e
EREELETY, HEED80%H R & 3% 0 ik
2k o7z, 65%% [BW] 721k [RER W] KEBk
Fofzb@ELE?. £, CIRBAM 754
LR IRB TEEAT > LBRLOFHITONT
NERDRAMOBERB2010FEFIREIAT
0 % 24).

20124F10 A IS, 24HERR S0 L T “facilitated
review E 77 (ERFEOEH IR THET
%) % “independent CIRBE 7L~ (fazkA DE
HE CIRBIZERD) D BATHRIET 4 -V
VT 4/840 9 b - 287 4 OBENFEL
WEDTHHERELTNED,

2012412 H12H i &, AAHRPP @ :2:F % B
BLZZL (AAHRPPORERIZ L HIENIHIESE
TRIORG), RS2y b - 28540
BREAEDET, S%IIEHED D “independent
CIRBEFNL” 2#ET 5L LT 5%,

QBTREAZ (VA) 7

VA DEERE (Office of Research and Devel-
opment : ORD) DEIKEIZ Xk 5 L hezy L RAF%E
(BRI AU L HERR TIT 5 HibEsR 4 v v MR

&) BVADCIRBTEEATS Z £ 482010
FORHUBREBIL L ZhIZEMT 3
1 8% 13 VA £ MOU (Memorandum of Understand-
ing) L, MBROFWAILBEEEL LT
VADCIRB#ANTH BERH 5.

MOU!Z i3, CIRBEEICHERFEFEOHEREIC
DWTREBREF/ORENSBML, MFenaIa
S -V VvEMETAILREREENS.
CIRBOBEHE*Z 1T 5 NEHBHEOEFE I N
W, TIEETEEREEDBRIZH L Mo X h T 305
BB,

SOP®izk %L, CIRBOE®R XA 1 ETHA,
PBRIZBUTH-FT 144/ EFF LB T
5. ORDOMBRIBREHERD S 2FRICII G
BV, FREROLVEIEE -2V E Y b
ELTHEBERITAZILIITE S, HEIZEN
COID B BEEIIFER - RIS MTEL WV, B
EOHMEHO T F 28— b & UL TEMBELT
DT I42Y - V¥ -7, PIEEROBEMRE
U TR - WHENAEEFES 2 v 5 -
LEa—7, BROEMRE ZIIIEEMAROERE
DFEPEAL YT+ —LF -aAVRy FEBETS
AV Tr—ALF -2V VL -TH, %
NENBEOF A 6HEEINF v o) 2 M
BoTEANAEELTS. IhbRBDOEER
RVFERINLH, ERICLZERFHEITHI
5.

VADEERRIIFWARBIZ bW TRE BE
T 2 5%BER#E T 00 T LRI X 53
FPRBwRIEE L R WE Eh, 20124381
AAHRPP & O HAR BT L, Alion Science
and Technology Corporation S FRiFEHEE & & - 7=
23, BEIC AAHRPP DREZEZHUE L T\ B4R
RAEMOETHSERI LY, LLTW5.

@F0HOE> h IV IRBERKR?

NCI, VAUA TIZ, EddD2006F11HDH
Y7 7Ly 2P T, %< I34F IRB O FHE
NFELULSAWRRARSE T 5%, DTFIBHEXD
HEREZED-RES L XN 1, BRITLOR
BERRDECHRERE TS LEVILEHL
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ZHMEILEHD BN, ZOBOMES2R/LE X
EW2011EDV ¥ 2 —@mX™ T3, #F/ ¢
YIFILIRBEGEHLAZEHE LTCERENEZD
ENCIDr —2DATH 5.

® Dana-Farber Cancer Institute (DFCD

DFCI TiZ, Dana-Farber/Harvard Cancer Center
(DF/HCC) & U CEH# T % 4Bt (Children’s Hos-
pital Boston ; Brigham & Women’s Hospital ; Massa-
chusetts General Hospital ; Beth Israel Deaconess
Medical Center) & 2 DD (Harvard Medical
School ; Harvard School of Public Health) #*5,
MHAEWE S X ONIH, NCIO T &IZHED &,
DFClIZ B} 5 IRBICEERAR TR I L L L
7z, ARBEOBEERIS1H300EFTH h, £/
DFH T v b I AFIL300, 2006411 ARFHT
OETH T T b aAHIT1,800 Th - 7=,

e Michigan 37 X3

Michigan JH 37 K2 TIEINAD 6D DR 7 5 Hilk
SBT3 EBDHRT 0 T LSBT 5 M
MEICESEEMERIOREBEEEDL 154
DEETHERTS LY I NLIRB %Y, Commu-
nity Research IRB (CRIRB) & & L, AAHRPP
DRMEBMB L. SBIAIBTESOZRI
B2 RTNICwebZBEERA ATV 5,
CRIRBD Y| iZ B EFRDIRBIZELh ZDER
BRERETHA2PE,LOHNE T 51, WELD
322 -vaviaRohE IRBEERBRIRL
FI2BEEE R THRZIHR T S.

e Jowa K%

Towa K% 6 IZIRBAMERZELICEE T 2 WS »
otz BoDHERIRBAEMAT 5 & HEFIC,
Western IRB (1968 FRIlg DM IRB T, &EIC
b0, ESEED, S0 EOEROBE
ToTWw3,) "OBEEZRFEL TV, £/150%
ERALL7: (2011 DREE). RIS EAL
T, WBRERES 0S5 LAOEBRROMER, 3
MBAEETo 7. BHICY 25 TE, COIRHIE
NASHLBEEOEB I >VLW DRSS,
5, BBR/TRTORFGEMR TS, KED
HWIBE4T > T3, %7, NCIOCIRB % FIH¥
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B —ANH 5.
4, -y N

41 HE

I —u 8T, REDIRBIZHEY T 2 BER
B2 13 Ethics Committee (EC : HEZEES)
SRR, BRI, PIREMERIC kT 5 E
OBETMOBEE L WS L id, WFEEORE
M, Bletd, e, HiER, BeEMEL
ENGWI LI TEHEST 5, LW HMEDY
P—RETHB. ThTY, SHERLERFEOR
BEOEHZEEOMEIRSBRINTE 12,
EURRRERTEA " (2001 4 AF, 20044 % Tz
InEEETHmEb) 1tk -7, 1mEEIzoE1D
DHBEZEESOKR L MFOF CHRAR % =
BTEBXIITTNELTHMHRENTDI
7=,

LZ 5%, EUBRKRBRENICLK->TEUILH
F BERERBRERD 2 B ESD | EHEEA -
TLEo7, BHOd3EBHEFTIIEL o
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