ERPRZEIE  Jpn ] Clin Pharmacol Ther Vol. 44 No. 3 p. 207-215 May 2013 (% ki)

KEbE i o 3617 IRB % o> f il
— KRR T 5 4 7 ¥ 212 B 2 M —

AN N [ weoNlog& ul AN il ] LI S N 1
£ b & A HoOA WO o A
REFWPERRR SRR T 5 4 7 » A L] IRB e e b i 1 5 9E

AT HARERIRSERS:4 TEL. 03-3815-1761

(4% - BEibPR, W)



EEEK¥EIE  Jpn J Clin Pharmacol Ther 2013; 44(3): 207-215

7x—7 L4

KB 0 3L 6] IRB 55 O il

—KEWHREBERRER T 74 7 ~ AIBIT 585

AN N I W N

#£ 8L
7{ S UAM N (SN

NN U AT R LI - N N A

#O® ok A

KEW BRI IRER 7 5 4 7 ~ A L] IRB R X HE

1. EL®IC
AR B W TIE TIRB (Institutional Review Board) |
¥R EREETERYIRTHGE L LTHRIL,
(4t IRB %] mEHIE, [HBREOEICHT 2
v ] CPRE 23 4E 6 B 30 HTEEBOFSE 0630 45 1 45)V &
B, MbOHRERERBINDOED L DKEUZ LD
BWEEITH) LN TEL IRB, #EEOHEBRERE MR
Mo, EETERET &M IRBEEL. | £ 55,
% iF GCP (2008 £ 2 H 29 11) @ 2008 4 4 HA 6D
RATIZE D, EREHEN L o IRB i H A BE L
S hitE IRB S~OEFEEKFATEEE 2727, Zh
FCRERBETRBIROETHRA Y P77 —2 #HELT
WABBA LR TR DHBREELY ZITANS Z LI
HoThH, HHEXOBBRERY, HiikE WEDL W
sk D IRBICHF L -HEBRIIIEA L Rdh o7 L
ML, SEIOKIE GCP DREITIZ X ), REMmPER LI
BT, 6 IRBHEDOGHMIZOWTHRET B Ebric
éfwé.kiﬁ%ﬁ%MRB%%ﬁmﬁatbu
. WEBITROERNRETH ), BEMWIZEFDK
wﬁz%&fé ZD-DKERBER OHEA » b
7 — 2 THE) IRB 0O AG 2 HET 5121, §XTo
REMBEDEE Jist, BEHSHIZo -kl LMEL
B S w. ZO—FT, HEBIKEHEDOLE)
5133k IRB S 0FEHICFROBEHEH (A v
B REEShZVEOHE Y H D, K5 GCP I
Hlo T, HBEBE»SORELXTITA I LI
TwekEZHN5,
KEFEHRIEERREBRT 517> A (UHCT 7547~
2) 12 [HROFELZHAEADOEFIZEL ) R HET~

, BBRPEUERREBIITHVESY AT 5 KEH
Bedsligll - N E T, RPN LERRA
B E MRS % B L CERBRNRABRYERT L L
FHMPELT206%E4 BicAy— L7z BEKX
R PE, FM KA AT e, T]K
FERETRHR P, I KFM b, Wt R
KEFE PP, HTKFERELH R, 8
KFEWFREWRBED 7T OO KFWRBESRIEME L T
W3 (2013 4E 4} 2 5 INBLK S IK SR IR R Be A
W), K7 5A TV AOEHF*ZEITTH- 028N
KEFRES W BAOHERTHR SN HEZEE
E, )] TV &RICTERASENIThbh T 5. Hik
KIS RO AR R s BB W FEe S 3
F—HNIZEBENTWS., 7547V ATIX, #OH
BOEBIZMT (K754 7 > ADEHB L UEED
BN~ RAG ], [EBREEGBROFR L EHEH ],
[RELONENLERARBOERAT O], [E
RABOMRAEICHTE2HE - XBRBLUEBEFEON
1% - 58t ), [RRRERABRSIIF~OKREEE ], [
WKW - B MEOKRIGE ], [ZothAKT 5
A7 ADHNZERTH-OILELHE| 07D
DHEX{TTo TS, BEMZIEHL, B4 - 7ol
7 MEEBRAS, FHBMESERE LK#ERS, B
BERT -IBEEAS BRABRI—-F12—5—
(CRC) ##Hhik D5 2O FHE L REMHRIEE
Iﬂ: uu’Hﬁi‘xnlE?%}\m H’F%Iﬁ JH"] IRB 'm:ﬁ*ﬁﬂ'ﬁ;%
MO3OOEEPIZE Y, ZRZFREYE (BRETHR
E) BPLICERSATY S, FOMEBIRTIZHEYE
P OoEFIOMEEE IR I B I, FEHIIHEERS

Key words : UHCT Alliance, centralized IRB, local IRB, university hospitals, GCP

*EAMKEEE B R R s~ #UT'
FIHH BRI AR TR 5 - R KB
¢ S KM R BB R BT e - iR S & —

kf}*‘rlii%ﬁﬁfﬂiﬁ#fﬁlfiﬁlﬁmﬁ)f%iiﬁt vy —
Wfﬁ#ﬁl‘?ﬁﬁﬁﬂin&ﬁm
ifra‘%ki@&i?& SRR GR RSy ¥ —bitA LY ¥ — 8

* RRR B MR KR
* T BRI R B s P B R SR BR R

FURIEASKSE « ARE M KERZ MR AR > ¥ — T 390-8621 #Aulifl 3-1-1

E-mail : climatsu@shinshu-u.ac.jp

(RAZA 2012429 H 19 H,

B2MRA 20134 1 H4H. HERE201341H 14 11)



208 74—F 4

RTOBRERBEZIILLEYS, Wb HEOHEIIE
DTWVDE, ZDOEIHI, ATF74T7 AL, BITKE
WM OBBRL Y b7 — 7 OBREE R LTWBET
T, MB 7 KREVPKFERIEDM A DHIZE SN
FUEERIF % - RRBROKHER 2 £, KETORERK
W%k - GBOMEIZMNTTCOH L HintEr R+ s
FHIRLTWS., L)L litodbeAk7547 >~
AT 7 KM Tl IRB % 0% B2 TH
APEDPORBHSEIY, 2009 E 4 )55 [HEeEhD
BEM 72 BRI O F AR o ¥fii i ] oo Lok
L T3 IRB #EERGHERHEASTH B 2 B L 7. A (E
FHIEITRTOMBRERE» S EINS W BAT D
DERDOHRY, FMKFERE AT ISHPELHH L &
Lol

#FE IRBEZ+HBATHAY v bELTIE. OFEE
NAEDEY (BRER - BRRRBOEMERIZLIEE,
BEHOEMEEGBRT EIPPESTHE), @ RBRE
Rz D~< /37—, B, BN, @ HBIKE
ZEOEBOBRR, &, FAYUvbELTIE OF%
WM EHOEZ 2 XEL v, @ #iiik0EEL XV
omEERAEV, @ HERHLENHEOE»EbNR
%, @ BREEOBEEEEZHET 2 LIIHBETSH S,
®IRBYavErr7ofiilhELs, REMNBKTOI
Tw5Y, AEEHTIE, O INiEETO IRBOEEL
FRE 5V IFh U ELOBBENREZHRET S,
@ BRFHRBEDOHBESEFH N - IRB HHREB IO
B4R IRB %I ha 2 v bTlEHBH, K
HIREMHOERRK T, SRETOZLOHFROK
KizRL2B%0, L LTRESBITODATYS, K7
FAT Y ATIIMBEREREILT X THY, BED
DEBRIZEMT B KFERBEIE3~5 ke bl Lt
Zv., ZOL)BLVBORBEOBNLRADR T
SAT7 Y ABBIIBWTHMN IRBEE2EBLTHHE
BKHEEOQHEBROEIEL % <, ki IRB ok
HZHETHIERICOVTIIRM YA SIS E L
TEIFON. F 72, 15 4L LA Sh gt IRB(central
IRB : CIRB) 25 ShTWwa*"K[{TH CIRB I3/
EENTHTHYY, CIRBIZHTARELELTY
5% CIRB #lgkDBE N R458, KT 2EARLZR
FHEA IR DHENICR R IR ENZOERL
Xh5”. 2003 D 88 KERFEH~DHETIE76%
A CIRB %o 7: 8888 h % {, 73% i1 tii% IRB THE
MIZEESTTHONTEY., CIRBZ#HEHITAHEANR
WELTWRY, AFTHRKFEHRBEMIZBITLEF
IRBHDAHIIME IR TES Y, E£HWTkL KR

IRB AHIZDOWTRM L TH B 2 L35 %D KERE
IRBOEN 2 E25) 2 TREEETHHEEZD
hs.

BT AT ¥ AMUDOTRRZFEZIRM B AR, H
BRKZEMNFEREHE EMAFEZEHERED 3
KEFHBEDNBIML TV 5B, 0L ODETMEERTIL,
TR K2R IR 22 B M s 95 BE IRB % 4t[@ IRB &£ +5 3 K
WO IRB OKEIAHE SR, 20104E7 A» S
IRB##Z WL TWwAY, ChIZKFHREMTER
ENARYO L] IRBHEDWKEITHY, 7947 >
A 3t [) IRB HEMERR G P THRE LT & 23t [ IRB
EORFREZRIIHEIN TS, Z03KFHOIE
I} IRB tAflillH & 7 5 4 7 » A3 IRB %0 &HIED
BEPENVIILBEEZLNS.

AFETIE, F920 €D UHCT 7947 ~ A-
EFPIA Japan 3t [v] B M b 5% 35 ) T3 & 1 - Bk & (5]
DHEHEESZBESAERNICOVWTHSL, RIZTIAT
YATHRHLTWAIEIRBHEHIETIA4 7~ A
W3 KM THIEEM D 3L IRB A% (B3 &
B) IZoWTHfr L, WkIZ7 514 7 >~ X4[E IRB 1k
HEORHMIZOWTE N HIFE., 7547 A0S
IRB Al %I O K%FH6bBE IRB 2 £ H IRB & L,
JLIR] IRB BB T L2 7 KEMER THRHR D &
2EHTHY, ChETERFRETEREDTTEL
IRBOHOE DM EXMFETE L LV RELD
D, SFTIRMIN TS IRBAHIE KE R
5.

BRI EHET H7-00, 0 EDVEDDORFFEHIZ,
AIRIC BT B RFAHBEM D ILN] IRB % ) ol % #Hi 5
TAHRICERE TUIREIF LA EL S 2 WiRET
»H5.

2. UHCT 754 7> A-EFPIA Japan 3#*[BEIEM
KRR EA R

2000410 H 28 112511 H6 HEF TUHCT 7 5
A7 7 AEWMMBEHAESSEHEAENERS (EF-
PIA Japan) & @3kl T, BRMNFE DO KFwEE, BRERF
RXFEE ¥y —, BHLE, WESHZEZIBL,
R 25 5] 0 [l PR SR D F A B R0 £ 1l A% - £ I 3%
FEERRBANOM ) MAFIIOEERTIHELH
f:lz).

Fx#H @ European Union(EU) T, ¥ THO%HE
FERRBRR 7o —SOVERICBUAHEEL TS,
BEHOLVWEE, DNEOBERRABOERE 2 COME
A6, 2001 4£ 5 HIZ The Directive 2001/20/EC (EU



BRRERIES) HHIES L. i, BOERZEHD
THHBERIZBST, HORLBERRABRIZENINT
BY, MBEEEEZ OHFIZHENZ K OB % % L,
2004 £ 5 A F T ZOMfT R kD o/ FENLETN
WIRLCTHEMNEBZERL, ThEhi LW eBEE
HHEREEL T35, EU BERBRES L BKRR
BORBOREIZ, O MARHEOKEE BLIYS )W DFF
ALETH L, @ ERELNRBROGATHEIHE N
—EIoE—D2NERET L, @ Wiitkh SMmAEN
SOER, BMLRHOF, FToOHRITIVTIhE 60
HENTH 5, @ HHREIZOFENTHER, BlY
RAFFT LAVEEOEE 70 b a VG EL S
LIERY)THAH, LORAEEFFOKAEZRL
=Y. Z070 EUMBKTIMGHEHEOBFE I —
E—ZRoKU] 26y, #hFhfGAREEHED
KBTI TS, £, EUEMEEDR L R
LHBDHHEEZEIORMEHEEL TS, Zh
LOREIEEGEDT 74T AWNIZBIT 5 6 IRB
HORMERFTDIEHIDRKVIIBEL ST
5.

1) EUMBE (RE, 752X, K1V)

KEOEHIZ, ERMHFEMY— R (NHS : National
Health Service) ORHITH b, HIRBINHEE L 75
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TEDFEALHFEFEEATVS. MATALSQ
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£IMRRERIZ L D Primary EC (23 Local EC 23
5.

2) EUJEMAE (A1 R)

AA ATIIREEMADORHS T, MITEIHE
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FORUM

Centralization of Reviews by IRBs in University Hospitals:
Consideration of Collaborative IRB in University Hospital Clinical Trial Alliance

Kazuhiko MATSUMOTO®', Yoshihiro ARAKAWA**, Ryuji KOIKE*’, Tetsuya NAKAMURA™',
Hideki HANAOKA*®, Masato HIONMA*®, Hirohisa YOSHIZAWA *’
and Working Group Members for Developing Centralized IRB in UHCT Alliance

*! Clinical Trial Research Center, Shinshu University Hospital, Matsumoto, Japan

*% Clinical Research Center, The University of Tokyo Hospital, Tokyo, Japan

** Clinical Research Center, Tokyo Medical and Dental University Hospital, [Faculty of Medicine, Tokyo, Japan
** Clinical Investigation and Research Unit. Gunma University Hospital, Maebashi, Japan

*5 Clinical Research Center, Chiba University, Chiba, Japan

*6 Clinical Trial and Research Office, Tsukuba University Hospital, Tsukuba, Japan

*" Clinical Research Center, Niigata University Medical and Dental Hospital, Niigata, Japan

The University Hospital Clinical Trial Alliance (UHCT Alliance) was established in 2006 with the goal to
conduct global studies in Japan, and is presently organized by 7 national university hospitals in the Kanto and
Shin-Etsu area. To promote more efficient and safer clinical trials. we have been considering the possibility of a
centralized IRB (CIRB) system in the Alliance. The outline of our plan is as follows: One of the university
hospitals selected for a clinical trial is responsible for both Cooperative Hearing and CIRB, resulting in a shift of
the site in charge of member hospitals in the Alliance. The CIRB should review not only “ethical and scientific
issues” but also “local issues” such as qualifications of the investigators and the institutions. The CIRB should
conduct continuing review of each ongoing trial. In the case of occurrence of significant adverse events in a
member hospital, the site voluntarily offers opinions to the CIRB. Low efficiency caused by a small number of
member hospitals and the CIRB shifting system seems to be the most serious problem in our plan. A CIRB for
three Alliance members, similar to the Alliance system, has been working in an investigator-initiated clinical trial
since July 2010. This ongoing system will provide more information about the advantages and disadvantages of
our CIRB plan. When the number of member hospitals increases markedly, the methods of reviewing “local
issues” should be reconsidered in order to safeguard the rights, safety, and well-being of trial subjects.

(Jpn J Clin Pharmacol Ther 2013; 44(3) : 207-215)
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