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1996 f£5 Qw7 2 ) A GRECHfEI T [E
EEBE N —EF (¥ —> 2 VEBLSE (CH:
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Technical Requirements for Registration of
Pharmaceuticals for Human Use) ] THERRER
DEHE#E (GCP : Good Clinical Practice) iz
DWTHRKREAEIKEL, ICHGCP L T7 XY
AERE, T—u v HEE, HERBHEEOBRKR
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I, ThE%DT, BPETIX 1996 £ D
REERECHENTI97E3I A [EEHOE
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197 FE4 B 563 L\ GCP ok T < KA
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LarL%isis, REREOEL S»5ERNTOE
BosE S X5 wwER T, BEBREKEE Y S EREE
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T3,

2000 &£ 3 Bic#HHE A B A RBEERG S (5
GCP MRFHIEES (MARZAR)] »WEML
TeHBIC & B &, # GCP HifT & 28I K¥wbt
ZHLICHBRERBREOBHEISBICEA TS
USRI, 2T, ROLEHNE
ATV HERFEESHEREE (LT, K%mb)
IZD2WT, & BT —7 4 #—% — (Clinical
Research Coordinator : CRC) OEEIRELE 7D

EBNE & LI IRBREEA I BT 2 RRRE
EEBLI:OTHRE T 3.

1. /5 &

FERNRIE, 2EOEARLIIKEEFIHIER
Bt (LT, BEARIIKERE) OFbte Lz, W
Rix, ESIARFRBE (42 X)), DILARZEHBE (8
MiER) B & OFLILKFERBE (29 MEak) OF 79 fE&
Thb., AER, BAEFEAOERAFRCLDE
L7z, EFEEEIZ, 1) CRC DEERIED
¥R, 2)CRC EBOEE & EfBARRET, 3) #
BR - MiRGEHEE L C0ERRN, 4) BEBREMO
ry—DOREREREL L.

1) CRC OECERIIZ, CRC #HfEZ & (%
KlEH, BER, Zoft) KETEFTCTHIT,
1997 4 4 H,1998 £ 4 H,1999 45 4 A 8 X UF 2000
FARREOANBERAE L.
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B, OEFEREE (CRF) Y R— oD
105H & L7,

3) WIsCHtE 2 H T 2 KR T, RR2E
Nz CHENER2SORRMTbhS 2 Eh
5, B, HREFAETICES T, BEEREHE,
FoFEEFENSE, BERR, EESMER, &
TFIRBEPBRENEFNC & 2108 % £ T X T ORI
FIZDWT, 2000 FF 6 AR TOEEERRI &
EBRESEERELL.

4) BEREREHERO—BRE LT, BEREM
Dy y—DRENEDOSNTVREIEDS, *
DFRBIRFNTDWT, 2000 ££ 6 ARFR TORED
B, REHHS L OCLHREHRELL.

A AR IE, 2000 4E 6 BICERE TR S iz
HEEED [T 12 FEEARIIKREREEER
=T 42— —BERFHESR] I8V TEMR D
SOBMEBWCEHERA L, iz, KBRS
MU TWRWHERIZOWTIE, FERKEEXL
7o, EERKI, 77273V R2HAWTEIL,

2. B B8

FE RO EINEIX 100% (79 #iZk) TH-o7e.

1) CRC DEERH

BN AR (42 M%) T, 1997 4 BD 10
A CERIEEME 1A, EFEIFHE I A) 25 2000
F£ 4 B0 129.5 A CERINTEAE 41 A, BERET
41 A, ZEHIEHFRME 30 A, BERFEI4.5A, &
RERERET 2 A, BEBAE1A) & 3EMTHI13
fEizmL T3 (Fig.1). BEHEAE % CRC &
LA DO T b ek, BEEEREE A&
I TWBEDHEBICE S, L I21998E 4 A
D# GCP T EHUZOEMBEL {, HEH
1% 2000 £E 4 B QRS TEFIN & BERVERET
b5, £7:, CRC 2EET 2 HRHD 3 FEMTR
$L, 2000 £ 4 BicB 1) % CRC EEB MR EUZ 33
Mk (78.6%) TH Y, ZHEHKIEHDHH5 MR (F
T 2 HEgR, F#fE3 HESR), BEIOH0%2 Misk (F
£ 2 Mag%), A & BERT S OBELE DS 26
2%, SKECEIZ 9 MR (21.4%) TH -7z (Table 1),
IILKERBE (8 HER%) T, ENIRBERFAIL
KEFRBEICHARTCRCOEENSENTE D,

2000 FF 4 HOREACHEMER X3 A (BER), H#
FE BRI 6 AL WO TH S (Fig. 1).
2000 £ 4 Hic B 17 5 CRCECE MR 3
(37.5%) TH b, EHIEHDAH 1 MR (GEE 1M
R), BEROHD MR (BT 1 HER), AN
LEERT A OB 1 R, REBEIX5MH
(62.5%) T#H-o7: (Table 1),
FALKZRBEARE (29 Hi3%) T3, 1997 £ 4 B
D1IAN (BEREE) »52000FE48 D990 A
(EFIEHEIE 18 A, BHEMHEIE 40 A, FEHIMHHE
21 N, BERHRTEI A, BRRER L EEROE
3% 1 A) EELAREREE L FARRICAE L Ty
29, BEEEREERVERIHICIENRT 2.2 %
WELBENKEREOHE S L B> T3 (Fig.
1). 2000 4 Hic 8 % CRCERE B iz 23
Mgk (79.3%) THY, FEAEHD A 4 HERE (F
£ 1 fisk, 3R 3 HERR), BEWRO A 4 Mk (F
£ 2 fisk, FRE 2 Hak), FEHIAT & BERW A O
B 15 sk, KRECE X 6 ik (20.7%) TH -7z
(Table 1).

2) CRC B0 & EHuBHAR
ENLAHRBE T, FAENRD CRC#% (10
HE) OFTRTIBVTEKEO LK ST
ol i, MOEASREWEEE LT, O
BT ALY L@ RERS - tRAERF = v 7
T, 1997 FE 4 QDA TENZTN 4 HiZk (9.5%)
DEEL Tz, ZOREERT, CRCELTTRE
WORHREBRTBRER BB L T EREELYE 2
L, QBT EbE N8R (19.1%), ®
FRERY) - StHERF ~ v 713 11 R (26.2%)
EWSERTH -7, BERO CRC EBHE DK
1%, 1999 £ 4 ADOBATI0EE TR T THRERR
h, 20004 BORRTAEICHEMLTWwS,
CRCEBD> bR VMDA BN TV DI,
QMWEBER 2V —=> T, EKIMT10 MR
(23.8%), BEERTIME (21.4%) &, o
CRC #¥0 1/3~1/2 ThH-71- (Fig.2).
AMKERBETIX, FAENRO CRCEH (10
HE) DT RTIZBW TEHIMOEBRE I TN
2, QBT AbEERWT, 1999 £ 4 H DR
HTOEKBRE k> Twiz, 7, BERBCE
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Tablel BEAFIIAZRRED CRCECEMESRE (2000 &£ 4 A)

EHIT D 5 BEHERDH mE
SEHI + B IR+ Z OfbORE el BE
BT BE BEEHHRE  EE RE BEHEE £
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W 2000 4 HOKREET, OFBFITHEDLE
BEBEINTWEDATHS (Fig.2)., EILAE
TRBE PRI A 2RBE I g U T CRC OECE 2538
nTwaa, zhicfEw CRCEBORY A S
EBhTws,
FILRFRBE T, EARERBERPAILAER
Be & xic, BERIC L 5 CRCEEOR Y HA
DR, ZOEMIE, BEERMEO 1R 1997
FARADORETHENRO CRCE% (10EE)
TRTCDEBLZ2EBE R L > THBLTHWSE L
&5, ABELERD HAOBKE, EAMEE
AT OTE T 1999 £ 4 H OB THER X 41, 2000
4 ARFECIRENIKFERRT & ARk, ERIEHLE
LD CRCEEDOMW Y HARIICK & 2137
» o (Fig. 2), FAAIRERECBL TS,
BN KRB L Bk, QHBRER 7V —=>
TANOEDHEAPENTWBERAIICH 5,

3) BER - TIREAEOFERN

B AR T1E, 1REBR & TIREBAEICMZ T
RO EER A SLDEELSTIT> T3,
Z DEREUE, O BT 41 HEiF (97.6%), @
TR TAE T 40 Hi5% (95.2%), @ ELREH
T23 MRk (54.8%), @ FEHILFEPET21
Hez& (50.0%), ® BEHFT 28 Mizk (66.7%),
® BISMER T 25 #iRk (59.5%), @ BfnTIEE
T 31k (73.8%), ®FENEAIC L & T
26 fiz% (61.9%) Th-7: (Table 2).
AMKERBEDOH S 1L, OHEBR TSMER
(100%), @ THERETE T 8 ik (100%), @ &
ERIEHET AR (50.0%), @ ETEtE
W TS5 (62.5%), ® H EH % T 61K
(75.0%), ® B4 MER T 3 & (37.5%), @
BETFHRET6 MR (75.0%), @ BER&IAIIC X
BIEET 4 1ERR (50.0%) TH-o7z (Table2).
BIIKRZRBEOBE L, OB T29MHR
(100%), @ THER®FE T 27 MEzk (93.1%), @
BE4RlEWge T 15 Mgk (51.7%), @ ¥&F it
EIRFZET 13 ik (44.8%), ® BEWFFET 17 sk
(58.6%), ® WILHMEF T 20 Hizk (69.0%), @
BEFIRHET 10 Hi3% (34.5%), ® BENSIFNIC &
LIET 21 HERk (72.4%) ThH-otz (Table2),
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4) BBEM Ly —-ORERE
ENKERETIE, BREMrY I —-ORER
31 fig% (73.8%) THh-o7- (Fig.3). &He LT
X, MEEREEY Y —] 512 fidk (28.6%) &
Y%\ (Table 3),
DIKFERBE T, FEMBSRBUE 1 (12.5
%) T, 2000 £ 1~6 BIZFRE s T\ 5 (Figd).
R MRBREEE| ThH5 (Table 3).
FSLKFERBE T, BREMSBUE 19 M8k (65.5
%) T, 1998 FEL RO SFE S T3 (Fig.3).
£ [HBEREEE| 9% (31.0%) &&Ed
%> (Table 3),

3. % £

SEIOHAEIF, TTEEHRSN TS IEERICE
THREELRLZY, OFEEEERELLZ L,
Q@ K B EM IR c L 2 L 2 /L
LTw3, REBRERREOEMRIED L 5 KR&E
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ZLVWIRBAERIERTHLEEbhE, UT
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1%, ZEHIEGE BEEBETH B, ELKRERET
1%, BEE IEKIE & BEEELREE 11 A) Th
20, RMEFEZSUORE KR :7T1A, BE
B#:55.5 N) IZEHFIETD H 2%\, R KER
BeTix, BfEE (GEXKIAT: 18 A, BER 140 N)
EFAEE & & LR (GERIAT 39 A, BER 49
AN) OWH TEERDFBZ», ENLKFEREE
FSIRFIRBED Z DEZ, 1997 EEBEAERIEME
[#t GCP & MEEREMARKERES (FEWR
FH OHPEFET ] O BBEXEXS v 7ERER
SEEIE] OREYS, 7AVIERED ‘Y Y —
FF—R" BRLIED SN EICERT S
EFEzo6ND, TAVAGRECEWT, EAIE
¥ 20 S£LL EHiH & “investigational drug” DHEHE
EH, HEBERHRL, [FESA L EPIECE LB
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Table 2 EAFIIAERENC B 2158 - BRITEOEZRE (2000 46 A, #EHEE)

EILARERbE (42 fiEk)

IRB #EZES PMSELAZAS XHEXRES Zoft kEH & &
OF:) 4 41 0 0 0 1 1 43
@ TiiRkAE 38 0 0 2 1 3 44
@ BELERIEHR 10 10 0 1 3 20 44
@ FE&F R 6 9 0 1 4 23 43
® BFHR 10 16 0 1 4 15 46
® s E R 10 6 0 12 1 16 45
@ BIG TS 3 29 0 0 1 12 45
® Byl 10 6 0 12 1 16 45
NIRRT (8 HEEH)

IRB f{#EZ%EES PMSEEZEES ¥HEZES Toft KEHE & &
[OF=:S 8 0 0 0 0 0 8
@ THiREHFEE 7 0 1 1 1 0 10
@ BE4RIZEME 1 3 0 0 1 4 9
@ ¥EFHMRE 1 4 0 0 1 4 10
® BFHE 1 5 0 0 1 2 9
® HEisER 0 3 0 2 1 4 10
@ BT 0 6 0 0 1 2 9
® BBl 1 1 0 2 1 4 9
FILKRFERBE (29 HERR)

IRB #E%£A%S PMSHEAEZES XEZRL Zoft xEH & &
[OF=: 29 0 0 0 0 0 29
@ TilREHFAE 24 1 1 4 1 2 33
@ BAERI¥EHRE 9 5 0 0 1 14 29
@ FEF MR 7 5 0 0 1 16 29
® BEWE 9 8 0 0 1 12 30
® HEISMER 5 7 0 5 3 9 29
@ BETFEFIR 1 8 0 0 2 19 30
® Berigsl 3 6 0 13 1 8 31

(i) FEEMHERODCEHOBEELTOEEMTON TV 2 DIERBOETFIRLY, &KX
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CRCER D= DWHES 1 7' F A, HEEA
AAEEHRLSOWRD HALE S F v (1998 F£5
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8 F) XA (1998 F 12 B) OffEFn s/ 7
LEMROTEBEN TS, ZhsDFHES D
755035, (1) BREEH=L ) BAR
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@D %\ IZFEAI) ERREL TS, () H
AEFIFHE € > 5 — D b O XFEFIET & BEHE O
R7ENREL, XEEEED S DI, EFREE
HlEf & BERORT TR S Wiz, NREFHH
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BREER 3
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FIRASRDERE 2 BL CIRRICBESLT&E 2 L
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RO D M A DS L T 358, ELKER
B L [FIA%, 2000 £E 4 B DR S TIXSRFIN & BHE
@D CRC EHEDE Y M ARITIZ IFK & RE DT
B SIE,
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BN AZERBE (73.8%) & FILAHERBE (65.5%)
PHODIREATHS, L2, BE [~y rF
HE | 220 THRNOERIFFERES Ot
BRD SN, ThiZfEnEr ¥ —DHFHRG BB
WRRE LRV “BIRRER” © “BRE” 2%
EH (BH) T2k —r LT [EIRPEER
¥ —] D& REAHBADEEBNEICKRSZ
ERTFEIND,
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Questionnaire on the Maintenance of the Clinical Trials
Enforcement Organization in University Hospitals

Hiroyuki FURUKAWA *!  Ken'ichi MIYAMOTO *! Akira KAMIYA *?
Tatsuji IGA ** and Seiichiro MUNAKATA**

*! Department of Pharmacy, Kanazawa University Hospital
13-1 Takara-machi, Kanazawa 920-8641, Japan

*2 Department of Pharmacy, Yamaguchi University Hospital

*3 Department of Pharmacy, Tokyo University Hospital

*4 Higher Education Bureau Medical Education Division,
Ministry of Education, Science, Sports and Culture

The clinical trials enforcement organization is progressing remarkably after the new
GCP. An investigation of the clinical trials enforcement organization was undertaken
focusing on the arrangement and the works of clinical research coordinator (CRC) for
79 university hospitals (national university hospitals : 42, public university hospitals :
8, private university hospitals : 29). The main investigation items were four : (1) the
change of the number of CRC, (2) the kind of work of CRC and their starting time, (3)
judgement situations of clinical trials and pest-marketing surveillance, and (4) the
installation situation of a clinical trials management center.

From April 1997 to April 2000, the number of CRC markedly increased from ten
persons to 129.5 persons in the national university hospitals and from one person to 90
persons in the private university hospitals, but only a few changes were found in the
public university hospitals. The occupational descriptions of CRC are mainly those of
pharmacist and nurse. Although the measure for wide range CRC business is progressing,
the measure for screening of participants is relatively late in both the national university
hospitals and the private university hospitals.

Recently, the science nature and the ethics nature of clinical research other than
clinical trials and post-marketing surveillance (in particular post-marketing clinical
trials) are generally evaluated by the institutional review board (IRB), and the installa-
tion of a special center for managing and supervising the smooth advancement of clinical
research is also progressing.

Key words : Clinical Research Coordinator, Questionnaire, University Hospital, GCP



