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Abstract: The Administrative Management Division for Clinical Drug Trials (ACDT)
at Fukuoka University Hospital reports the actual working ratios of drug trials to
the Institutional Review Board (IRB) . However, it is not reasonable to compare
these ratios among drug trials, since they depend on the stage:; 1.e., the trials can be
performed at either an early or late stage of the enrollment period. Therefore, a
Contentment Index (CI) was calculated as the working ratio of each trial divided by
the percentage of the entire trial period completed. The CI during the enrollment pe-
riod could be classified into 4 types: (1)a rapid-saturation type, (2) a rapid-steady—
state type, (3)a delay—steady—state type, and (4) an early—dormant type. Of the 42
drug trials in our hospital from 1998 to 2002 that included more than 6 trial cases, 11
were early—dormant type, 11 were delay—steady—state type, 6 were rapid steady—state
type, and 9 were rapid-saturation type. The rapid-saturation, rapid—-steady—state, and
delay—steady—state types showed significantly higher working ratios than the early—
dormant type. No relationships were found between the number of assigned cases,
the physicians in charge, the age of the patients, the number of exclusion criteria, the
clinical trial period or the final working ratio among the 4 patterns. The enrollment
period for the early—dormant type was significantly (p<0.05) longer than those for
the rapid—and delay—steady—state types. We found that when 50% of the enrollment
period had passed, the CI was a good predictor of the final enforcement rate. In con-
clusion, the CI patterns and the CI at 50% of the enrollment period are thus consid-
ered to be useful predictors for the working ratio of drug trials, and the ACDT
should report the present status to drug trial teams at the middle of the enrollment
period based on the CI.
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Institutional Review Board (IRB), Working ratio, Contentment Index
(CI), Enrollment period

BIRIEERIE - T814-0180 f&fw fibkmd X PR 7 T H45-1
BRI R AR . (SRR o R A
Tel : +81-92-801-1011 Fax: +81-91-865-2692 E-mail : saku—k@cis.fukuoka—u.ac.jp



IRBRIFENEFITHE IR B SR 2 T8 L 7 7o 18481
— AR T O LI — [ARETEE 5 =)

20t L
BH BEX

i bR AT
NEFESC W R RD

i RS e e B e B

B ERRFRRREREHE T, BB v M) = CUT, [BEEE £42) N
I HAEEGI B A B 83T % 7owic, S2ERBIOIRREMIRI ORI L L THER A2 IGHREAERE
STHREL TV, L L, FEERCIREBOEEPKRENTE 59, S oE NI X
DAY LK TR TR, HEOWHREBVEHEOEDTH -7/, T I TRIGNEREEE L
ToETCIIEE E U CHRBIEAER L. RREIERR, BN AE LRI e
SNBEDONEMTH B, TSR EREFERR E QR #EM A RIEdT 5 2 E2HME LT, f
A & & 78 5 FEIRIEROZ B ¥ ¥ — v 2 20l l, ZudUEER, BIEEE B X O
BTN RE L 7o, BRI T U 72 32RE B 6 SEFI L) E o425 H OiRERSE A5 & L
R, SulAeRAY 9 fF, SudUEEA 6 1, EALEEA6M:, WHERERETH - . xR
FHER T 2R - e - BT S TEHEER L, WIEREET 3o 3B
L L CTHBEIKE AR L 7, EHPROLEEN & FHE L TORZERR, KR, %
G, RAEIE HE S & OB ERIRICBI L T, BIGNEE) Yy — Vv RITHEEEZED L) -
7o, BEMMcoImEE TS Z0E - BAEEFE S R LERICE VW EaREs s, B2
B O F ) TRIFIIEEZEZDSED SN O BB R0WIGETH - /2. #E-> T, FR0%H;

HTEBEIROBRR, BRERENR LD, BERI ) — = 7 OREP LRI
B % oS RLIR L Ol R THRES ¥ 5N ETH B,

RE|RE  AREEE, FREEZRR, EiE REEH /BRI V Y —HH

T C & I

TERARFRBE T, 20024F 7 HICIRBRETIE APk &
N, BEREREHEZBELTVWE. FTicAkicBnT
F—E L TR —F ¢ 2 — 7 —OEE &L SHHIIO L
TV, HIHELTHAGE T VY AT LDOEEY (1
DLTERXIEL L TE /2.

AR BERETE T ), BREmROMN i H
& LT, AmICEeT L2 Rl iR IR b 4 16 5%
RERELSICHELTVWS, L, BERFEMmRIC R
PEZAEGEN TV VDI, BAVIE& TRIRO
BERAE RS 2 I 3EHIE ST 2 0N H - 7. REKHER,
BHROFRITH 2 (GERYE - Bl - SR 2R L, 5
Brr v by =R (LIF, B30I &4 %) HicH
EIERIR B8k 2 2 &icdh b, RKFEHLEEZ TS 2
CEITE 5T, SBERNTRBRESIRIAE L L ST
%, BBREHEROM LICHS5T 2 EMNTE 5.

Al JREREE S E LT, iR IR
HIEZEBRE LIciifc gt e L CRER AR ER L,
ZTOEFHEIGH - EEI>WTRET L /2.

I. B 89

1. BRERZZE L o Bl ERINL, T 0EE
B,

9. RIEHHOBAIE <y — ALLT, BKEREED
BEiPE A bREE S 5.

0. RELRHOBR
®OE
1) BERI1020 H, ZEREL0ER D 5 5 2 fERF)
DOR=2THEET V) —2HEE L RBRE
2) BELRREE O12»H @22H @4H
HIZ 2ER DO R—=2THET v ) =S NS



TRBRFNER OFr 7o e LB (Rl - D

TOFEREH, R LIUOREIEHEE L ICESV
THEHL L.

m. A ry

1. FAELR
SERKI0ME 4 H s S3ERK144FE 3 H & T 4

2. % =B
BERARIAHE T L 7o SHERIEL 6 FERI DL o 75 BREE42

i H

3. 4 ik

1) 7REBREE425 BT 2 W TR EEH23100% DR
T, ThDAOEBRERTTRE L, Rl
10% 13 1 TR Fe R DR B 2= 2 @ L 72,

2) RESEHORGIAT) <y — v 2D NICHRL 7.
SRR R ERE0% LIN T A B 5 4200 &t A

b0,
SUE T REER50% LIN T AE TR0 2 - A
200LI T & D,

DB DN TREIEH Y n 2l A
150 D & D,

OIAMERR Y BER50% IN T REIE-A € o D
Lo,

3) REFRHKOI N & mMALEME & DR % Stat
View Ver. 5 (SAS Institute, Inc.) ZH W4tk
S CET L, p<0.05 2HEZDHD & L7, post
hoc #MEITIE Fisher's PLSD 2\ /x.

4) FFEGIEL, YRR, SRR, BROFREEIR
HE, SRR, 50RO W TR EIEE DR
PIEE) < 5 — v & OB 2 HRGE L 7c.

5

k

SEUETE H T

xR1 BEBERRNOIREE 122 HFEOER

DR D E R DL D FEEE
FERERE IR SEAIAE B < 100

L TRBRIART oo R Ry I O PR
TRER AR BEIA & 0 FEHE R &
T O, iRERIAT* X< 100

D EERICREEREERE L iR
FERtaER e X 100

* RS Rk v b ) AR S

TR R

V. #& X

FE L 72igBR T 1d, R T NT0% &5 50, &
FHOx v ) BT & - THREIEEMZET LT Wi,
ThThofmRcrd s O10% @20% ©@40%T,
FREfEHIE @200 @100 ®@50&FEEn (K1),
KOTK 2 ITRLTWA L SIT, O3FE 122
JEFlO X—2Tx v b —SNGE, BEFEH200%
AL, #9852 AL TEBEERI0%»HEHEI NS, @
B8 2 AR 2FE O R—2Tx v ) — LG,
FRFEEZ100% /R L, IR EfERI00% P Ccx 5.
Zhic L, @REEE 42 HEIC 2iEflo~—2 T v
b = L7cE, BRI R L, REIMHE0%
DT IS NEEIHRTE T IR ISR REFI BN/ 72 s vW 2 &
MRS TV,

iz, BEIARAET U ZERE 6 TEGILL L ois
Bakd2d Hic oW C oG R AR T, AR FE R A
6T R4 & RS T A28 (& FEHi$62.3 1 4.6%
(mean*S.E)) & OHMMHKRICE VT, FiEH50% K
RCTHABRHOAESE 87812481143, RETH

EHEZE = 2/10 X 100 = 20%

B) ZRFEBIBIOFEBI D SH I MY —2EB DIFE

FER M

- EfEE

OF - 20% / 10%x100 = 200
® 20% / 20%x 100 = 100
Q= 1]20% / 40%x100 = 50

10 (erimnsy ; »A)

80 90 100 (FB=R 5 %)

FERIEB O T T i

1
FEhEF20% TR NILIL 555 DI TR A O HK



A
@
CI g
{ AN
/ \\\
[ e
\
e i N
= ) N\
o 100 e ann wern N D@RIERE100%
® ~
) @EIEHE50%
T 00 A mme
(50%) (100%) ($BmE)
2 FEREHD o TS N B R ENMR
D12»H @2»H @4bHMEIE, 2fEHAlOR—TT V) —
Li-8BE
DFRER10% THREFEE200 — TR IMER100%
@FFEBF20% THRIEFEE00 — TR INF100%
AN H50%

3k
@ IR0 THRILIEERG0 — FH

150

—O—=THE (=) |
~{F-RRTE (n=28)

60 80

X 3

*ok

65.7£11.4 ; p=0.003) %3, ThLIFE &5 7N

Rl (X3).
FERTER DRI T ¥ 5 — v 2B L 1oksH (X14)
SURAIAIAY 9 £, SUETERA 6 fF, EREEHEI6M, 1]
FERIER OFERFHIZE R /¥ 5 —

IR BT T H - 7.

ViICB W TREEEER, 20HAMNRe4.6+4.3%, &

HUEH I TE5.3%, EIEEEMT81ET.2%, #IIHIE
PN B A 3 fth oo 3 HE

B R63.1£7.9% Th - 72.

2B E%w)
REROTE TR & R5E T & OB MR
: p<0.001, *:

p<0.01

EHR L CTHREICREER L 7.
TRIREDIRL, BB, STRFH, BRIVEEIRH B &
OBRNRNCBE LT3, RS ¥y — v & OB

BB - fo, WEHRTicB LT, Zudfgnil & Zus
B SN - 720, #IHA

I E*M’*’JOJFEJ’G?%L?E
R R - BIEER L O FREICRV T EHRE
hiz (X5).



TRERFENER OFT 7 1o FEE LIS (Rl - fh) — 95 —
300 . mean*S.E.
—O— R EMNE (n=9) !
=R ERYE (n=6) ‘
21 [ ORI (A A —Co—BEERE (=16
=A== R (1=11)
200
o
® 150
124
= 100
50
0
18 % (%)
K4 REEERE s — (LU e TR IR E BB EER & oBR%
o p<0.01, *: p<0.05 vs WIHHMEERR @7
K N.S. |
e N
2
= 15 o
= 4
up o
2 10
5 1
L " i
;C ;; E R ’S A
SRR AEERY BIERT YRR R
(n=9) (n=6) (n=16) (n=11)

X5 REREIZES) Yy — LN BT % G T ORI

N.S.: No significant difference between groups

*: p<0.05

TRIREGIRL, TR, SR, BRAMLEEIREE, Barlif,
SR B O TR ORI~ & — > &L ORI THEL b

DD AHZERLT.

V. & =

FEHR IR TR 2 B 58 L o fe A F e & w5k
L7e. RIS TR A Tl T E 216 TH D,
GERAR AR %8 L TROBRHICEEBE S 1L 5 DT
ba, BET VM) -REPTHIEIEEEERL, f
B HES 3 5 LR FEN R b S WRRENIEO NS, &
fo, BET Y M) —DERIFOLSRMEAERL, Bk
WA CcESERBICEETE R VW ERBaS N5,

PER,  FERER TR R T A BRI o U I (R i & s L
BT S A RS @RI H - 7208, REREIEH
THEIEICLST, T ) —HE (EREOHAAN
) AR LRI ERE ST RN TE S L ITE -
7c.

RIS (LB T P 2 C LA TH B
B, FIEIEHEIGH L, REFEHEROTE TR E RS T
& OB 21T - 7GR, B0 9 LI Ic B A
B oM, T OREIMFERRILO FRIATEE S B & 5 2
S,



BREZST) ¥ 7 — o W TR, 2UE
BLUOBEEFTLD 3 B TREEROZ IS 51
VTN bEMEER L TV, FEEER60% DI T asiE
TR A A Eol - TWi, SOl &R, BEHY
MakzmLl T MBEs vy b)) — | ITHIcEH#REL-T
YPHRETEAERMLTO S, GR35k E i
KCHOPIEMEE/RL, o 3B & LR L EEEHNGR
W oM. Haidich 5 13, ERRBRICE VTR 2
PHATEEEEERLICTS 2 Eicky, HEEALC
T B ENAfEL R RT WG, B EE A RS
3T &R, EMERE EAGTE 200, FEE50% %
ToORHELEE T v b ) - DK EEE R ESE R
FRISENE 125, EiS 0GR, RaE50% TR
Ty b ) — I TREES & 8 NS RKEFERO M L
BHIFTERV, E-T, BELHPFHcHEE S I KW
B EomikE 28 HE L TEER 7 ) —= v 7 ET0,
Wbt eR Tl T HiEEELNETH 5.

FEhEROEBER & T L TOREHERRL, RATEL
RIRE R, BRAVEEIEH KB L OB LT, O
FTNOIHE b HEERIE B0 - D BEANFERY -
fo. FREMIRICE W TR - B & R R [T
MTHEENED SN0, BEIEOE AR
SIS NEME L OoNLD0 b —NEFEZL L. L
M L—Tld, ZuEpfIR & IR E R T A A S
nd, —HcES o B LR ERRICEES 2
LOTRBVWIEERLTVWS, THbL, KRR
o kBl TR, FSHMoES LS, En
mEHET Y MY —PEE L,

FIRIEHIT & < F TIHRBRERMIRDIL E L CREEIE D
iz 2IEETH D, HLIRERICTH 4 2 HY KR O R
W) 7 882 M5 & o TldBWw, LaL, GCP (Good
Clinical Practice) LIRBREERANIE, ARSI NS
RN I AEH OB SR T 2R 5 T EMOETH
3 AMEOEBFICLORTLEDND D FEHE
TR - RAMEMA  554256-1-5). SR & L
RERERAGH E, ArERE 4 S, EHERESSILE CK
EEN R v 7 —IcB 1 B ERERAED) Th b,
SERBEEERR E LIRBRTE, 1BMREE kL
TERHFL Y M) —PREMTTHNETS 5720, EE
BTOME S ERE LAEIEROFHEREOZ LS S 5

AT RETH 5.

VI. ¥ & &

1. R RAERE L BRI, Bk AkE
LTRGBS N, YEETRER O R IR
TP TE IG5,

2. R EMIRILA TG 2 B3, SREAE EEAGE
W 5 N7 FEER50% e 72 - 72,

3. KR OIEIE, IRREBEN D &5 > TRE
BB AREIZ M L TEEZER 7 ) — = v 7 %21T0,
WK T O NETH B,

4. FERIERIL, IREBETRE N SERAE X T B 5
THY, REREfREH LESE L0, FHichET
V) —OEHELOTENEE LU,

B H Y I

Al RREEHEVSHHEO S 2f5EEHVT, 1A
BRr v b ) — AR A 2 ENTREE o f. ATk
DIEBREMEDH DI E LT, RN B EEfIE
BBERT B DI YL HER & O A RY, FR R
HKSERENC AT T, BEN OTRERITHEMAH] AR gE L 2w,

O

Z X ®

1) Wlsef, RS AR | IGERE T LR T — T R —
7 —DEEESHITO VT [H—W]. ERRFE
kPR, 29(2) 1 101-105, 2002.

2) EEZOL, WL, BHEKR, NHEX, K
BB - @R R R B B E S Ic B U A e 7Y v
7Y AT AOFEE [BAR] EMRFE I,
29(4) : 221-229, 2002.

3) Haidich, A.B. and loannidis, J. P. A.: Effect of
early patient enrollment on the time to comple-
tion and publication of randomized controlled
trials., Am. J. Epidemiol., 154 :873-880, 2001.

4) Brand, F.S., Frasca, C., Ginzler, E.F., Hunt,
G. G., Johnson, G. V., Mintz, S., Schiaffino, V.,
Wagner, D. L., Woods, K. P. and Matsuno, S.:
Caring to help others, 1st ed., pp. 361, Eizai
Inc., USA, 2000.

(FAk15. 2. 532fF, 15. 3.18%FH)



