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IR EHEICHWORA X DR, 3F&F
T FRRMMEETOME M TbITWwa. ZoREIR
MR EABR IC B VLT DB CTIE . 2005 4F 4 H1IZ [e-
SCEPE AT SR, BB R B BEE A (ML
T, KR 2 o BHRY RO M BER Ry (DL
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HICHE LY AT 0% <, HEHE#EZ W7 —
¥ EEDL h o 7208, witid, EDC #B% - Woe - &
FIo4% (UF, XVF—) 0b0ONLL %), 7—
YREHELA 8 —% v PEALIZDOPERICH
Doodh5Y.

EDC VAT LADAL =X ARMD D 72012,
H A4S T2 S PR3 AT 2 B & %tat - DM (Data
Management) @& FMEDO T ¥R T 7 4, [EDC
(Electronic Data Capture) DL S DEE | 2 H
AJRBeHEAM A M [EDC I F— ] 2 E0 S
%7 KRS & IR O THGRLA DT b T &
2. TNSOFMERKIHEIZ L 2 Y AT AWHIT &
0, AR D DIAT Il _CTPLZ < EDC Y A7
LAEZIFAND EHICHR->TETBY, EDC VAT
2MIBHIZIR L T 5.

LAaL, SNFEFTOYATLARETIE, EBOTF—
AN BHEHZEOL—FE ) 7 14 2L 723
DAL ARRE L TR LIZK W AT A b %0,
EDC Y 27 2O HEH O 7201213, EEIZT—
5 % AJ1S B EFHFEBMIAEDC ¥ A7 A0 Lo
MBS ZHLPICLT, NUF—BXMKEZEE &b
WWEDC DA ¥ =72 —A%2WHELTWL ZERR

i

*3

A N

WRTHDH. 22T, EDC T AT 2R E%
HigL, Y AT 2O OMENICENZ 4Ttk r
EhiL, FOMRIIEOINWTELEEFTo 72,

2. AEFE

AR GL, IR BEASAE R B A 2 O B SRR B B
T ORkE (R 131 iii%) & HA SMO (Site Man-
agement Organization) HEDEZ B 61 £ CRC
(Clinical Research Coordinator), & 512 CRC & R
RBRODH ) H2E 2 5242008 in &R (LT [HD
HEH2008)) D5 vFarkIF—12 & HE
TG LTELATHE 2Rz, H—olEE%:
My, BEEREZ 8 TS 257z AR, 2008
£9 H 16 H~2008 4 10 H 17 H oI I #2412 THL
fiL, FAX F/238 % Chg a7 2, [HD
Ji&i 200815 v F 3 vk I F—ITHMAG - L L 72,
MAEE L, AT 2O, WEEE, R — MK,
YeFk AJJ, EDC L RO bD Y, ¥ AT AGHEE L7z
(Fig. 1).
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Fig.2 CRC 7B L 72 EDC FIF ilBs %
23V ATA/N (K20 VAT L), EEHEFE 0 2.26
i (). 082

1 4R 23266 44 (40.3%), 1~3 fERIAY 326
% (49.4%), 3~5ERGA 544 8.1%) Tho7e.

¥ B L 72 EDC o f# 35 1%, Phase Forward ft ®
[InForm™] %% 368 % (55.8%), Medidata  ®
[ Medidata Rave®™ | 22724 (41.2%), KEEME O
VAT ANI18T 4 (28.3%) DIETH - 7z,

A% @ EDC I iR 0 # R B3 2.3 1,
R EIZ 20 1, BEHEfR 2 2.3, B3 0.082 T
Hot: (Fig.2). EDC ZiF ANKEERE L, [RERAIZH]
X235 292834 (34.9%), [BIXZFTH BV
A448 % (55.2%), [HENIZTI&ZT72L v ] 28
56 % (6.9%) Th-o7z. [Zofh] X184 (2.2%)
T, [Bl&2Z 35 L k], [HEAFEEDC 2565 &%
5] REDEEDH o 72, EDC iR o A 5
W25 % &, EDC ERifkEBro H % MEH T, [Fi
MNCBl &2 5] & [Bl&EZ TRV »Eheh
38.8% & 54.4% TV, EDC B D 2 W AIEH T,
FNEN16.2% % 60.0% THo72. TR
(660 %) T» EDC O e, [e] & [&b o
Ew) L] BRENEN3TS (5.6%) & 243 %
(36.8%) TH Y, 42.4%5 [/ ] L&z Lz ¥
I RG] & TEBELhEW) ERG] 25, FhLFh
84 (1.2%) L 83% (12.6%) TH-72. EDC Fhii
HE 1~3 MR & 4 DL S0 il R % ik
T2 &, G4 EERO RIS E T
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(1) s

EDC Y AF A% AL —RIZHHT A7-0121F, K%
FHOR—MIEETHY, KFEEPLDOSFSF
Y R— 22T R0, EREEcRT—7 AN%E
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R 0
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WHENZEDO R (FEISH->72NER L) 6
HWHFR O T 7 VORI 5
EDC ABNWIROHIR (€Y FOHMHNDO AR E) % A
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7 LY — O % xR OFRR 2
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HERG R EWEN 3 A Y PHPBEREO®EY) 2 R 1

EDC ¥ A7 Al # (660 %) o HHGERM oM 2~
b D4R

=7 578 % (87.5%), [MWAEELODKIE]
H434 % (65.8%) Th o7z, Tz, BEEEIC
R <, HWERIX607 4 (91.9%) 23R L CTh
D, ZONEERIZ ) =122V T JAH3399 44 (65.7%),
(e A7329 44 (54.2%), [ AT AAB ] A%
256 % (42.2%), [HEFEATNTHED BER - b5 7] A
2314 (38.1%), a4 v -uaZ 7% FOnwasE]
146 % (24.1%) Tdho7-.

KHEE I\ CELT 5 R— P TROBL VD DIF [FiE
ADBOEMAFEORIG | TH Y, 391 4 (59.2%) H%
BIZ L7, T2, ZOMOERE%S Table 1 1217,

(2) WHBRTATER AN - 25-4H PR il

GCP % 47 5\, [AEBETERS L, RERIEHFET
W EIHE > TIEMEIERIHSEHZ/ER L, ZNISE4
B, F23BALATRERS W] LRRENT
BY, CRC AR T & 2 HPHIL R HI W 2 b 7%
WFE—FThY, FEER»SIEILTLIIE o TW
%Y. T — 7 WEZ ST 51213, i) EDC
DVEZBRT LI ENEETH 5.

ERiA S0 [#15] 1%, 1774 (26.8%) »° [H 1 |
EHE L. TONEE [TADCFHEZ2H 5]
167 % (94.4%) b4 <, IRWT [/78A 7 — Fi&d
AIEE ] AS88 %4 (49.7%) THh -7z (BEEMIEW).

CRC 2B AER D7 — 7 AN $ 5 B8,
(M TDH 5 53222 4 (33.6%), [T Z ) TH 5 |
M98 % (14.8%), [ANiliZ ) TH 512380 4 (12.1%)
Thol:. [ZoMf] 121814 (27.4%) THY, ZD
WEE, TEMIZAD LRV, [EMZETEHELOAT
LS, TANEIARA T %720 |, [
HBWEBESTWAE ] RETHo7. ZDH b, [EhlilX
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EZY —IZEOREMK LTS
HOV T T BN HRE,

BUK | B EREE SO0 5

HAGON ) & Kb b2 = EAEIETHD
B S R CIEE1T ) BEIC K BE L e T
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BER O AJIRPE, [BEAASA V7 I1ZE#k L, CRC
A% e-CRF IZHzEE (A1) 351 23487 44 (73.8%) &
b% L, RWT [ERIA CRC DY R— 22T 7%
BoHT—% AJ)] 231334 (20.2%) THo7z. [ZD
fii] 121F TARB, TEEHRAD LW, TE=—&
—MICEMIAANT 5], [AEFZLZEEHINVTISE
WMINTWTHREMPBT—F AN ER’Ho72. £
DM THRSEZ o7 TEMIZADLZ2V] 1E, 100 %4
(15.2%) HEE L7, TORBOMRATANE, FEHHEE
FilE CRC 4875 %4, SMO Hi)& CRC 2525 4 CTH 1,
FEEBEBIITE CRC C, [EAHEADT L] LHEL
TWAEIEDEW. 72770, SO TEMZAT L]
i, TERNZE B DM ] R [EFlio ID T CRC ¢
ANT 5] R EHLNIZERMO e-CRF A DOR5-28
ADOENLEVWHDEEDTHER L.

3) HELEEHEHER

HARNOiESEROMEIZ EDCIZBR - 722 & Tl
VA, Sk, EBEFERBOMMIE-T, 3%
FTZ T ALEEDNS., KFEAD EDC ¥ AT A
i, 459 %4 (69.5%) 25KEERLTHY, FHIEmEBUIL
1.6 1, WmAREREITZ6M4TH 7.

KIFH S O R — Mg, [HFEHR~ =27 V] a8
369 % (80.4%), [FAI ML —=r 7 - & 25322 %4
(70.2%) DNEIZ% L, [FDMt] & TSDV (Source
Data Verification) OERIZE=% — & —#ICAT] %
(HEHGRIFREL Yy —THRLTIS )| L
o7,

WL R L, EFEADERE X, HAFEAII O EDC
FREH VIR, WEEDME T3 A 6025H ), EDC ¥
A7 A OFHliTix, EDC f&E# (660 N) @ 251 %4
(38.0%) 7% [HFEAJIAHI ] L% L7

WiE AT EDC ¥ AF AANOHHE S DL,
3434 (74.7%) [~ =2 7 VIR, 3354 (73.0%)
M THEEHGOWER - MIRIEEK] THo7z. i,
£l O FFE S T EBSIE M B C o ME M 0 720
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A%, H R U I [ SRR 12 B 5 2 R R AT
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TEOEBE— M EELRL L, VAR ZARERAS
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MHEIZ X B A7 + — 2O, [ A0V 7128 ek
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A BRI B3 5 4RH % Table 2 1R

4) EDC AT LDO{ERTE

EDC ¥ A 7 LA OfH#HFHfi & LT, EDC ¥ AT A
EhBVPAMETH L FHE U CRINATHE %47
(Table 3). #ERkorhT, BHOREENL WIHH I,
M35 EDC VAT AL FL—=v 7%
ZBLENG D] H3054 (46.2%), (A7 +—
LD ENT W] 25288 % (43.6%), [T
X DUWREARSND | H7276 4 (41.8%), [HiEIC
XB AN H251 44 (38.0%), [7SAT—F - ID 0%
PRAMEMENC 72 5 ] 25228 44 (34.5%) THho7-.

F72, TANI7 4 —2ORM] 73864 (13.0%) T
H o7, [ANWHOBBEL AR TH S (KSR
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THH N | (%)
WiE - PL—= v 72T Il T A NERH S | 305 | 46.2
AT+ =P —ENTwiwn 288 | 43.6
HHTELYATFLADROENS 276 | 41.8
Pk AT 251 | 38.0
ISAT— K - ID OFHHIEMEC % B 228 | 34.5
KHEF DFF 5 A PC O 206 | 31.2
FIRIC & v, BERIEHE R LD 5w 198 |30.0
VAT LDV ARV ADEN 189 |28.6
W7 7 Il e PR PR 170 [ 25.8
BRI R A2 % 164 |24.8
[ CIEH 2 MRS H L LEPD S 161 |24.4
FTIELIC W 153 | 23.2
AJJZ BT & W 138 [20.9
AL -l L Bbn 2 HH F TRk osns | 121 | 18.3
AN T — DDA 86 | 13.0
PRiO ¥ Yy A Sk wv 78 | 11.8
ER AR 2o 72 75 [ 11.4
RV A EDHFIRTE RN 38| 5.8
¥ 2T 4R 34 | 5.2
07 YRTERN 26 | 3.9
Z DA 103 | 15.6
EDC ¥ A7 2% (660 44) O HMLHEMCcCOREa 2~
DYt n =660

ATa AN EdHoTWiRw, ADoK, T4
EHROKILT, XTFEIFBRONL, MHRISHEE] 2
ETho.

7z, [HALS, THe5-Wel - Be G-5B07 ], [hRAs AL e fil -
B, [MeARFEMifink & BER S ] % E o —FH%E
[RIELTCANT HLENH S| 25161 %44 (24.4%) T
HoTz.

F 72, KHEE - RS Y A 7 AR Lo 7zo
WCEBTREHHE L CHMEERMZ 3207225, [
AFh A vF—Tx2—R) Of—Ab] 2359 %4 THh >
2o Fl, AVTIIEMELT, [VATLAT TV, I
B LARYZADEE | OIS 15 %4, EHREEERE O
RT3y a VBRG] 258 44, [SMO A&
CRCDF =% v 7,8y a MEHGIROYwRE | A5
o o7 (Tabled).

4. =B

EDC ¥ A7 A1, 2005 fEGHD S IGERER (JEA DS
HED, 2006 4FICHEM L 22 EEORAETIX, [EDC %
MikkEid ) | A28 4 (36.8%) THo72". BUEIFZH
9%l CRC 7% e-CRF I b - TH Y, HIRHIC
EDC Y AT A0 BITE R L7223 09h5b.

TA =5 239

FEHEEIZ EDC ¥ A F A D2 F AN LB LT
AMETHY, KEHZTTh EHEERBEMICE 5T
LEDCORAYy bWdHDEVRD. FoFEHMEH
WL, AT 2OMHICANENERT 5105 T,
WEELHTEEbNS.

MHOTEDC VAT AT BT, AT A
EN 5 ECTHRMEET S, 4% EEERIEDOR
TALIXWHTH B 2 Lo, BT TEBL AL
EVLETH 5.

RIEZMORES E LTIE, 27—V ATLD
Bfeh s + oM T 2 LENH L. KEFEIISFSF
Y R— 2R L TWDEA, HHED» S F 72400
b, LI, Yo aT VIR EERE L —=
B DKIEZ IS L > TERS N TW5S, EDC#
BEE T RMEE TR L TW ARV bR 5. <
2 T IWERRIC Y725 TlE, EBROBEHICEL-H0
PR T 52 ENE TN, LIC7 ) —~OXIBR,
Feok e sRBRICB§ 5 A7 + — 2 121%, BARBYIZ ek
HEERLER 2T VBLETH S,

EDCH¥fEp b L —=vr7uar 5 a3k, HIE HR
KFHHEZ L IfTbhTBY, M—DEDC Y AT A%
AW B TH > THRERT L\ )% & oI
W2 tTbN T A, LA L, ZHIUIEEEFEEIH O A
ThHE, KEEMICE > T RMTH L. M- X7
ATHNE, —ENHMEE 2T UL, 2B OB %
VEE LZWIET TH D25, FEBIZIE ERES (Elec-
tronic Records and Electronic Signature) Zx}3 % %
BBIKRIEEE O DL VIZVEEEZL L —=
OHNEFIIR L2720, EJIINETIEIH 2 L 8bh
%, ZOMEIL, FERGRRETHFETH 2.

ZoMh, EDC VAT LDEAIIZLY)E=Y —D[E
Mi~OMAFEAIRPT A L Z2EHLAZERD D -
-. e-CRF TREM»F—% ANWEBRIZRIT S
A, WEERIEICBWT—FRU 2 Z LiE, #BREoR
EEEHRLDOD, EeT—72WETLILTHS
LR EIMEE=F—ORNITPEETLULEND 5.

F72, BBREEEMS X, BEELR LTSI
O, HEEBICREHZEC I EEINETHL. €0
720, CRCOYR—-1tDH &, e-CRF DK %17 -
TWwWa. EMiEH&2EDC ¥ A7 AICF—% AN %47
)R ZIEM T E WAL, EiAET A VTR E
DB ATTNE 2B L, CRC 5l d 54 L
ORBIENEZ NS, LAarL, BHETIE <A
TlEZd A, [MKEEH S CRC A LCTERi® ID T
ANTHIHWEEND ] 2L, wbwad [H)TF
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Table4 EDC ¥ A7 ADiEr, A4 ¥ 7 T4, FEREMOKE % & o R#E N

M7 N W% TN
VAT LADRE—AbE ZE 5 59 VATFAT Y, RELA, VARV ARRENL 15
AT+ — A EEHLLT T2 EVRBHBTDTV AT LADOWET S
(BXAhAi Rz s, ANBEELS, FREHEE | 15 |42 77 | BiolsE <3y oREsrzny A7 A0 ;
BFRE) i | T %
T FINVE AN T+ — DR~ %25 15 4‘/71:?\\7}‘@%5&@TE/\ #WNTO LAN 5
R VHR Y TN T ML 5 12 DR AT
o2 ORMiEECT RS AEE, FED | X 3 Y OB % T 5. 8
G, 72U OMERZRYETTE SMO iR CRC ~OfE Bl (= 57V
T ] % 3% 5 4 % ) BEHHEB | > 7Y A7 Lk G, PCEEA R TRRICT 5
yaga | CEEVEL) LAN 03¢ & ST 2
e mmmﬁh‘:‘”’ 6 VT RDA YA N VETRIZT S 1
AT DR AT ° NI CE BV, RPATE RO
o e 2B RIS TE 2V, & % 2
APIPREI32) 25 T % ° ea, AT ¥ TN 16
HERROMBE LT T 5 24 RS O FBA KO BNL T &
BB AR & 15 0Tl 5 " oRE i ) 2
AL OAMiEE 7% <5 4 SDV DA A%, AR L Il o i )
BEEAR D 7 ) % WS 5 3 TOM | sl b4 L, CRC 3BABIMT 5
AHEEBS, B %7 — 5 UEOERD S ) BTBHE LRI, MN—ATHIEEST S .
B, YR — 5 IUER TS B LT R 5
IRAT — FOEMR% b5 % 2 7)) =L TEZY =D 5 DEEDRZ W 1
IE—&NR—ZA MTOANEWHEIZ L THL W 1
EDC ¥ A5 Ml% (660 %) oI HEHMTOMEDT 2 > b Ofaf
LAJ] sz, MADOGEID /327 — F VER T A% EDLRIPVETH 5.
EHWTANT 54741, REBROGBEEICETHEDLS e-CRF U THEFEIRDON DG ENH H. K
TR REETIVOMETH S, IDR/VAT — ¥, BIERLE (AT ZEFEHMB LR T VELERE
FREDEWREZMRL, F—F OEHEN2MET L2 ROTWBED, BEICE > TE [BETH VT % Iikd

EDRRYTHY, BRETRTHALF2) 74 OHE
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Proposals for the Advancement of Utilization of Information Technology in Clinical Trials based on
the Analysis of a Questionnaire Survey of the Current Problems in EDC Systems

Tomomi OGAWA™"  Hiroyuki FURUKAWA**  Kenichi MIYAMOTO**

*! Kanazawa University Graduate School, Nature Science Research Course
*2 Department of Medical Safety, Kanazawa University Hospital

13-1 Takara-machi, Kanazawa 920-8641, Japan
** Center for Clinical Research Management, Kanazawa University Hospital

In recent years, the use of the EDC system in clinical trials has expanded rapidly. Many medical institutions
have accepted the installation of the EDC system for clinical trials. However, a few systems reflect a paticular
opinion on the data entry side in former system development.

Therefore, we undertook an investigation which focused on the problems of the system and based on the
results we considered means of improvement for enhanced usability of the EDC system.

A questionnaire survey was sent to CRCs which are the clinical trial implementation hospitals of national
organizations and university hospitals (in total 131 facilities), the 61 member companies of Japanese SMO society,
and the attendees of luncheon seminars 1 and 2 of CRC meeting 2008 in Kanazawa.

A total of 811 questionnaire survey responses were obtained. Of the respondents 93.6% had prior
experience using the EDC system, and 69.5% implementing EDC system with English entry. The items with the
most frequent responses were training program (38%), inconsistent entry form (36%), the limitation of the
usable system (34%), data entry using English language (31%) and management of identification number and
password (28%).

The EDC system has rapidly become popular, and it is expected that use of the EDC system with English
entry will increase in the future. In this investigation, problems such as system improvement in the design
process and interface were extracted. These problems have been extracted for system improvement, and based
on the addressing these problems there is hope for the realization of correct and quick data acquisition.

Key words : electronic data capture (EDC), clinical data, clinical research coordinator (CRC), questionnaire
survey



