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Abstract

O O Structured questionnaire survey was conducted targeting both Data Managemenil DM [5ection in clinical
developmeni] CD[ivision and Post Marketing Surveillancél PMS[Cdivision of member companies of Japanese
Pharmaceutical Manufacturers Association, to search current usage situation of Electronic Data Capturél EDC[]
and to identify facilitation factors for that in Japan. Among 108 respondents obtained 56 from CD division and
52 from PMS division[J, 441 40.800 Ohave used EDCL] however, the proportion of trials using EDC was not high.
Among 44, 391 88.600 Ohave used an electronic case report forn] eCRFOsystem, having a positive attitude.
To more greatly benefit from use of eCRF system, paper-based processes remaining such as hand-written
signature should be streamlined, and standardization of data base structure and CRF appropriate for an eCRF
system should be promoted in a company. Among 108 respondents, 991 91.700 Orecognized that use of EDC
should be more facilitated in Japan. Two major facilitation factors were identified, one was technical solutions
which enable subject data exchange between electronic medical record system and eCRF system employing
standard formats, and the other was amendment of Standards for the Conduct of Clinical Trials, the Ministry of
Health, Labor and Welfare ordinance or publishing of guidelines which allow clear interpretation of master CRF
of which data were captured electronically. Clinical Data Interchange Standard Consortiuml CDISC[standards
are the best possible candidates as standard formats to be used for data exchange of subject data, but they have
not yet been widely applied in pharmaceutical companies in Japan.
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Fig. 1 Use of Electronic Data Capture
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Fig. 2 Use of Electronic Data Capture by trial phase
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Fig. 3 Method of capture of data from institutions
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Fig. 5 Existence of policy for use of Electronic Data Capture

100%

80%17

60%7

40%7

20%7

0%™

RER-FHRAY
(N=16) (N=9)

[ &f5Y

SER-FRREY

RER-PMSIEY SHER-PMSIEY
(N=14) (N=5)
&5l

goo0oooooooo

0 616 0



000000oooooooooooooooon
ooooooooooowvisIToooooooo
ooooooOoooooooooooooooo
O000o0ooooooooooooobMOOoono
DMOODOODODOOODODDOODDOOOODOOOOO
oooooOoooooooooooooooo
oooo

O Electronic Data Capture0 D 00O OQ0ODOO
00000000 OElectronic Data Capture 0 O
0 0O O 0O Electronic Data Capture0 00 0O 00O
00o0o0o0o0oooooooooooooooo
oooooooooooo

2130 000000000000000000
og

O Table 20 O Electronic Data Capture 00 00O

Jooooooooooooooesonooooon

ggoobobbooooooobobobbouooog

JgooooooobBOooDoooooooooo

Clin Eval 351 3(]2008

0000000000000 O0Comma-separated
ValueddesvOO OOOOOOOOOOOOOOO
7irooopMSOOO0OOO37o0000O0O0OO
ogoboooobooobobogooboooebiscon
gooooboooboooooobooosbTMb b
gobbooobooboboob29.0000pPMSO
goobobr40oobobbboOooooooD
gobooooboooocepiscbooonbpooon
gbbooboooboobooboobdnopera-
tional Data ModeDD ODMOO OO0 O0OOOOOO
ogoboooobooooobogooooboboooo
O0000OD0ODO Health Level D HL7OO O O
oboooooobooboobobobooboooon
gopoooboboooboooobo

2.140 Electronic Data Capture0 0 0O O
0000000 Electronic Data CaptureD 0 0 O
goooooooobbobboboboboboooo 108
goggoeonoool7oooooooooooo

Table 1 Evaluation of use of Electronic Data Capture

oooo ooooo ooooo oooo O
nd %0 nO %0 nO %0 n0 %0 nd %0

goooooo 2601 59.10 140 31.80 10102.30 30 6.80 4401 100.00
oooooooooo 250 56.800 160 36.40 00 00.00 30 6.80 4401 100.00
ooo0ooooooo 2401 54.50 160 36.40 00 00.00 30 6.80 4401 100.00
ooooooooo 3000 68.200 110 25.00 00 00.00 30 6.80 4401 100.00
DMOOOOOD 190 43.20 100 22.700 1200 27.30 30 6.80 4401 100.00
DMOOO 50 11.40 210 47.70 150 34.10 30 6.80 4401 100.00
goooooooo 1002.30 90 20.50 320 72.70 20 4.50 4401 100.00

Table 2 Capability of integration of data submitted from institutions with data of sponsors

oo oo O ooooo ooo oo ooo O
n0 %0 nd %0 nd %0 nd %0 nO %0 nO %0

ODM oo 60 15.80 30 08.00 10 28.90 130 34.20 50 13.20 3801 100.000
PMS 00 00.00 1003.70 50 18.50 1200 44.40 90 33.30 2701 100.00
SDTM oo 90 23.70 20005.30 130 34.20 100 26.30 40 10.50 3801 100.000
PMS 00 00.00 2007.40 40 14.80 1200 44.40 90 33.30 2700 100.00
csv oo 1801 47.40 90 23.70 40 10.50 50 13.20 20005.30 3801 100.000
PMS 90 33.30 1003.70 30 11.10 80 29.60) 60 22.20 2701 100.00
HL7 oo 50 13.20 1002.60 70 18.40 1900 50.000 60 15.800 3801 100.000
PMS 00 00.00 1003.70 30 11.10 1400 51.90 90 33.30 2701 100.00
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Table 3 Facilitation factors for use of Electronic Data Capture
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