H27- -

HIS

SS-MIX2
HIS
EDC SS-MIX2

DWH SS-MIX2

HIS

HIS

-016

HIS

HIS

DWH

HIS

HIS

EDC



STAP

J-ADNI

HIS

HIS
HIS

HIS

HOPE EGMAIN-GX HOPE X-W

EXasarh [E®AE 274 |

B 27 ERL I/ IS REN—FHRTH
erenl (HOPE/X-W) [ ®Heroa— |

N ‘th%lﬁnx‘?smm WEIT /A7 /A — ST | _
27 b (@ ) | [omEEs 2L

AR 4 —_——— e o=
@it gt ot || P o ez 7L |
] RAREA 5 LIRS~ e AT L

TRREIZ 27
(ACK).

BB~ BB 5 e

SEPERIRS —5 | wszvazL

A4 A4 AV YRT 1)
5

| uneysazL

EEBFIT—)
FEFTATL || RERE 2L REA—G-BEEENEDA S || [DHEEREIE
(RBAT) 2= HAEHETRA—H (00U NOU) FLErEAEHRD
EI 55 SRS
7% B8 DPCEIR [Frmix |
aar et F—2HAA

BEC2—2TH |
F-23-WVRTh || EEEEVAT A )3 )25,
TS BrAE —| || EEREAAREREE Y AT L
B |
| U7 252F 0 “
. P
W‘ R AT L S

B AR
BEEAURTL
(&S0 MR

i
(HOMAS)

EEHTPAUY
AT 4 (AT

FMEEFS AT
(FOIAF D)

TR ATh
Fusic)

‘ BEFYRT L FyhD—FE SALIE T, AT




21CFR Partll

HIS

27

HIS

ICH GCP

HIS

HIS

SOAP



DPC EF

National Clinical Database(NCD)

HIS

HIS
HIS

SS-MIX2

HIS

HIS

NCD

DPC EF

NCD

opt in



HIS

SS-MIX2
HIS Electronic
Data Capture(EDC)
26
27
27
SS-MIX2
EDC / /
23
MID-NET SS-MIX2
EDC HIS SS-MIX2
EDC
SS-MIX2
EDC
I1CD10
JLAC10
HOT SS-MIX2
JLAC10
JLAC11

DWH

EDC



YEADARMEESR L "EOC/FANORIETD
= y wisa topy TBEHE [ -21CFR Partil
2F b
BEOBRHRTHRE 5 DIUNIBE) LI 1 e

BETT (AELRR) HIS SS-MIX2
2
HIS
EDC
SS-MIX2
DWH EDC
2 DWH SS-MIX2
HIS
HIS
HIS
HIS
SS-MIX2 1
HIS
2
HIS 1
HIS
1 HIS 2



ID

4.2

HPKI

EDC

1D-

Clinical Study DB‘

HIS (EMR)

l

I

Form Filler

‘ Form Archiver

R
[

Retrieve Form
[ITI-34]

etrieve Clarifications
TI-37]

Archive Form [ITI-36]

Submit Form [ITI-35]

Form Processor

Form Manager

Form Receiver

CRO

Retrieve Form for Data (RFD) Capture

Actors Transactions
21CFR Partll
ICH GCP
D.
MID-NET 25
HIS
SS-MIX2
HL7
HIS
HIS
SS-MIX2

MID-NET



http://www. jmacct.med.or. jp/informati

on/publication.html

HIS
2
HIS
A
B 4 2 27
1
2
1.
2.
3.
UMIN
http://www.umin.ac. jp/ctr/CTR Backgro
und.htm



