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Abstract
Objectives: To examine the availability of PRM and CDASH related to data collection for medical information and
open science.
Methods: Regarding PRM and CDASH, the contents described in The Protocol Representation Model Version 1.0
and Clinical Data Acquisition Standards Harmonization Implementation Guide for Human Clinical Trials Version
2.0 were confirmed. We also examined the use of PRM and CDASH to obtain research information from medical
information.
Results: PRM structurally listed items related to clinical registrations at ClinicalTrials.gov and WHO. Information
on study design and evaluation, research content such as adverse events, information on storage of images and
specimens, information on the ethics committee and implementation system, information on application for
approval, etc. were covered. CDASHIG had data collection methods and best practices, and collection items for
each 24 domain such as demographics and medical history were defined. A variable names were defined for each
items, and the responses indicated the reference part of the metadata called the controlled terminology.
Conclusion: PMR and CDASH are useful not only for intervention studies, but also for observation studies, to
collect collection items necessary for study registration and research without excess or deficiency. The advantage
of using the CDISC standards is great because research information can be easily created from medical information
and reusable data can be shared.

Keywords: CDISC Standards, Open Science, Data Utilization, Electronic Health Records, Interoperability

Em NEETZQ, F—2DRERETHIEELBEICH T,

539 g et

HE FEOBRFENA—ToT—2 N2l h, A —
ToHA T ORMIBE>TNS, BERTIE 2018 F 6 AIC
HMEA/ A= 3 VERRIBEBRESA., THIRT—420
EE-NHEZREL. ANERITEIIHEBELLTO
HRT—RIOVTET—24 2735 %8E L THMHIE
AEEE{RE] LRBShTWS O, EEMLET—4F
A#zBRET-OHICE. ALREDT—2 2R LERTH
AIB5ENEETHD T 2EOBREBELENILEDS
NEZERBEBRLEDIY 7ILT—ILFT—4 (Real World
Data: RWD) DERAEBR SN TS, FERFFECERKH
%K. BERFGEHEIAE (Postmarketing surveillance: PMS) %%
ESFEIHELEHEIZHE LT RWD OFRALNAIRETH D,
RWD DFFRAZRET 5-0ICIE. T—2DRENST
— Rk, TR BT -2 OREICEDET.
T—HDEEEOERPLT—2DONL—HEY T4 HE
BLED, TOEOICHEDEENRELE D,

CDISC (Clinical Data Interchange Standard Consortium) [&
BARMEBROBKRABT— 2 (CERATEARAEOE L
CDISC Z2%FEHTH Y. ARICHKET HEHERE - T
—RINE - A BT R EDT-ODHRRILETIL REEH)

K4 39th JCMI (Nov., 2019)

- 729 -

T—ADMEREZEELLT—2WEZLOTT B
CIFEETHD, F-. EERBEEICETERRR
(Electronic Health Record: EHR) Dt MEL51=6H. 4
EDOEEZAVSIRIEKREL, BRNTIEIERFERIZE
LERBERITEWNT. ERFROZEECIEDONT
WA, BfHAET—2DOFERICEVWTRENDFE
LEETILELNH D,

CDISC ZE[FEFMROREDT-HDOERZELETHLH
Y. EEBREDEELZESIN TS, T—2OHER
ThHHIEEBBIZEWNT, T—2INEICEET 22D
WRELBEA—T YA T U RICAIFIZEHRASDT—
2 E=HRFERE LT CDISCEEDFIARETHDHEER
DY (S8
=]:g]

CDISC B#£MD55., T—2DIRKIZEET H PRM

(Protocol Representation Model) ¢35 & UF CDASH (Clinical

Data Acquisition Standards Harmonization) O F|FRIEEM %
EHE L T: o

ik

BIVMMEREFRFESAR (B200HFAEREFRFRIFMAR)



539 g et

3-P1-2-01,/3-P1-2 : KA X —4 fE#EAL

CDISC ZE DM THHEBREEMN 5 T—42 DILEIZFE
9 % PRM & & U CDASH 2B L T.EHZ L The Protocol
Representation Model Version 1.0 & & U Clinical Data
Acquisition Standards Harmonization Implementation Guide
for Human Clinical Trials Version 2.0 TODEEH SN TLIHA
BEHR LIz, F-. ERBHRI OHARFERZEFT LS00
PRM & & U CDASH OFIFAZ#&E L 1=,

wR

PRM IFXkEBREXEMB (US. Food and Drug
Administration: FDA) %> HL7 (Health Level 7). SZRfpZ
IT %, 7XA) WEILBEMAZEF (National Institutes of
Health: NIH) +>tH R {ER4E1%EI (World Health Organization:
WHO)AMERLICEE S L -ERMGR R Z L DIBETH -
f=. EEEMNZAIL. ClinicalTrials.gov *> WHO TRE & 5 &%
BHRARESN TV, IREFICEETLEEINEE
BIZHIZE SN TV R T YA VICET 51EHR. HEBO
WMEFLGIBEREE ARESOMEZER - HEBER
BHRAOERE DIFERBERG EOERASH . BEFRPHE
FOREICEHT Z1FHRG EDBRKAEDEE & ERIZH
ELEE. FECAEERICET HERISABESATY
foo Flz . RRBBETRE LG LHRHEBOBHROBER
RICET BRI EEN TV,

CDASH [&. Special-Purpose Domains & L Ta A2 k&
E=BHMNADED 2 DO RAA UMNEFEAE L=, General
Observation Classes & L T Interventions Domains, Events
Domains, Findings Domains @ 3 2MY S XA H Y. T A
AR, FEGEITHG M TL -, Interventions
Domains Tl&. BAEE - ftAZE, BE. 4/ 0G50
WamESL 4 DD FAA >, Events Domains Tlk, BF

ER. BIRE. BERLE 6 DO FAA 2, Findings
Domains Tl&. SHAERFEMAER. FETHMA. DENRELRS

B, BRBNEEFEE. BHRMRLE 14 DORAA
VLR 24 DO RAAL VD BEREINT W, £,
CDASHIG v2.0 [ZET—2 REDHERORR NTSY
TARAPRREINTE Y. IRKIEBEICTERBX (Question
Text) ®EWLVEM (Prompt) D ES SHADFAMNHREIL
TW-  BEEBIIEHANREINTEY  EHREDHERE
E & LT Core Designations WEZE SN TUL V=, EZERAE
I% Controlled Terminology &FEIEN B A 2 T—42 DSHRER
BNRENTW, o, T—EAR—RLDEHEOEH
NREINTHY. BEREREOIVEVSICET HEH
A O

EE
ERFERTIIHFLTIZEARLSNTEY . EHR O
ENELGDLIELELHD-0. BERNOT—2FERILE
LWMMRRIZCH D EEZ NS, T, ERNIZTRAT S
HEDEVCEERBEEOREDEVNH D128, INE
LizT— 2 cEBIZEICT— 2 TRABEICT 2B EDE
HEERAWLIVLELH D, CDISC FETEMNSEBITETEN
FNDAZT—AMNEGE-SEL TS0, EEERET
tw%@?—@%@ﬁ%mmtEU\amc#%l%ﬂ
BEEART—RAEERBFRMIOOT—RICKY, F=F
#ﬂémT%ET BEBDZENTREE D, PMR B
KU CDASH #ZRHWWA Z &I2&Y . AAMHEIZEST . 8
EREICHVTHLRBEZFOMRIHELREIEE %6
FTREBESIMET I ENAEEL LD, BERFERMNSHE
BHROERNBEZ EHYVBMNAMRELET—25/EFTE

K4 39th JCMI (Nov., 2019)
FEIOERIEHRFZESAR

- 730 -
(F20EHAERBRERS

51=8%. CDISC#Z#ZHMAT HFRIETKEL,
Lt
ChETHERBBREZRIELTART I LICLYH
ERERBLTE, A —T oA TV ATIEANERSE
DHFZERTIIH, BART—2OHXERELIzEE
T—AEF#R/HTHIELICEY, E=ZFENT—2EFE
ﬁ?é%AéﬁbT‘&%imT&éoEﬁé?—ﬁé
FIRTEEICT BICIE. T— 2 DIREOKH, fEfTE—E L
FEZAT. BRRLGCRENAVT—2 FZ]Y KE
BTEEHEVNSEAN D CDISC Z#IHERATH S, £—
ToHA IV RADFERED=HICHLEREFEROERNSNT
DFFRITEETHY. ERBFEREAERICERT 518
IZ4 CDISC1Z#%EETH L #HET D,

g

AMEIL. BIIAEREZIABREEARHARKLE
(AMED) EERFHFIFM - SFEAREE EEERD
AT LPERBERT—EIR—REDYFILT—ILET—
ANEZEFETTOFEREZOEBHRFARIZAIT7=
HE.FEEECEYT 4% (GREES JP18mk0101113)
(REFAFRNRRSE - DFAHK) . ISPS HEAE TERRHARD
SEEIZEITI=RREZFY DT FEORRE] GEEE
& :JP18K10021) (B FKE : LEF1E). ISPS B E MZ
Y- EHBEDEEBRAET -2 INERF— L4
DEE | GEEES  JP17K01438) (AT RE - T HEFE
F) DXBEEZT-HAEREDO—EHTH S,

S 3Hk
1) &4/ ~N— 3 DERR. NRERF, 2018
[https://www8. cao. go. jp/cstp/tougosenryaku/tougo_honbu
n.pdf (cited 2019-Aug-30)].
2) CDISC Standards. CDISC.
[https://www. cdisc. org/standards (cited 2019-Aug-30)].

fiTRAR)



