AT S ;265114

WFERREY o BRIRT —Z OCDISCIEMEKICBT 27 4 —Y B T 4 A Z2 T ¢

FAEMEE S 0 HYP FEE

SHBEES o HY OREE, KRR RE

F—U—F : ODISC, NAANT | WRT =4, T—F~x—V A b EEL

AP ES

1. FEHNE

@ HHILE (CDISC BfRE 2 F—. CDISC 2—H—2 BT & 5 IFHINLE)
CDISC FEA# D CDISC Interchanges Seminar ['A Global Approach to Accelerating Medical Research]
(5/16) . CDISC Asia-Pacific/Japan Interchange 2014@H & (7/31-8/1) IZ&MNL 7=, PMDA ~
DR R EEDO BT HFEN 2 FRICEBLSND Z ENDREERZE CROVBNEZANTND
WIUCH D —T5. 7TA7T I 7 TIEERNIZE, AT — 2 OFE {0 (DISC 2 ~N— A ZH AT
DEENH D, BUREREBICH D Z L3507, NCGM & LTT AT IT7 YA RTEITED
F ¥ P ATFEINTNE D TH D, CDISC DR, BFIZHOWTIE, 2I2a=FT 4IZAVATLZ
ek, BEOITEEE 2, CDISC Japan 22— —RIZH&MIT B & & Lz, AflOZ—HF—
SAICHBE L, BUROBREREZICH Y, EZICHEIIL T A0OERICHESL > Tnb, bk
(2. 10 H EED A 13 NOGM AFJEAT a8 25 A, B IZ THAf L 7=,

Q@ EAREDORE

(N FN 7 BT, v a Tt Z—nb i g d3 0 7 (i 2 EET —
X7 g = MZOWT CDISCIZHRHE L TWRWT —H IHH O CDISC SDIM~ v B 7 ik Tz,
CDISC SDTMIZRFIE L 7e 7 — Z AT ZEHAAS AT RE T do 2 AR LA HRIF OB R L BVE 2P L, A5
TRF|EEM LT, BEAEEO—B L LT, Biobank-specific 72~ v B 7 A= ITHRET
LDRERHN ZF5THD,

TERRIFIE T — & v =T A M ZB W TR, FERERHl T 5728 @ EDC > A7 A, REDCap DB
BEAREEE UT-, FIAEEIL, JCRAC T — & o Z — Tt L T D %D O EFIRAFIE 2 A2 LT,
REDCap H§RE DB 15 51T o 72, FEERH D 72 3D D FEAREAIZ DUV Tid, NCGM 14 /L7 5> & SS-MIX
Z#%H LT CDISC 3T REDCap (27— # 2BV AL &2 & 2 T\ 5,

2. HBOIToRR

[N FR T 1B TCE, HET =27 53—~y hDOSDIM~ v ¥ F &k riz, EDH T
T UAERHE ORENLER DD, FHEARETH D Z &nbinroT,

TERIRATZE T —Z ~ R — U A v b IZBW TR, FEREFHEH EDC DO BREIREEE & 2 DO RRIRIFZE &
AERAZ AT S, WRERHI AT o 72, FIFZRERHMIO 72D OFEAR G XA FKE LT,

3. PIEEARAH OME

D A F 7 HEEF — 2 O SDIM 245 O FUEZS T L REH <& FIH) RS ME,

@ SDIM ~ »v BV ZFRIE L FEi SN ORGER L EE, HIIFICE 5T =7 BIERARAIKTH
Do

@ AHOMEL LT, FAbFHID 720 O W FRHINE D DS E,
NA FR 7 T, NC O & CHRARHET 2 BB 1 | BRI CIbE 7o L7+ R
TAEDOT = HHEENNEIIIR D, REFEOBE, 1215 DD DD iR,

4. PRFEER

O PR, NIRRT, fMROHE, HATET, B9 A A3 77— 2 0 CDISC (I B
TLH7 4=V VT 4 AZT ¢ (ARFERFEIFEE 28 B AR T A 2014)

© BEREIRE. NAA N7 T —=F O CDISCEALICBET D7 4 =V VT 4 24T . (ESLEPRE
e 2 —  ESRGETE I — 2014)



Subject No.  : 26 #5114

Title : Feasibility Study on CDISC Standardization of Clinical Data
Researchers : Yasuhiro Tanaka and Izumi Sato

Key word : CDISC, Biobank, Clinical Data, Data Management, Standardization
Abstract

1. Research Activity

(DWe attended CDISC Interchanges Seminar,"A Global Approach to Accelerating Medical
Research " (May 16 ), and CDISC Asia-Pacific/Japan Interchange 2014 held in July 31 to Aug.
1. Pharmaceuticals and CROs are in active and empowering because the electronic data
submission of clinical trial reports to PMDA was made a duty 2 years later, whereas in the
academia, it found that it was in the groping situation. NCGM seems to have a chance which
we lead to promote CDISC standardization in the academia. It sounds to be the best way for us
to understand CDISC so that we entered the user group. The October monthly meeting was
held at NCGM Research Institute meeting room A and B.

@We designed the basic CDISC evaluation platform. As for " Biobank ", we attempted the CDISC
SDTM mapping of the data item not to support the CDISC standard about the individual data
format to provide catalogue data into the central biobank through each national center. We
extracted several problems when verifying their mapping. In this basic research, we would like
to consider a proposal of novel Biobank-specific mappings. In " clinical study", we have built the
EDC system, i.e. REDCap in order to evaluate this feasibility study. In the first fiscal year, we
investigated to understand some REDCap functions, using some clinical studies which JCRAC
data center has in progress of data management. We think of the research method that
REDCap captures clinical data in the CDISC form via SS-MIX converted from the electronic
medical record in NCGM hospital.

2. Research Result

(DIn " biobank ", we tried the SDTM mapping of the individual data format. It found that it was
possible to classify biobank data, although we needs to make unique items and to categorize
some items as biobank-specific ones.

@1In "clinical study data management ", we have constructed EDC for experiment, executed a
number of clinical studies for trial, and then evaluated the function of EDC. Also, we designed

the basic method for feasible evaluation.

3. Issues to be Solved toward 2rd Fiscal Year

(DMapping issues caused by implementing individual data of Biobank should be solved. ( for
example, to change biobank-specific data items )

@ The verification whether or not SDTM mapping was implemented right should be reviewed and
advised by the expert.

(@In biobank, we have to get the cooperation with National Center Biobanks. In clinical study, on

the other hand, it must be the key issue whether the feasible evaluation can be executed under



the coalition with NCGM hospital or not, because the data connection with the electronic

medical record system is important and inevitable.

4. Research Outputs

(DI. Sato, Y. Kawasaki, I. Sakakibara, K. Konomura and Y. Tanaka, The feasibility study about
the CDISC standardization of the biobank data ( The 28th Japanese computer statistic
symposium 2014 )

@]. Sato, The feasibility study about the CDISC standardization of the biobank data ( Medical
Statistics Seminar of National Center for Global Health and Medicine, 2014 )



SRREES (2618114)
HFRERER | BBRS— Y DCDISCEHELICEHT D T4 —>E Y
A AT+
=l:y)
» [RERT — S DCDISCIERE(L(C K DT —FHBEARNDEAMIBIFE & T DXl
HMFEDER
» [BEIRINEE : T F—FSINCEFIRORE REEEUCIBIRINE URRKRIAFN T —F TDCDISCIRAEE A DEIR T ae 47D
= EAEEDEE ~ ‘
NAANS T - F— S BEBOEE(C AR SR TIEE Y DER, (LI SBOMESDME,
#%E%%Cﬁ?_gt\/g_ T —ARK— A DT SY N IA—L (EDCSRF L) 182 ECDISCOEIEHfDER
EhERE
» CDISC JAPAN (SDIMI1—H—2) A%, ABIESHN. CDISCEPIZREDIFHRIH,
» AAAIND  T—HIDEEARADY Y E T DRI ZHIRIRENDIREE & RIRER - SREDHE ., FRTOHEK.
» / JCRACT —51z> % — : REDCopIRIBIBEE, L DN DERKATTDERN S X7 A5Tll. HEERBEDEM,

= CDISCERIFFMEADEDCS X5/ (REDCap) DEFEEERLE.

»  SKEEEMIDIZHDHLRDEARETZRE LT,
IR SR DRE

= CDISCICBIT 2FMIRDEE, HDV IR ERXFILOBENRER

»  SREEEHEDTZHDNCCMARBRIEFIVED



CDISC & (HMF=&
™? SDIMZED
fES DN ? Hioh
50

HERH (CEEND.
RBEDIZENHE
50

(C eSS
NeTER S
L—=>3>7Tzd.

|
2K (HB) :

CJIUGEED
<€ !
REDCapT &— !

SOy NatEEsE asmsae A

steaimts S |
=1 oo Zlitaas D :
L i SRR | MAEAA. CDISCHEEIIRAN
__________________________________ _<_ __________E__________________________________________________________.
REDCOp/\:\ODSDTM Q* —
S TR SHEHETD A
: SIS R MBS ) Oy NEERT
< >
F— I DEBEMARADT Y ES T DiRH.
ZSRATEE DN DIRSE & FIEES - BB, |
(2) /(‘{#/(‘ <€ >
SOF—4 B F DS PRER ST — I TD
CDISCit, F—HDI Y € >
SIE(CDNTORET, SMIERIRDER. il
NCOMAA A/ ST EDT  ERRAEAS = RADRE

nant,



R 5 : 26fF114

WRERRES 0 BRRATIET — 2~ R — U A v MZBET HODISCERAHEIZB 5 7 4+ =Y E U 7 ¢ X
2T+

ERERTIVve R L

SBREES o HT R

F—U—F : CDISC, BT —4, F—F~vF—T A b, fEAEL
WFFER R
1. ERNE

@O THHINE

(BEREOR Y A & UTHEM, FEMITEENTEE Ot E 22 M)

© FEAEBORE

CDISC % FFFTAM 9% EDC & A7 L & L C REDCap %% 2 CU %, REDCap i% Vanderbilt K2#A5BH
BLEbOTTHT I T7RHABITICEETT A o A BEEN TS Z L5 JCRAC T —Z &
=TIV 26 -3 AIZEA LT, MALTHOIENZ & & 7 HARBEROBIE~Y =27 LR
72nNie, FTIEREDCap v AT ADBREBEREZMED 2N L, EOWVIEENRH LD, EHNH
FIANTE D2 0OBBIHEERITE A EDF S, K2 E T,

—J7, A OSERH L LCIL, ODISC 2—HF—2 A L _R—TH b o4 TRERE VX —D5%F
RN EFRERFEA RS TREINTZE T INVT VAT AL EDC AT & (Ptosh) 0D
T — A AR ORFZE A5 NCOM D E R F S AR RBROBEHICE > R 252 N bho Tz,

2. B R
(DCDISC EZFFEAMH o EDC 3 A5 & (REDCap) DEREEZ#fiE L7z,
QFEFFFMDO =D D D HAFK G EZHEE LT,

3. MERSA % OMHE
O  FEEEFHI D 7= 8 D NCOM PN 1 A EIE »
BefE) e T —LiE, NCGM DEE -1 VT > b B ERIR T — # % EDC ¥ A7 NI AT Z &
DHRENE I DDOEFEHMENA TEHZ & ThbH, TDOIITEFINT VAT AED TR
T LHEHENRTE D K5 72 NCGM N D i SR FFE T — ARELAED D502 & ) D DNFRETH 5
F -2 O L CTHRERMICH D ATRE 7R BRIRIFZE S HAUE, BARM 7280 RZBL AT RErE N R 2 T
L0, BERFSCIIRETH D,



irndms (26%E114)
DIERFRERE S  lRRART —INR— A MMCHITD
CDISCEELICEAT D T —>EUT A XY+

E[:y
= [EREAZET — S DCDISCIREL(C K DT —IHBEFHOEIMIFFE & € DRI
PIEEDHEIR

= [BIRINEE : =S —FBPIIPEFIROBRIEE CIHEHRINE UERRIFTS —~ TDCDISC
SAEE ADEIROGEMZ D

» ERERORE : T —INR—IAL MDTSY S IA LS AT AEUTDEDCE X
/., REDCapZi87E U=CDISCOEEEHMIDEARIEIEZRTE I D

#
&

DISC JAPAN (SDIMI1—H—=) A=. RAHAIESHIE.

REDCapiRIFZIBEL. HIEJCRACT — 2> 5 —TE\TUVDERRIAFTDRE DL VE
BRI (CESE TS RXT A5, #eEHEZEmUT,

SFONTTRER
» CDISCEILFHMIADEDCS X5 A (REDCap) DIREZEEUIZ,
» EELEHRDIZSH DI ANDEARKETZRE LT,

» EREHEDIZHDNCCMARIAREIED



REDCapigis

Ny IR—HEE  https://www jcrac.info/redcap
REDCap
=5
ETMIRERMRR 2 - MERR T 2 —
w2, JCRACF— 2t 52—
JCRACH- L - JXIEE

FHFOL-F-ELAR0-FTOT LTS DT 57 LD DRE R SEE T 31, REDCaoBriEH

-t
HAAD-F
LRV

REDCapnJ5IEL
REDCap|E£Ha 7AW

—ANTINT - TA S A ARE LT - R A0MER T
+ = e N "

T W ASAOEE T TS0 TEAL S F A T-EES AL S AEL 2 74
DO DRI OA T 3 -5 Lt 7RI ERL {8 TREDCap|C

FuFO-FE5A75 A AR AR S TRAEAZ T, B~ bF - A AL ENE

ORE)L NG OFEEE L THED LAk ET,

REDCsp|ZR IO )L MFSHET/ 07 —U(SPSS, 343, State, RIZY - AL ZHEHTIR
#=t7| = HEEEh T T, EHE 70V BA L - AEAT h ThL, 2

a1 e 38 - ., SRR, S0 W2 P LT W7 O-F, Fr=1b

FoAgEzhTLIT,

REDCap|Z=h TH o MOV BT CMEFARR T AL & Pk
Bl sLEBLR Mﬁ}Dﬁl(‘ﬁﬂP0’)FED:apﬂfﬁﬁﬁ!Dﬂﬁl.ibTﬂ)?;‘b‘}’tbtv—’J’E
Bl DAL, BFER TOREAL -5

Z LR ARSI CLAFE MBS O T - FRIREL T RS, L1
EARIRSNOTOIAYI O DL Ea— LRENEEIDINET, )

B TR AL E T o fok, REDCep |20 THITH RIS S8 S 1L 2652 T 80
FERST(HEA . REDCapMIgH,

Fote

HAF L O THRI redeap-admin@ieme ac F THMLE D AL
= Case List
& BEFFDIRSE Record 1D 4

Record ID
Record ID 4
EE RS

sEffesE

AT —HEZH

ZF—HR

TR

kAR T 1
BEGBIEHERE 2(BHER)
RS A

BRI ER

O o o o d

RESEFHRTEA

Forgot your password?

REDCap 0¥k
ﬂ”nffmky‘—&w AR |
L Th UL TR TS HN

B AL THRBIEITF 02
F’Efﬁ.ﬂh&ﬂf’f‘f‘/ﬁl—lﬁ T,

B TR - = Ao 2B
ﬂ“"]!‘l:méi T‘—‘Elm ASALLSIEE RS

i A e
s it Excal.
PDF, 545, Stata, 5, SPSSAFCHEIHR

H-t7%

Ad Hoc Reporting - BIEL ™3 5/0—F |22
T LA EERT DA T ARAIT-%
TR TER T,

e kv R e o T"OMOFE’S
BTDEMISAHAZ T AT OV OMAL
- ED A= T RS - IVEHRT

...M Yo )

Far ol I-lhllﬁ B RE
-ﬂmﬁﬁuzmﬁ;zmms Mex= lI/i”ﬁU’)
FoAMIRES, B~ n L,
;JW)W.E&)QLE"‘}IZ”?/{HH

wcord) AT ERE T CERE

a5

M

3
*

Y-

O o o o d

O o o o

ETah
=<

=3

O o o o d

. MR

REDCapH—/3— D74 T7—I4—IL

2o == === -y

SS-MIXFZ T
EDIAA .
CDISCHZRIC
ZEiagnIe

Switching HUB

- —————

REDCapH—/\—
(RERA. TAA)

I
B

T—E—Ix—Ix

HIS
Mega-OAK

A



AR ©26fH114

WIFERREY @ SA AR 7 F—Z OCDISCEYEICET 5 7 4 =P B T4 R EF ¢
TATAFEE 4 - Hp e

SRRRRE L R Rk

F—U—K A AT, CDISC, fEHE(L, v v BT

wH5e

4

DES

St A
O fFHbE
(BEREOR Y AA & UTHEM, FEMITEENTEE Ot E 22 M)

@ CDISCIZxthi L TUWNZRUWWNCBN 28 A A8 75— & D CDISC SDTM (Study Data Tabulation
Model) tEUEMHAE~D~ v 'L 7 AR Ix, CDISC SDTM 2% LT — Z ICEHR A HET
B RREE LABEFORE A CIREAE L, FRTHREXLE T LT,

O TR

D A AR T —F 1% SDIM TV TU S DOMAIN (534H) o 8 FifH~/3HATRE T Hh -
7o

@ AANTT=HOTy T OHGEL L TERESICHEEETH L0 LIE
RIS 2 3 BATRETH Y, S TE RWERITRh T,

@ NAANT TOWMEDOHT I VALLPEME A ORENSH DT,

> RLSOWEMEENAY, SHAGELEDLTW o7z,

RE RS04 1 DR
O NA AN 7 F—5D CDISC, SDTM DIFZEEITFIRETE N LT DA & Mat N B 2R 7o 57
NEET 5,
A HEMZEOEMEE - e TIEORRE
B) JRAEMOGIEEE - HIEOBRTE
C) Wik - JFHEADEIER - HIEORE
D) el AFEO A
E) Required X H, Expected HH H DB
F)  T—X0O7, WETIEORG
@ NAFNRN 7 F—2D CDIME A L TIE, SDIMIC~ vy B 7/ T& =L LTH SDIM

A7l TLEIBENNH D728, CDISCIZEETAEMFOIMEH DV TmFkE A
FNLDOPFERTRARTH D,

FRIER

O EERE, NIRRT, fEGRE, AT, B A 4307 5 — % D CDISC FEHE

{BIZRET 27 4 —2 BT 4 24X T 4 (ARGHEHERGFFSE 28 B AR T A 2014)

@ EERE. A AR 75 —2 D CDISCHEHEICET S 74— VT 0 AXT 4. (JHAT

ERER e ¥ — [ESEREE I — 2014)



REERE (26781 14)
SBFAZRERRAS, « /o1 A/ > IF — S DCDISCAZEAL (CRIT B
T4 —SEUF 4 RET

= HiY

= J\A A/ D5 =45 ECDISCIREDT — 5 DR X ELEE, RUEATOREROHL,
=B(C, BEERCHITIZETRIER & X

= YEEOEE

» = —FEZNNOEFIROBRBETIBERINE U/ A A/ D5 - TDCDISCIREZEAD
KIRnJEEMZERD

» J\AA)> D57 —SIREC & (CRE(LRIEERR) S A BIRERBD iR, 1R4E(L T SERDEIER
DMPZERIEL, MRZFEEF CHEKI D

» =T -FSNCLDEHRINE, FFIROERIEERDEE

JNA AN O F7 — I DIRERIRADY W £ >0 & sk A2 B BE T D MMREE LIRS & 57
et UFRTRRZERMUIZ (RS A FESIR)

» SS5NIEKRE
= A A/ DT —FSCDISCREEM A ZHREIAE T > oA IR & REEH SN 1
o/ BEMPSEDRHE

= CDISCIREARDEE (FRJETH U T DREE LRGN ERTCHF NZEET D
» CDISCICETDEMIRDIE, HDNIHBERXFILOBENARBIRTHD




No AER
1[@E0—F

IvE>IFEIE

T—HITA—v bOXRIEBZHHE

| |

i ®E

DomainZziRiE

EWIE]1-F

2|BECLNERLES

EREOEECIEE R ES

Domain

3|mEEEA

4| EEHEITT

BRiSRSEL WL BT RER

0~999

LR ¥ 3:E0M 9:FH

YYYYMM

0.0~999.9

0.0~999.9

0.0~999.9

0~599

0~5898

1) 2:80 9:F8

=
=
-

B2

FRAKTRIEIR
ZNE

0~559

L0 2:9L 9: %8

IEIF R,
I
FiliIE
GRS
BRI
BRAEREARA
FLILE—
INAFITA>
sEES
ICD10
MEDIS
==8

The General Observation Class

Intervention
Events

Findings

Findings
about

CM, EX, SU
AE, DS, MH, DV, CE

DA, MB, MS, PC.PP,
EG, @S, IELB, PE,
VS, SC.RP

FA

Special-Purpose Datasets

Special-Purpose
Domain

Trial Design Domain

DM, CO, SE,
NY

TA, TE, TV, TI,
IN

ZDomainl[CHTI(IEXDEHZRTE

Datas Variable

Variable Label Role
et Name
Special- .
s Study Site Record
EERa—F TEXT [Purpose |DM  |SITEID dentifier Qualifier
Domains
sp— Special- . 5
E;ﬁ%g’g TEXT |Purpose |DM  |USUBJID :;:':’t‘i‘f?ef”b’em Identifier
Domains
Special-
BEkERE Bf¢ |Pupose |[DM |RFICDTC  |Pe/Timeof ~ |Record
N Informed Consent|Qualifier
Domains
= Special-
PIARIREAT Bf$ |Purpose [DM [DMDTC Date/Time of Timing
=] : Collection
Domains
B Special- Subject Record
#2H BfJ |Purpose |DM |RFSTDTC |Reference Start L
N Qualifier
Domains Date/Time
Special- Record
ka3 #4E |Purpose |DM |SEX SEX L
N Qualifier
Domains
Special-
Date/Time of Record
LER B¢ |Purpose |DM |BRTHDTC Birth Qualifier

Domains




	①26指114_H26年度研究成果報告書（主任：田中）
	②26指114_H26fy_ResearchReport（YasuhiroTanaka）
	③26指114_H26研究成果報告書（主任：田中）
	④26指114_H26年度研究成果報告書（分担：田中）
	⑤26指114_H26研究成果報告書（分担：田中）
	⑥26指114_H26年度研究報告書（分担：佐藤）
	⑦26指114_H26研究成果報告書（分担：佐藤）

