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T —HREDRA L N ERIERIZOWTE E DT, TOREE., CDISCIEAERED 9 5 Analysis Data
Model (ADaM) =<°CDISC Controlled TerminologyZE®dD —BMERZTRICIERAIRETH 5D 2 & N 5 H>
Lilpofe, FRRULIET =2 _X—=2% W PIRIEIT 21T\ 7 — 2 R O FATRlREME A /R LTz,

A. WFFERRY
EPOCH-JAPAN (Evidence for
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FIEERAE T D 2 A — MFZEOE A B
MLDT — 5 2 UL - fta LT 9~ 2 2[R
W 7a = N Th b, EPOCH-JAPAN
DBMaR— MI 1T THY | %PW@
BREEIIE ., W REOEBIRELHELE
B AR — MIFET — 2 22572 % IPD
(Individual Participants data) Meta-
analysis ToH 5D, ZILE T EPOCH-JAPAN
MO NIRGEEBUR & BRIRZIR T A R A
YORFZETHRFAN ez T v 2 %
feflt U T& o, RERLDNSHTIZRET
—~¥Thod, BEGET—ZOME7T Y=
7 MBS, T Y =s ME
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AT Hak—FCRNTEZL, Zh b=
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NOSRIZEETHD, T—FET /N E
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RET HTOOWMOEHTHY | TF,
.5’%‘35"3 THEYEL B HEA TV D, ERRFSE

TR bEMDELTNWDET —HET L
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(CDISC) | 2B L CEMFEHWRTH
. CDISC#%#E (CDISC standards) & B
X b, I OEEMEITEHE D HUEE, &
# (tabulation) %i(ﬁﬁﬁ*ﬁif‘@#ﬁ
D7 RAEHEEL (K1), k(s S
TRBR Cl3Z O FELEN— R &ofw
D, TOMME L TEERE L OIKFEH
il O T THHLOKGE R FERFIC, 4% CDISC
PRI YEIL U 72 R BBR D SE B L~ L
T OEANPRDENTNDZ E0nD
F oD, RFEMZ CDISCHEREL LT,
T — 2 OB & D VNI VWD
Study Data Tabulation Model (SDTM) &
Analysis Data Model (ADaM) 23T 5
5, F7- Controlled Terminology (&
il FHF&; CDISC CT) BEHEINTV\DZ
ELREO—2TH D, ZHUTKEENL
D AMFZERT (National Cancer
Institute) @ Enterprise Vocabulary
Services (EVS) ¢ AL CTEHINT
WA HOT, SDIM 33 KON ADaM D7 — #
DIERRFIC BT R&EL—/L L 725> TW
Do

A TlEILE = AR — h ORRRHY T —
B AT D12, CDISC HEHEZ Al RE e
ROERA LN, BEOEmWET —#
N— R Z RN LT D THET
Do

B. WFEHiL

(1) CDISC EE¥MEDRHMFEIZT T Y
Ve

CDISC XM T 5 Z L D%
@%ﬁéﬁ%?\@ﬁ®ammﬁ@®ﬁ
MRIC, ahR— MIEORET — % ~X—
ZK%@T%%?*?%EQOwTEY

V> 7 %kiTo7,
(2) F—=HHET 1 ADK
CDISC FE¥EA BT 256 —ARITHEEL
DT —HDHET o ANRNLELRD,
FNHOHE T et AL LT ET.
A7 v =7 T REIERD FNEZ E
HRENMZIOWT, (1) e T VT Es
BT T, BRI 5 Do ak
— T — X OREEDRREZ 1T > 72,
(3) T — & Lt L TR

— B R ZERR DR E A VERR
L7t & T, B2 Z 0 7efarR—ro
TR EEL, T H AR EICED
WA Lz, £D%, MERIFHR 7R L1220
Tﬁ%ﬁ%%ﬁ%ﬁw Z OFEAT AR
EHER LT, T—H OEB LA BI W
FEFHTIZ SAS 9.4 & -,

(fm B i~ DR E)

ARFFEFTEINL, HORRFE T MR 2
B&r5 20234 7 A 31 HICmEELZES
7K (A23053) FBLON2023 411 H 9 H
L:ﬁ%%%iﬁbu@ﬂﬁwﬁ (ZxF9 5 fm B
FE LA (A23075_A23053) Z157=,

C. M%F%

(1) 7F—ZIEREOHRE

CDISC AE¥EICBI L. BIZIZEICR L L
72 K2 7 F3# [Considerations and
Examples of Using SDTM for
Observational Studies - sections
Considerations and Examples for
using SDTM for Observational
Studies] % CDISCEEHEDHFAZ L Y A
F L, ZTHUBZENESY 7LD —b
N7 — 21 SDIM AR HE 23 3~ D BRI &
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fin i, —JEGIEE L 22— RORKFT —
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HINZT —ZEIERRRET 5 B2 b,
LRV b —EF— R OMEIET, A
Dfns — v (B : R—=2Z A DA 7
7 71X ABLFL &fn4) 72 6 ONSHEHI R
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EDON— )V ETEHIRYEH LT, BDS
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A x9 562 THRAETDRIEE LT,
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v T HRRE AR LT,
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o le, FEZoMEICE Y, BEFD
AT 7 v 77 KOBEREITIUX, AT m
Tl FTOMRITOE L EmWE &N
INnbd,

ABFFED R Z 72 RS R, CDISC FEHELX
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% (RWD) TIRERGHRT —Z LB+ v
T T — S FIT D E FERNE R T T
VW B ¥ % Observational Medical
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Partnership Common Data

Model (OMOP CDM) M K 73t A CUN 5 &
I oTc, FFET NS IIEEL T + 5 v
721U (Standardized Vocabulary) 73
800 T & 2 T2 Z & T, CDISC @ SDTM
(Xt DRI HGEN 4 HRRETHD Z &
BEBEZDEEBANAV Y NBBDDL, T—H
BT L TAZRBIERNELED -V,
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BET — X OET ey =7 MZBWT,
CDISC #EHEDHL Y IRb & FIHEZ2 BR V) & M
L7256, BEOEWHET — X X—R %
BNERENTAERL LTe, FEBRIZ 5 adhR— oD
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CDISC Standards in the Clinical Research Process M Foundational Standard Wl Therapeutic Area
M Data Exchange M Controlled Terminology

Non-clinical Clinical
Organize Plan Collect Organize Analyze

Data Exchange

S e & &0

M1 EEEFEO T ot XI2BiT 5 CDISC EH#E
(CDISC [Standards] (https://www.cdisc.org/ja/node/7026) XV —HFikZ)

Integrated

SDTM Data ADaM Data

ADaM Data

X2 BERERAFRIZEIT D —BROREET —F DIER 7o' 2XO
AD, Analysis Data; ADSL, Subject Level Analysis Dataset; DM, Demographics; LB,
Laboratory Test Results; MH, Medical history
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https://www.cdisc.org/ja/node/7026

MH ADMH

—— W
ADLB

el

Integrated Integrated
SDTM Data ADaM Data

3 EERMIERIZBT 52— BRMET —F ODER T v X©Q
AD, Analysis Data; ADSL, Subject Level Analysis Dataset; DM, Demographics; LB,
Laboratory Test Results; MH, Medical history

Table 4.6.1. ADaM Dataset with Subject-Level and Record-Level Indicator Variables

Row |USUBJID |ITTFL | PPROTFL |VISIT AVISIT |PARAMCD |AVAL |ANLO1FL |PPROTRFL
1 1001 Y Y Week 0 |Week 0 | TESTI1 500 Y Y

2 1001 Y Y Week 1 |Week 1 | TESTI1 400 Y Y

3 1001 Y Y Week2 |Week2 |TESTI1 600 Y Y

4 1002 Y N Week 0 |Week 0 | TESTI1 500 Y

5 1002 Y N Week2 |Week 1 |TESTI 48 Y

6 1002 Y N Week2 |Week2 |TESTI 46 Y

7 1003 Y Y Week 0 |Week 0 | TESTI 999 Y Y

8 1003 Y Y Week 1 |Week 1 | TESTI 999 Y

9 1003 Y Y Retest  |Week 1 | TESTI 49 Y

%1 CDISC ADaM #E#E®D BDS T — & D —4i
(CDISC Analysis Data Model Team [Analysis Data Model Implementation Guide
Version 1.3 (Final)| @ Table 4.6.1 £V $kFY)
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ADaM-like Data

ADSL

ADREP

Integrated Data

K4 AFETERLEZmERR
AD, Analysis Data; ADSL, Subject Level Analysis Dataset; DM, Demographics; LB,

Laboratory Test Results; MH, Medical history

3 |IDRE
4 Study ldentifier STUDYID STUDYID WRHE+ 25—+ B
. . - =cotx("/", STUDYID, SUBJID)
5 Unigue Subject Identifier USUBJID UsSuBJID B4: | 2RERF/0000 |
5 1D, RERBESBELE |p Subject Identifier for the Study SUBJID SUBJID &3%- FAOID
Y= RERCSER
10 (heisE) Study Date of Examination EXDTC
11 Study Doy of Exominotion EXDY EDAT - STARTDT. If EDAT >= STARTDT then +1 , ~<-
12| F-7RREM-SIH
5 " Sex SEX SEX M F
16 Sex (N} SEXN SEXN |/ 2. IFN[SEX="M", |, IFN[SEX="F", 2,.) :
17 i Age (Years) BLAGE AGE
18 a3 Height (cm) BLHEIGHT HEIGHT
19 L3 ] Weight (kg) BLWEIGHT WEIGHT
0| S=RA50WE [BMI BMI (kg/m2) BLBMI BMI
(WEEE)
2 R (SR, MR, MeEwE) Smoking SMOKE NEVER [ FORMER jCURRENT
) /2 s
2 IFN(SMOKE="NEVER", |, IFN{SMOKE="FORMER", 2, |
A (RS, ¥A ReRE) Aleohal ALCOHOL NEVER / FORMER jCURRENT
24 Alcohol (M) ALCOHOLN 1/2 /3 SMOKENERLUR®SE
WEMeE Systolic Blood Pressure (mmHg) BLSYSBP SYSBP
3 HERMEE Diostolic Blood Pressure (mmHg) BLDIABP DIABP
ERMTAE(REEE) =
5 GE:MEMmer2Ei: |WILATOSL Total Chalestercl (mg/dL} BLCHOL CHOL
—HOBEIR. 3EH6
M ETE) HOL-C HOL Cholesteral (mg/dL) BLHDL HOL M F - P aliL il
* | 1412 Time windows & 5
oy | FMELEEIDSE |Ngn-HDL Nan-HOL Cholesteral (mg/dL) BLNONHDL | NONHDL
- (&) Fald
. ~EFOE Al Hemoglobin A1C (%) BLHBAIC HBAIC JOSH
£
HERR-MES Concomitent Medications - Dicbetes BLCMDM CMOM YN
I

%2 BiEafr— FTF—F_X—R BT AHEE (—H)
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1 X2, K3ICEIT—FR—RFLIZEHTHHHA

BEIRATIET CDISC FRUEL BRI 2 A, WET —Z OERMAE T r e XIX 2 £/2
FH3THLDLEND, M7 rEREL, KRUNST —F 05 SDIMARHEIZHE » TIER]— 5K
T—4 ST —%) ICEHmSND, ZOR, #RENRT—% (D,
Demographics) CEGKME(ET —# (LB, Laboratory Test Results) %8, S —Z DT
—~ (hEy72) Z&r—2i3nEcng, ToEO7nt 232 L X3 TRZ
Do

[ 2 T AT ADaM FRHEITAE > THENT 7 — &% (ADaMl 7 — %) IS 15, ADall £
HETlIX, F9 Subject Level Analysis Dataset (ADSL) EREEN D, —JEHNIZDE —
L 1— K (one record per subject) OF —HMNEM I 5, KIZ, Basic Data
Structure (BDS) EMEIND, —IEFI—fHT /AT A —F ——fTE I D& —E£ 721
#H#1L =2— F— (1 or more records per subject, per analysis parameter, per
analysis timepoint) DT — X BMERIND Z ENZW(X4), T —XE&EIX. AT
[ZHW DA 54 AVALC FEDRD LA T 2 mER L > THY, ED
BDS 7 — & Ofif#r T b [F UAEHT CHIURIZIER CHNT 7 1 77 2032 5 K 912785
TW5a, 72, JRAIE LT T2DOF £MHTAATEE (Analysis—Ready) | 23d 5, fiilx
(ZIRAT CULERIE B R WHERUCRER RIS & (eGFR) DEEFHASMETHIT, SDIM 7 —
SRR Y T2 0 EIS T EH, T72b5 DT — X ICE £ D48 L OWER 72 & 0N
LB 7 —=ZICEHENDMIET LT F = a2 td TG L7c £ T eGFREZEH L,
ADLB 7 — Z TR S5 2 L N L 72 %, ZROIB 2% T ADaM EEHEIHE > T4
TD ADaM 7 —Z DIFf S NI %lT, T —FO0ma 7 et AICAD (M2 0
Integrated ADaM), Z#LE THOT O ATT —ZPEENINTWDHTZH, [F L4
DT —Z OHEFRHEGE S THRENTET T 5,

X3 DTt ATHIUL, FHKHERT —Z O SDIM T —Z BMER S hico b, £
DEMGEARICE VA SN D (Integrated SDIM T —4), F7-MBIIRL T, EHIC
R DR AT — 4 (Integrated ADaM 5 — %) BMER S5,
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