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CEEND, RREMHESCERINIATORERZ TR LER
AR E . JHAIL LTE ADaMl F—ZEy MIgHh3d i, ZhboE
o e LT, RERCMA T, R RRERGEEES) £
MErEEr (MisREE) . #uf, B, ST onigi, H. £ B
i, AR RT I I ROEERR—-RAT A VICET HHREY
BT AEELH D,

ADSL LIS ADaM F— % & v Mid, BE L T 58~ Ot OIS
LA R EHOERE E VB END, EREST—4 VA FIZ
LARRORANEETHH I LIZEETHRETHD,

ADaM F— v FMIBWTSMIMF—4 > hERUEREHNTH
HBEEITIL, FOEROBYE, IESIIERE T L,
4.1.1.4 5%ty bO7 7 ANFERIZDNT



CDISC #ZHE|Z HEHL 1 7= SDTM, ADaM F—# - » RIiZ, SAS Institute 2%
AT AT —HEE T 7w N THD SAS XPORT 7 7 A NERIET +—
< b Version 530 (LLF ISAS XPORT FERY L9, ) T, 15—
Fo b1 77AN0ELTIRMHTAZE, 28, SAS VAT ALIZLD
VERCBEIZ 1L SAS CPORT Procedure (3fER L7aWZ &, HAFETOTEN
VEPOBEY EEZ SNAES (LIF THAEEE) Ly, ) 138
FNHT—FEy MIBWTHERRICT 7 4 R0 SAS XPORT L
L, 7—#Fy MEEBICHWO Ty P UIHFB LI E T
—HHA RIZEHHo &,

SDTM B UF ADaM &z w MZOWTHE, T—% v Mg 7740
ZidA— 452 &,

41.2 F—&ty FOBFERGEOMONEET 3G
41.2.1 ¥y FOERE

SDIM, ADaM F— 4 v MBI HEZZITENFN CDISC kit 5
Define-XML JERUC LV, WEDORARVAREBR AT A Vi~ b ~DOBHR
EEDIM RO 7 7 ANMCEEDHEET, IETEF -2y hEFE
CT7ANKICHEEGEAZ AN — R LUCRETA 2L, B2
EBE2OT7 7 AL Tdefine.xml] &35, EEBEONEL LTIL, 7
—F v b, B ERORVFLIE. RORHAES— FICBEY
HEBVDEEND, FEBEOHERIZEA-Va L 2EDD T L,

ARBEEOLDICHANWLNAPRFERCBW TR REN BRI R
EHET T — Ay P EOBEBROBENES THD I Lk, BERRT
—ZERVEAREESHBIIEDLSEDREBEETHS, Lo T,
ADaM F— &% v MrETAHEREIZIT, 4.1, L3R THENE, 20
OEBERFERROHE - HEOREORLCEOLABHRXBE RS
DI O OFFATIZHOWT, FITRER L 3SR T 2 F 7 — & & » R H
SNAEEZELDBEBRERTHEIEREA Y7 —# (Analysis Results
Metadata) BEFNDIEREE LY, BFTRERAFF—Hizk T
W, BEITZ OV TUTOEEREENHZ EXEF LU,

o BRREREEICRRINOBITHRE L T THRESERVERAL

o fEETONEE & EIEH S

e [HFHTHINRGA-FLZHE—F

o fETXIE LR LB

o fFHTHTF-HEw b

o FEFTRIB LA Lo ROBRELE

o FRITHEFEICBT OIS TARE, It 0 ST A4, THIED
HHEHE

o BRATFIBICRIET AT 2 7T O

R REA T OBRITHOWTILAEERBY CDISC 12 L 5
Analysis Results Metadata Specification for Define-XML 2&% b
TAHLEELTER, ERBCEOTHRET L2 EARELRESIZIT,
eCTD BN K O eCTD Bl MBEIZ L - TIED BAILTUWVA PDF (2 L 0 B R
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FTAHTENEETHD, BB, EBBCBOT, RHESSAARFCL
DIERERL T THELE RN,
4.1.2.2 HERAM X EGIHESE (Annotated CRF)

R & EHEES (BUF lAmnotated CRFY &9, ) &, CRF [
FToWEINAFT—FOLERE, F—FEy NIEENDIELRZ X
R CEBEERLELOTHS, CRF OEBICHIET 2EEE LT,
CDISC FEHE|Z ML L 1=F — & & v MIZ-DOWTiE SDIM OEHEEHW 5,
EIR OIS F IOV T, CDISC 2k 5 SDIM Metadata Submission
Guideline (SDTM-MSG) 2&E L7235,

CRF 12 X WINE SN o7 — 2 XA HEARRY SDIM F—# & v MO
ENTERHIRZZEREE LW, BHSWEWT—-FEBERDD
EA1213, Annotated CRF L TCIRHT — 4 &y MIEEHLTWRWE
BB RTRETLHE LI, EERARAVEEREZ T —F VA FICEE#R
THIE, EEL, F0BEEIHELMRLEDIZONWTIERERT HSLE
BN

Annotated CRF 7 7 A AL, AL, CTD AR O eCID HUif\ il
Ik TEDLRTHNS POF 2 L, 77 A VA lacrf.pdf] 75
&, FRIL LTSDIMF—4Ey hERUZ7AAFITHAT DO &

4,123 T—-#HA W

EAEEBOEEBICLAF—F by hORNE, HFEROEMEL R
THLELIC, HEFILLATF—F by MERIEH Lo TOT—F R
HEOF| BRI R S HME IZ BT A B A TRE L T 578, SDIM F— &
v FEO ADaM =2 v POFREFRIZONWT, T—# v FDE
HBEBIINMLTT—FHA FeERL. BAlL LTHET 2T —F 2y
FERUTZANFITRMLUTIRHTSZ L,

SDIM F—# & v MIETHF—Z A Fizidd i LU TOERE
BEbbrkld5,

o [EEEHBRL ., TRBRAEMHEEESS

o [FRERAAEREHEIICREE DHEA

o FWVWOIERE MHIFE, BERREOAA—Va Y

*  WERET — 5 O

o Fe FIEWRAOMWEHUEICIET A (N F—a VERICETD
FEA)

F7-. ADaM F— &y MCBET BT — 2 H A P T OEHE RS

EFNHIEBEE L,

o WKRBL., IRRFEHHEEESE

o fREFT A&y MIBE 2 ARG BT S
o WO EE, HEHE, BERTEOR—TVa
o HWEOF—FEy MILETLIHEEM

o F—FEy hOERICETLIEESR

o F—&Ey FOWH

i
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o T HEEA~DOENNEICET A (N F—v e VEERIETS
) .
SDIM, ADaM 7 —& & v FENFNOT —& HA FOMEFKIZH =Y, DISC
BREIZBOTET 4 H A FOBBIIRY +—~ v MIREE S TRV,
FHBIZFDLIRBRIONTIE, UTOEEBBICTHILNTED,
o SIMF—FEw MIBTET—FHA K
http://www. phusewiki. org/wiki/index. php7title=Study_Data Rev
iewer s_Guide
o ADaMF—HF v MBI BT —F YA K
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer s_Guide
A CEM. B CID BEL Y CID BB BOTED b TnNg
PDF TERL L. 77 A 4 FE SDIM, ADaM 2% U CENEH [study-
data-reviewers—guide. pdf | [analysis~data-reviewers-guide, pdf ]
ETAHBIEPEFE LY, B, T—F A FIEHEERETERLTLE
LEz I,
4.1.3 ERTIEEONA—T g L oNT
CDISC IEHEIZ UL L 77—y FRUVEBRESERTHIChm v
975, CDISC #E#E, #M AR, EEH2VLT, PDA ICBWTEITANRT
REZ2/N—T g X PMDA @ WEB 4 b (http://www. pmda. go. jp/) 2 BT D
L, BB, A—LaryDFANTEHL, PEENARRERICRRE TS
BHSER B2 AT 5,
FE—BERNTELRLINA—VarBERATLHIERELIZEZ RV, -
RRRBN T — L~V a VERWAZ L, R—EERBRNO—E
DRAALAAZDNTO A=V g D EBRLUEBEIZE, FH LAY
2 ROFOBBIZDONWTT — 2 HA FiCBWTHRATAZ &,
BEOWBERBROMEMTOT 2y MZoOVWTHL, EHERBROT
— Ay FBEI AT a VRERoTHWARETHhoThH, fEi—L7A
— A SIPEVERT A D b, RV a VI L TTBIR LY g
YOBIREE, BaidAA—arhoOBBRIIHIZV-EE LEAZI N
THL, T—2 04 Fizigfli+52 L,
4.1.4 BEBFROBECONT
BT, SEBHESEOT —Z BBNT 5720, 2L ORBIZONWTE
NZIEBERIEYE (Therapeutic Area Standards) 73, CDISCIZJ 04y
FEhTnD, BUIEENAR S TV SEBIZ OV TILE O EL ) H
THIENTEHM, FIALERBC SN TRF— 4y FOEBERD
F—AHA RIZE#BTAZ L,
4.1.5 HAEFET—ZOWRHPNTONT
HARBTT—ZINEI, DOFNEREFEIIER LZEAIC—TEOFER
DL ABENRLIEEIZ WL, BRETORENLEH-2HEY)
THY, RABTERLET—4 WUT TAAET—F) &5, ) &
a2 ERFRETHD, BARENEETNDAEENENSH L EHOM % BT
12



IR, TAUTIEA B O TR,

BARBEEN FAAL VICEENDIBEOHRET — L DT — 4y b~
ORIFIER ORI FRIZER S LTUTO LB 75, B, K3
a1

o BUFTBFAALY (F—FEy ) KonT, BAET—FEy b
BOUSEHFHO ASCII THESNTWAXF Yy hOLTHA SN
sy b (BT [#EgEF—Fy b E0n5, ) D2DO0
Ty FERERTLIL,

s AARET—-FEy MIBAKFEHBOREBAFEL L, TRIUSHIE
T —ay b ER—NEOEBFEDT—FETH L,

s HABEF—FEy EEEEF—-Fy MIBATEER LTSS
T AEBECEFOF—FEOBNEEE 2 FE—-DOFEEL L,
L oa— kg, voa— FOERL 2 0F —4ty bPETHE—ET5
T, B, FAty POEBRBBRERET Sy MCHTD
HODRBOIRT I,

o HEFET &Ly bhOBAEEBIELTIEMIL, EEOT
— B TRV & AYE & AR EEESCFE S ( TJAPANESE TEXT IN
SOURCE DATABASE} %) ¥ 2dZ&, 7—FEDOHRDIZD,
B AT — & 2 @R OEE GIERO Vv a— FIoad TR 4
ERHAHEE. BEFEF -2y MORICTH L a2— BT
WHRELFIIEHMTHZ &,

o I (O¥ErEFl ( [JAPANESE TEXT IN SOURCE DATABASE] %) X1
ARTIR-BLCR—ObDOEHN, F—F 0 FXE7F—F
CFOEEE (define. xnl) [THRTHZ &,

o HAARBEESDEMFRY=—FU A MECHRT A ERTICIREE R
VI EIEBMT AL, B, RECFINERAT O
&, FOEBLEHMNEHAICRITILENH LR LE, REILE
B ol B 7 EREBNCES RIS A B Y (B . TTAPANESE TEXT IN
SOURCE DATABASE 01 . T[JAPANESE TEXT IN SOURCE DATABASE
02] ) . TEOHRAKIELORSTTET — & A4 FEIRT L,

o WHFFT—Hty NEREOTAAFITEHDHIE, SDIMTF—4# &
v Mt 5 BAREF — &t v ME Tsdtm jj 72V FITED,
ADaM T — & ¥ v MIET 5 BAE T — &y ME Tadam_jl 72
NFCEDBIE, F—aty MARTT VAR 2HOOTF—4t
o FCRER—DOLDERNA I E,

o HAFEEHARSIROVRAAL VIZOWTIEHEREOT 4Ly FO
BEFEOD 7 ANFICED, BETAHT 2y PERELRNT
&,

7ok, EEIE LCHAEF—ZIZ oW T SDIM R OX ADaM & bz LFio
B FIETORETAZ L 958, BAET — ¥ 28 0HRRBROT —
B EEBHTAFENHDBEITIE, TOHBAEIC OV TERNC PMDA (T4
A A ENEE LYY,

13



41.6 In 75 A08HIZOWT
4.1.6.1 HTHT BT T A

CDISC fEME e L - E 7 — Y ICEET A 7 7T 0 & LTI,
4.1 L3 IR THEDME, BeEoTELBRROHE - HROREORIRIC
Eiio B EERRBR SR A B A T O OfETIC W T, ADaMF—# & v MERA T
17 G LRUHTR Y v 77 LORMERD B, £7'0F5 Lk, £hFh
FENT I ORBA B OIERR DIERSC, BT 7 V= ) XA L HHICH
b, &7 Lh DA OBESEICEBWTEDEEFTTD 2 L NIRRT
N L L TCTIRETAMER Y, £ BEDOY 7 b2 T7R03—Vg iz
[RIET D HDOTIHARC, 7u s T hadek, FTLERE (R L4
=g VVAT A, V7 2T ROFEDA—Da ) (ST AT
WTHE T~ A FIZBW TR 22 L, ~7uzfALi-7nrs
LEFERLTVAEES, v/ a7 n /50 TRET A2 EREE L
N, wruralT LAORHBERRES, £, T4ty b ss
LOVER E R SNRRICRFE L Tis Y e 7T AR RORESEE 25 S
0L, BT AT ) XADO AR ESORBTELE 220,

4.1.6.2 ST ADT 7 AN

41.6.1 TRTERY, Pl ILIEEDOY 7 Mo TR —Ug s
FRET DO TIIRNDS, 77 A NI Y 7 b0 = 7 HRMFE L= ik8E
FEEDDHT &, VERFNIRNT 7 A NVADEEILT 7 A AT 58
HaET—Z A NZEDB L,

4.1.7 1858, BERIEIMMBRS R R U EREEROMITICET S

CDISC B ¥ HEML U - RSB T — # &Iz oW T
51 FEARER, AR ISERERS O R OV SRER O 2B 5 (DISC

BRI REE T T — Y EOmMOPT 411 205 416 LEHETH D
2, BB E T ETEEUUTIORT,
4171 SIMF—FEw b

TENRE T A — &1L, TNEENESICET A ERTT & LT
ELIBNAT Linh, BYRET —X ERBLE PC RAAL DL, B
H SN 3EME /T A2 % PP FAL ZIRIL TRETAZE, IO R
AALEPP AL DT 21y FOBRIEZ, SDM IG iTH-3% RELREC #1F
B LU CEREAG 5 2 AR E LS, SDIM IG 1B W B S RE oig &
W72 A FETEAT A Z & TELE RN,

7. CDISC EHEC ML L B DISNOF—F ¥ w ba PC AL /& PP
FAAAACER L TRETAHEEE. FL—T I F 4 icBT25HE (PC
RAA L& PP RAL L OVERGEIE, EEEOBHREDPC FAA L PP R A
A VCEENAFROER) 252 A FETHEBI2Z L, 2B, bL
— VT 4 HRET BT, PC RAL U LEYBIRR AT A—2 5
B APERR,

4.1.7.2 AaMS—FEw b

I R OV P B L B 2 S B RE F ONIRA B RE /B R 7 S e

b7 ADaM FESCCRIET 25813, BMOMTENTET ADaM 74 v
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T L AR AR O THIUE, ThODF—FEVOEDOT—FE v b
WWE LSO THRAIZEH LTS LW,

SRR FEV Vs ADaM BRSO F —#2 & v b & AGRERFERHC ADaM FE=UZ
I TRET A8EE . OBV — 2y FORINITETH
A L. F—dty FEO NL—F Y T SORTNE LA 5 BT
HERER THAESIT, Y7 —F 2y MERHLEETHRRTHZ &0
TX 3,

4.2 E1HRER. FRKEKEMRBRLSOMEE CRREHEBEROMITICET 2 HHEE

FF—FETOWT
[BERIRBSEIR DB T 7 —# 3w — VRIS N R AR SR IR O P FE

BT R OT 05 KEOBARERREREIC DN T, BT ~xBEE L
TIRT,

4.2.1 EE R KBMER OB T — & Ry 7r—VBHAE] IO\ T
[BEpR IR D BT —# Ny r—VHBEE] 13, BEETFT 4%

Fe b T VAT AL VBT ABICR—F YA P ETATEND

R R SRER T - X RHINA OB S MDA BB T A &b, XEELT

|4 DL iZ"%T%é i, VAT LBERAFCET VAT

22 IR AT, 3.7 HITRLEEEY, TSV 7y A AEERHT S Z

ET I,

PMDA (=33 C TEERR KO B FF—# R v r—VHBAE] 2/ET
LI HBERBRIITEO LB TH D,

o Study ID (HRERA BT 5 ICFESN)

o T ANNRR (TrANEEEDR) , BB, TPV A AT LI
T A R A R BB TR RAL D, 77 A NRADATITLER
A%

o EW SN OREE (SIS (EHER R KWBIEMT) | PoP (RHEEH
fEAT) . PBPK (ZEBRZENYIEMNE R %Tw)ﬁioma(%wm)@
Bl BEEAVWCANT S, ) o 2B, SIS (ZIHEER R R EE
%ﬁ&ﬁ&@ﬁ&f%ﬁéﬂk%%%ﬁ@ﬁﬁ%ﬁ%%ﬁo

o Ty ANDNEOHE, £7 7 A NDOHBLMOT 7 A1 & OERE
NEEETEXDL L IICHMERSTA L, B, ANTELRRILF
i 100 LFTH D,

4.2,.2 HEEBTT—F ORENRBHAAICONT

FEYER 72 S B RRARAT . t%@%ﬁ&u&@%%ﬁ%ﬁxm%?w%ﬁ
DFNENIC OV T REFEL LI TICRT, 2B, i OREIC
5. F—Hw b SAS XPORT B CRHT ABICIE, 7 ﬁtxh%
L7 ANGBER—ETH L,

k. B 1R, %%%ﬂ%ﬁ%@ﬁ#&@%%%ﬁ@ﬁ@%ﬁ B
T ELBBEETFF—F DS L, (DISC BTN LT —FIZ 20T,
4. LTS T &,
4.2.2.1 FEYER IR R BhEBARAT

BN o B REREATI BT B R E T — Z 1oV T, ADaM PSS

T T—F v FERETAEE, T — ¥ty FROF -2t v ME

BEOHERITROLEBY TH D,

O ET—FEv b
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EWERESUIFNFNRT A —F DEBITB T — ¥ v R
SEENRE IR S35 A —F ORI BN W it 57—~
T b GERHRHEOEROLETToTESIERL) 23, 7
7’471/}?/5‘:1 Bl Z XL T ORRSBE 2 b,

. & SAS XPORT B (k. xapt)
e ASCII Format Data Files
¢ Phoenix Projects (% phxproj)
e  WinNonlin Files (% pmo, *.pwo)

@‘T—?tzbm%%

F—Fy FNEREICE, P ELEELARUER OB

sHaT L, %ﬁ4%£%ﬁ¢ﬁfé:&o&£\%ﬁ%

RPEEBECRREDHOIEEE. TOE LUV EIRY

HIETELIZRN,

o Ty AR, KA eCID BEIRT eCID BV vEBEIC L -

TEDOLITWAPIF ETAZEREE LU,

4.2.2.2 BEREN (EFARES VI 2 b~ arE S, )

HERITIZET 2 BFE T — F RIRHTAEES, 74ty b K

U7 &ty MNEBBOHMITRO LB TH S,

O fRFF—FEy k
BEARET N, BT T VEERERT HBICRICAVE, 42320
\ORTETFADT 0T T LT 7 A ARG Lo — 2 & v &1k

- S, 7 rANERI, BIARBTOERNE L LA,
*  SAS XPORT #2z0 (*. xpt)
¢ ASCII Format Data Files
C)?_ﬁty%E%%
4.2.2. 1% B+ 5
4.2.2.3 LB IEYIERE R %beﬁiﬁliﬁ‘ (EFNCEI VI ab—¥
a/%a@ )

FHIIE AR T T VEITIC BT A RBE T T A 2R 25 E.
%ﬁ?é??%w\Thﬁt/F&UVW&ﬁ/FE%%%W%ﬁmTﬁﬁ
LBV THS,

O BFIZHWEET A OBE, RELEZEYROEB AT A—F0
fE. BT FIECHEROBESNEDERIEINDI 7 74
77 ANEEGE, FEBEOERTELEZ R,

@ MHREF—4S52EDEERBROT 4 b
%m®/7%WxTT%ﬁT%5i5;?~&t/%%%ﬁXiMI
LTWAEEIZE, MUE%EF7 714/ (Simcvyp PE Data Files (xml
ﬁ)%)%%&?é EWEELY, B, HEOY 7 Fy T A
7~&t/%%Wﬁx&%xbrw&w%ﬁ®774wﬁﬁi TE
DI TELE L2,

@ F—2vy hERE
4.2.2.1Q%BRTAH I &,

4.2.3 a5 A2EOREHLBHARICOWT
4.2.3.1 [EYER 22 K EHRBRRYT
FEENRE L TSR ERE S D R A AT HARE T E IS HE U TR
TREFROFMITIROLBY THA,
16



s FEIET AT XL (HAE, BEERT A—F0EHTEE)
EETRREOT — 2 OIS, i Uizl 5380 E#R
BREDHLDOTHD, BB, BTty FBRICURERIEE
AHES (Phoenix Projects (k. phxaproj)® Text Output %) X
FOESFHRTAILTCELEZRY, i, BITHEESICNE

FHAESENIESIE. TALERETAZETELIARN,

o Ty ANAERIL, Eﬁwﬁﬁfﬁbﬁxﬁw

4.2.3.2 BEFER (EFAVRES TV Ial—variat, )
BERWEITICRET BB — 4 2 RUTIESITOVWT, Tu/ T A

Tr AN, EBEAEENSHDENE T ANVROT 0 S5 LFEEFED Y

T al—a BT A T ANOEERITRO LB THS,

O TarlsLT7y AN

EAEFNL, BT FNVELRWEO T ST L7 7 A VR
B35, 774 AR, FZIELTORANEZL NS,
o ASCIT Format Data Files

@ FEREENHAOSNET 74/ (NONMEM output %)

EAET L, BEEFNELROWBBITEOREREENLGHAT 7

ANEFRET S, 77 ANMERE, FEOERTELIARY,

@ vIiab—vavit@BTas7rAL

Iial—a BT ATrAAELT, Yial—ia T4

ERESEDEDOTUTTLT 7 AN, VY alb—ia VOERIZ

AWETal I A7 7y ANEBRRY I al—a UERERLERRD

VR T B 5 b7 7 A NVEERRET S, i, u /T ARNRETE

RESIE, TATY XA ARERRETS I, TurT

ADT 7 ANFERL, EROFRTELILR,

it\fmfﬁéimg%%&b\%@ﬁ%ﬁTﬁmkﬁDéféo

o ST LEETTALOOMEBFEELEHTASLOTHD,

o R EY, TURTIATFANERDT ST LAOHHEED
AL, MRS 2BBITERTHZ &, B, BHahk
P F G AEERTBICHTo T, RNAZDEES, B
BAEIT 5 BESRVIEAICIE. BRI v YT LFEEDR
HIZFRETH 5L,

HIEE 77— FE L D & DEEIZWT
b.1 HEETFT—F% L D OB

EHIE LT, RTCOHBEFT—FIL, eCID Ay 7 R—rhbBREND
T EREEITHES, LHALAENE, oCD BEK T eCTD B WBEMIZRTH
HEIZ LY eCTD 2 BHT AL, eCTD Ny 7 B KU eCID 7 4 V5 HEE
WHEETTF—XIBABB LI 7 AV EEDRVWI &, 2L, B1#H
OWNPEE G EET A HFEFF — Y ORHBOEEFWEE T LI
THIE,
5.2 B—F AV A P2 LD eCTD ZAFEORE

eCTD BT AL, B—F A A PO LERICHRYTE B RUSERE
WEANITL, &wmﬁﬁﬁ%ﬁ%ﬁé Lo HEREFEHOFEIILITOMEY T
H5,

" EF LT %

17



HFEX Sy
FrR s T L HEEDR]
EAR, BEOH
RIHTPER
5.3 W—F A FES LT eCTD O#FH
eCTD ORHNZH TV . WEEFIIHNERE R —F 101 b ETRE, 81
XIFANT D, HNBEROFIIMTOEY Th3, 728, £TOHEB IS
TIRHOZTIZR S, BREANEZRD A LD TRV,
e IER, BF ER, FF7 b, EIEOH)
el Ny b=
eCTD &5
TR HEEE R
R (=)
HEEX S
RS B O—ARH4L T
HE 3 5 B OBRFEA
7 A NAF o 7T AR
XML A 2 AH A (eCID /3w 72 iR—) DOF = v 7 AEEEE
EhEREREER
SCHTHE 2 T (8 eCTD AT X 35 O SE
£
FEAEBGE, BRI AD LI, #HTD D Oy 7 L0751
HER—E YA N ETREL, PIDAICEET D, R—F ¥ A F EDERK
B BB DWW T RS R
5.4 R—FNYA b LUTRHENE CID OFE
PMDA 1ZZ/E LT eCTD It LA NN R F o v VT BOARY F— g B EFT
L, TOFREEE L HIT CTD ZEFATOFME R L RIEFITEET S, CD
KT BN F—v g RAER, FAE LT PMDA @ WEB 1 k
(http://www. pmda. go. jp/) AT 2 oCTD BRIy — N Olev = o 7L
LhrBETHIL,
5.5 eCID T4 ¥ A 7N BEBTT—F OBEER
HEEE 77 — Y IHBECRMA T EEHO—#THDH Z bnh, HIEE
FF—F EEE (BN, BHEUIER) 753581, CIDEHWITT52 LR
WU TH D, eCTD L RBETT —F 2o 1T TRETZHE., 3.3 IKRTHEE
BF T — A RBINERAEETA L LT, YEEFEETT — & LT
% eCTD DIFENHEEL RS, PHEFT —# 28RHTAIZHEY ., UTO
RICHETDHZ &,
O eCTD MERHEFICIRHTHIRBET T —4
PVIEHRMICEET O REET 7T —F 2L, PMDANLHEETT 4
TIER ORI, MEHRBICEET S HEET T —F 2B IR
THZEEITERY, '
@ BElrHTsEEICRMTAREETFT —#
BT 2EZICHT2HFEFT —F i, BiED D Mk
FELBESET, BEORMERE LTHR-FAY A FEH L THRY
T5,
@ eCTD HETRFICHRIETO2MBE T — 4

18

2 L] (] L

@ L -] o L] L] & L] L o ]



o LHOTRHLEFBEBEFT—FDO I 5, PDA P eCTD WETRIZE
WALOE LTEDE DL, oCTD dETRICIERUTRE T 5,
s FEEOBEHEFF—F LOEHOHTRET D, DETORH#ESE
FBETCHEELEEEETFT 4 HERM T HMETR,
o HEETT - LUACHERET S CTD BEAEE LAV ESIE, 7
FIBIZ W TERNZ PMDA IR T A Z &,
o PMDA 25 HESET T — & FEHEE LTI BIC, BREERE S
CE BT AHEEF T — A RBMMEH T A I I TERN,
o EHWMEEMOKIIBHEEFT—Z 2 RHTIESEAEOFIRIRED,
5.6 HIFEFT— X RHBOEERE
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B 2

H AR & £ 45 FTREMEA & D A DO F

Domain | Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description {for General Classes) Core
\ Reason not done. Used in conjunction with --STAT
Fe3E -REASND Reason Not Done |Char | o "0 NOT DONE.
Relationship to An opinion as to whether the event may have been
e --RELNST Non-Study Char jdue fo a treatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name {Char |Name of the investigator for a site. Perm
The text of the comment. Text over 200 characters
CO COVAL Comment Char [can be added to additional columns COVALI-{Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char |this unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN".
SV SVUPDES Description qf ‘ Char Description of Wl}at happened to the subject during Perm
Unpianned Visit an unplanned visit.
Reported Name of . N L
M CMTRT Drug, Med, or Char Ve‘rbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported . {If CMTRT is modified to facilitate coding, then
M CMMODIFY Name Char CMMODIFY will contain the modified text, Perm
Denotes why a medication was taken or
CM CMINDC Indication Char {administered. Examples: " NAUSEA, |Perm
HYPERTENSION,
EX EXADJ Rezlison for Dose Char De'scrabes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT lgsgsotgﬁgeName of Char |Substance name. Examples: Cigarettes, Coffee.  {Req
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT _Substance..Use Char Substancgv use consum‘ptlon amount:s or a range of} Perm
Consumption Text consumption information collected in text form.
AE ABETERM Reported Term for Char {Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char |[study treatment. Usually reported as free text.|Perm
Example: “TREATMENT  UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some terms in DSTERM will match DSDECOD,
DS DSTERM the Disposition Char |but others, such as “Subject moved” will map toi{Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for . .
MH MHTERM the Medical Char Verbgi'lm or preprinted CRF term for the medical Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

Term

The DVTERM values will map to the controlled

terminology in  DVDECOD,

such  as

TREATMENT DEVIATION.




Domain  {Variable . . CDISC Notes {for domains)

Prefix Name Variable Label Type Description (for General Classes) Core
Text description of any abnormal findings. If the
examination was completed and there were no

Verbatim abnormal findings, the value should be NORMAL.
PE PEORRES Examination Char |If the examination was not performed on a|Exp
Finding particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.
Verbatim name of the question or group of]
Qs OSTEST QuestionName  |Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer

than 40 characters.

(% : SDTM Ver.1.2, SDTM 1G Ver3.1.2 LA

&, BRI —BENE)




Al 3

BAET — & BB

F1) BARBEOEMTZRAELEFRETTOETIRNT 556
AR FAA Y (FEHEFET—FEv )

. BABCF-XNLLETFA PRI OV TIZEIEXFY] ( [JAPANESE
HﬁﬂNMMME&ﬂMM%U%)%%%#%(MHRM%%H¢ ECIE)
Row |STUDYID.[DOMAIN TUSUBHDJAESEQ JAETERM: - TIAESTDTC JAEENDTC S IAEMODIEY. : {AEDECOD:.
N JAPANESE TEXT IN .
1 ABCI23 |AE 123101 I SOURCE DATABASE 2005-10-12  |2005-10-12 Headache
JAPANESE - TEXT INI2005-10- 2005-10- .
2 |[ABCIZ AR 123101 12 SOURCE DATABASE |13T13:05_ |13T19:00 Back pain
. JAPANESE TEXT IN Pulmonary

3 |ABCLZ3 AE 11013 SOURCE DATABASE |*005-10-21 embolism
Row [AEBODSYS : LSEV AESERIABACN ; B
1 {cont)[Nervous system dtsorders SEVERE N NOT APPLICABLB DEFINITELY NOT RELATED
2 {cont)| Musculoskeletal and connestive tissue disordersitMODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row [AROUL : JAESCONG JAESDISAR AESDTH_M AESHOSP [ATSLIFE: IAESMIE FAESTDYIARENDY. AEENRY
| (con) RECOVERED/ i B

RESOLVED

RECOVERELY
2 (con} pESOLVED ! !

RECOVERING
3 {cont) IRESOLVING Y Y g9 AFTER

AE FAAL Y (AREF—F v b)

- H %T?w?ﬁ%bk?#%%ﬁﬁﬁonm\BK %%@ii%%fé
Row [STUDYID IDOMAIN | USUBTID IAESEQ: [AETERM [AESTDTC: IATENDTIC [AEMODIEY. ALDECOD
1 ABCL23  [AB 123101 I il 2005-10-12 2005-10-12 Headache
. 2003-10- 2005-10- .

2 |ABCI2Z3 |AE 123101 |2 HE 371308 13T19:00 Back pain
3 JABCI2Z3 |AE 123101 13 MR 12005-10-21 Pulmonary embolism
Row _ IAEBODSYS: - G TARSEV 0 JAESER [AEACN - L shenan
1 (conD)iNervous system disorders SEVERE N NOT APPL]CABLL DEFINITELY NOT RELATE D
2 (cont)|Musculoskeletal and connective tissue disorders MODERATE (N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders ' MODERATE 1Y DOSE REDUCED PROBABLY NOT RELATED
Row  TAROUT . [ARSCONG|AESDISAD JAESDTH TARSHOSE JAESLITE:  IAESMIETARSTDY AEEND Y. [AEENRE:
1 (cont) RECOVERED/ 1 q

RESOLVED

RECOVERED/
2 (eont) R ESOLVED ! L

RECOVERING
3 {cont) IRESOLVING Y Y 9 AFTER

#12) FXOARBERERT D ZEPEEETH Y,

THLERDDHE
QS FAA Y (%iﬁ?’ff“w”}"’*&v ")

T D

HEEFHN B AR

Row |STUDYID: [DOMAIN:: [USUBJH) : QSSFQ'.{ T IOSTESTED: [QSTEST :
I |aBCi2z3 [Qs 123101 QSTEST] JAPANESE TEXT IN SOURCI: DATABASFOI
7 |ABCI23 Q8 123100 2 GSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 |ABCI23 QS 123101 3 QSTEST3 TAPANESE TEXT IN SOURCE DATABASE(3
QS FAA Y (HARE ﬁ?’*—/}'%z“/ M)

Row [STUDYID [DOMAIN .« [USUBJID 7 1OSSEQ - |QSTESTCD: |QSTEST e

1 ABC123 |08 123101 | (JSTEST! 55}1‘»7??[535'5%#:6?‘“:»9

7 |ABCI23 |08 123101 2 QSTEST2 &AL TCEET P

3 ABCIZ3 {08 123101 3 QSTEST3 FOA R LB ERTT NP




B 4
BE) 7Ty FNESER

Dataset: : XXXXX ( IXXXXX) 15—t b 4)

No.  Variable ® Description *?

: 1D Unigue subject identifier

2 STUDYID  Study number

3 TIME Time of the event relative to the first dosing of the study drug
4 AMT Amount of drug administered
5 DV Plasma concentration

Number of the compartinent where the parameter was measured
i = Dosing

2 = Parent drug

3 = Metabolite

6 CMT

Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement
I = Other {missing or invalid value, dosing event, start of urine sampling)

X XXXX

w1 EBATTET S L
M2 EBROTHERRT 52 &,



BIHE 5

(B%8) a7 LFEE

No.

Program file name

B

XXXXXX

Description *?

R 7727 OO Ver.®
FHBEM . - - - CHWE,
fE AR OB A
TNy R T ANEHATE T A A ETROFTHEET D,

NEXXX <- "/
. DT F T ANEEET DT AT ETROTTRET S,

OO "SRR
s FROFFETTu T T bERTT 5,

exportData(XXXXX)
FEELE T AT xxxx) WHAIERZ SV 7 7 A0 ( Ixxxx) ) X
LT, 2ab—tarfim. « « 7740 (ooxx) BETTH,
T RTy b7 F AN (xxxxx) B, ETHEELLZ AV (oxxx) 12
BFT D,
s FROFHLIo /7 o0ETEHBEL. BFELETV Ty P77 A
Ao xxxxx) RIS LEERTT S,

*xxxx <- importData(XXXXX)

XXXXXX

HEHYZ? T OO Ver.®
FEHER . - RV,
FERHEOHER

Wl IS LT A NARERE TS,
Mo a5 AOHE EHY 7 My, EREMN. EHBEOBEBRAE) EEHTI L.



