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INE LT7=F — & DIEIZ X - TiX, SDIM DOEEFED KA A IZEY L
ROBERH D, TOXIRBE, BEFICIBMADO ALY (B
FIHAZFLARAALY] LD, ) ZERTHZLPRBOLNTNDS
DT, F—BBEFEDORAL LICHEYS LN L BRHER Lz ET,
SDIM DEIEH A RITRENH AFZ B RAL VEER LT — & BT 5
Tle MAALFAAL VORIV ELRoEEBEE EHIZT—FT
A RIZERTHAZE, Flo, VRAEZALAFRAAL U~DT — X DKM E R
T BHEAICIL, FERNC PMDA MR T 5 2 & REE LUy, N
4.1.1.3 ADaMF—& & v b |

fEAT T — & & » b id CDISC AZHEIZIS 1T B ADaM (ZPEVW VB LIRIET 2,
FENTRHEEICEH SN TOMEMIZ OV T ADaMl T —# v M ERH
THLEITRWVD, AT 2 ZEMT, BIRENT (EEFME
BB T 5 BIRARNTCEE R BIR LM E B I+ 588 | Zafic
B4 2 XEMTCA EERICE T 2 EARNRMET, BEESH DI
B2 BEERRTFOEELRMNTH-DOMITE, A3t Zetko
FEARBRER O - AROREORILCED 2 BERBRHELSS
D DN OV TIE, ADaM F—F &y FERETA L, BETS
T—F%y FOFGHEITONTIL, FENT PMDA IZHRT 5 Z EEE
LW, ADaM F—& 't v b TideWnWF—&t v AWV CIERRBIERE
EOMITHEREPERINTWAEEICH, ERoFEDME, Bettox
BERERROAE - AROREDORILICED B MITIC oW TiE, %%
EROBHENTEER ADaM [CE S ERT —F 2y FERET &,
BB, ARHERCHBEENBEEEA~ORZE O DIZEE LT
[ZOWT, SBINTCHRT — 4% v 2 RHTHLEIZRD,

ADaM IZ1%, #¥BRE L~V O % & Te Analysis Data Subject Level

(ADSL) tWHF—F &y "RH Y, ADaM T—F &y FMERETHE
HBREIZOWTHTINERHELARTNIEZRS 2, 72, ADaM 7 —
ZYy NCX DB ERG LT 570, — BRI ADSL T—F v b
IEEND, RREMMFEEIC Bﬁénéifwkﬁﬁ%ﬁﬁ&&&
2% %, FAIE LTH ADal 5 —F &y MNIEHBHZ &, TIWHDE
CHoflE LT, XERIIMA T, R (RBRERHEEES) . E
fafigy (EExEE) . Hik, E. BT onzipE, MRl FE. B
ﬁ\%ﬁ%ﬂ%%?7?ﬁﬁwigﬁﬂfxi4VK%T%W%%%
BT BN H 5,
A%LM%@A%MT By M, BT B & O ORI
CTHEA REBOEBREZEVEDZ LD, BREST —F VA NI
LANBOHHANEBEETHDL I LICHEEBETHINETH S,
ADaM T —# & v B kaSMM7~&k/F&HL£ﬁ%mwTw
HBEITIE. TOEBORBE, NEZSITIREL T3 L,
4.1.1.4 7%y b7 7 A NVERIZONT



CDISC fE#E|Z #EHL L 7= SDTM, ADaM 5 —#& & » B, SAS Institute 2%
NHTHTFT —FEET +—~ v T D SAS XPORT 7 7 A NVERIE T 4 —
< b Version 5%z (AT [SAS XPORT By &\ 9, ) T, 15—
Yy hE1774VELTRETDHIE, R, SAS VAT ALIZLD
YERREFIZ T SAS CPORT Procedure i3 L7722 &, HAFE TOREMN
HENOBEEIEEZONDEH (UUT TEAREEE] &), ) 8
EFNE7T—FEy MZBWTHLRERRICT 7 A AL SAS XPORT R &
L., =%ty MEREBRICAHWONEXFE Y v N XEH BT ET
— A HA RIZE&»B L,

SDTM B ADaM F—Z & v MZOWTiL, F—F By ML 77 AL
ZIER—ETB L,

4.1.2 Tty FOEREBROCEDOMOMNET SE
4.1.2.1 F—FEy bOEHRE

SDTM, ADaM 7 —# > NMIBET A EREFZENEI CDISC IZBIT D
Define-XML FoRUZ LV, WEDORITNHEERMRAF A NV — b~DBR
EELMLBROT7 7 A MCE LD BT, SET67—%Ey e
CT7ANVFICLFBAZA N — eI L TRETAZ &, EF
EDT 74 N4IT Tdefine. xml] &5, EBEONEE LTIX, T
—&ty b, B EHOBRVEHIE. KOHEHAEC2— FIZET
DEBEDEEND, HEZEDOBRIZIINN—TarEEDDHTE,

ARBEOTDICAVLN S BEEEHIB W TR S DT R
LT —H 2y FEOBBROBEBRIES THDHZ LIk, BRRART
— AW AREELHBICEDLIEDICEETHS, £oT,
ADaM 7 — % & v MIBET 5 EHREITIE, 4.1. L3R TERME, etk
OEXEERFERKROHE - BEOBREORILICE L 5 BRRRER LS
B2 O DN DONT, IR LG T 2T — 4 &y FOFI A
SNHIEHELEL OBRE R THRITEREA Z5 —4 (Analysis Results
Metadata) BEENAZLENEF LY, BHEREAZ T —XIZBWT
i, FETICOVWTLUTOEENREENDZ ENEE LY, |
o IRBIMFEREE LR RINIENEREZ R TREEFER VRS
o FETONE & EfEHH
o FHTHNRNTA—HLLa—F
o FENTXIER & IR BEE
e [EHTBT—HEv b
o fEMTRIZE LB L a— FORREYE
o fENTEHEEIZRBI ARIGT AR, BT 0 ST L4, BITFED

LR :

o FENTHFIBICHIGT BHTA T 0 7T LD

R R AT —FOERICOWTIIFEERIRY CDISC 12 L5
Analysis Results Metadata Specification for Define-XML &% L
THZELETAHN, EEBCED TERHT S Z ERREERG ST,
eCTD J®EN K OF eCTD B\ NBENT & o TED HIL T3 PDF 1T & 0 Bt H
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THZERAETHD, BB, EBEICHB VT, BIHSNAEASECL
DHEREN TV THELIE XA, ' ,

4.1.2.2 ﬁ%ﬁ%ﬁﬁ%#&%é (Annotated CRF)

BERA X EFHEE (LT lAnnotated CRF] &9, ) X, CRF iZ
IOVNEINET— &@%EB& Fe gy MoEEND TR
JSSETCERERLIELDOTH D, CRF OEEICKIGT 288 L LT,
CDISC KEXEIZHEML L T-T —F & v M OWTIE SDIM DEHE AV 5,
EROFEE FIEIC OV T, WBCLI55MMM%wmaS®m$mn
Guideline (SDIM-MSG) 23&& L7253,

. CRF I X W INE SN =7 —Z IXFTRERBR Y SDIM 7 — & & v MK
SNTHREHENAZENEETLWVWA, BHERZWT—FEHERD S
BAE12I%, Annotated CRF ETIFHHT—# &y MZEENTWVWARWVWE
BoahdRRETHLLEBIC, BENRVEBREZT —F VA NICE#
F5z L, L, TOBEHENH Bz’mﬂ)@ WIZOWTIERE T OLE
ESs4AN .

Annotated CRF 7 7 A AJBRUE. KA eCID BAR TR CTD Btk i
L > TEDLNTWS PDF & L, 77 A NVAN Tacrf.pdf] &35
&, Ewkbfmm7~5ﬁ/%kﬂb7f»5k%%?5 &
41.2.3 F—EHALF

%ﬁ%ﬁﬁ@%ﬁéﬁiéf~&ty%®m§\%@@@%%%ﬁ
FTARLLELIC, HBEILAT ¥ty MERICHTm o CDF —F1E

 EOF R OEEIC BT B TR & T 5720, SDIM 7 —4
Yy FRO ADaM F—F kv bOENENIZONWT, T—F &y FOE
%%mmzf?~aﬁ4k%¢ﬁb\%%abrﬁm¢5$waty
MNERUTZANFIHEHLTRETSHZ &,

SDIM ¥ —# & v MZBET57 — 5'774 Riz ;tfl‘ir< &%HTODEEE
EEDDHZ LT B,

o RRRBRA., BREMHEZEESS

o EERRBREEICHET S B
o Ao 7-iB¥E HHIAGE, BEROCEONN—Va v
© BBET—ZOBH
o T HIEMRAOWEPEICET I NV T a VIERICET S

FHER) ~

E7-, ADaM F—Z ¥y MIBET BT —F HA FIZIEUTOEENE
FENDTENEE LY,

o [ERRBAL . IFREMHEEESE
o BT — Sy MBS S R ARERBREEICBE I S B
e AUVDNTIERE, RHEIARE, BEERVEONN—T g &

o BEOTF—FEy MIEETIEES

o FT—HEy FOERICETIEER

« T—ty hOBHH
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o T FIERA~OEIMEICBETAHA NV T —Ta VERICETS
FEA)

SDIM, ADaM 5 —# ¥ v NENENDT —F A FOVERRIZSH =D, (DISC
BEZRWTIRT—F A FORMERRT +—~ v MIRgE S TR0,
%@E ZEHHAFITOUVTIL, UTwﬁﬂ%%%=?5 ENTE D,

o SDIMT—%ty MZBETAET—FHAR:
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer s_Guide

e ADaMT—% & v H_EQT%ST—&?J/( K

http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide
A CEIX, FHL eCID TEIK O CID BBV TED b T 5
PDF TYERR L. 7 7 A /V41% SDTM, ADaM {23/ L CENEH Tstudy-
data-reviewers—guide. pdf | ranalysis data-reviewers—guide. pdf |
ETDBIEREELY, BB, T—FHA FIZEARBTERLTHE
Lz,
4.1.3 ERTOEED N N—T g TONT
CDISC 1ZYE|IZHEIL L 727 —F &y NROEREBLER T DICHTVER
4%, CDISC HE¥E, WM, MEZICoOWT, PIDA KBV TRIT AT
BE72/8—0 3 4% PMDA @ WEB B4 & (http://www. pnda. go. jp/) ZBETH
:ko B, N—Ta ‘/@‘S‘Z”lhﬁf@i; HEEE BARRBPEEFICEH TS
RHER B2 EBIHMT 5,
F—RFENTREREZNN—Va VB ERATLZ LEELIARVDE, F—
BARBBRA TN — Lo A—Yar A5 L, A—BRRBEBRNO—H
D RAA NZONTHDONN—V a3 U ESRLUEREIE, ERALEAA—Y
g VEOFOERBIZOWTT—ZHA FIZBWTHATHZ &,
BEOBERRBROBKEMBITOT — %y M OWTIE, FBERRBROT
—HEy PRI N—Ta UBREROTVEHETHoTH, — LA
— Vg VIZPEWVMERT A L, N—Va B LU CBIR L A—T s
VOBRFER, BRRDHZNA—Ta UPoOEBRICHI Y EE LILRFITOWD
TIE, T—F 04 FIZRE#+52 &,
4.1.4 BRBFERDOBEIEONT
BE, RFEBEBSEOT — 22BN T 5720, £ ORBIZONTE
NEIVEBEIRIZE®E (Therapeutic Area Standards) 743, CDISCIZ X DA
BRESh T 5, BEICBERAR SN TV SRBIZOWTITE DEEZFA
THIENTEHN, FIF LTJE@ IOWNWTEHT—4%Ey FOERERD
T—EHA RICRRETHZ &,
4.1.5 HAFET—F OB FNTONT
AARECT—ZINE S, HOTNEEBIIER L HEIc—EDEHR
BN ERBNRH DEEIC OV TIE, BARETORRSLE)DOHY]
THY, BRFECERHLEZT—F LT BRET—F) L), ) &k
HT2ZENFRETH D, BAEIE TN D RN H 2 EHOF % HIHK
12



2IRTAS, THITHRD b O TR, |

AATEE S KA A VB ENEHEOBABET —F OF 5 £y b~
DRAFER CRETEILEE & LTUTOLBY L5, 2, B3
BT

BT L ALY (F—Fty k) o0 T, AREF—F &y b
FOEHFED ASCII THRESNTWVWAEXFEY v hOALTHER I
fer—#ty b (UTF [#EFT—FEy F LI, ) D220

Py NRERT BT L,

BAET —F &y MIBAFEEEODAZHAE L L, ThLSMNIE
BEF—FEy hER—RNEOERFEDT—FLTHI L,
BARET —FEy hEEBFT—F Yy MIAARGEEE & 2K
ST AEBFELFEHOTF — A EDEBENEREESLLFA—DEEL L,
va— K, va— FolEFEL 2207 —&F &y  NETR—&T 5%
Tl B, T—FEy NOEBBEZFIERFET Sy MIHT D
HDOD—HDIHAT LU,

BHFT— 2y MO RREERE IS T AEMCE. EROT
— BRI LS S B EESCES] ( [TJAPANESE TEXT IN
SOURCE DATABASE] %) %Z#&MiT 52 &, T—FROHIRDI-D,
HAET — & 2 BBOBEEUIEHEO L a— RZH5T THRNT 544
ERHBBHE. BEFF—Fy hHOMETH L a— Rz T
WL R SCTFHNEEMNT 5 &, ,
Z O#FEEFEF] ( [JAPANESE TEXT IN SOURCE DATABASE| %) 131
RBRTII—EBLTR—DbDEZHAN, T—FHA FXETF—4 &y

- roEZEE (define. xml) ITHRTHZ &,

AAELZSLEMRSa— FU 2 MG 2 &ML 3
RUIEEBLFFNEBMT D2 &, 0B, EKEXFFIEENT 5%
B, FOREBLFFNEHEICRRT 2 LERH D261, REICE
BEOT D EEHNCE %G 2 Y (B 0 [TJAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TORKEL OIS TET —Z A FEITRT L, |
BEFT— Sy NEFIED 7 ANZILEDDHZ L, SDIMT—4F
v MIRIGET 2 BARET — &y M Tsdtm_j] 74V FITED,
ADaM 7 — & & v MIKIET 5 BARET — &y M lTadam_jI 7%
NECEDDHZ L, T—FEy MAERORT VAT 20T — 5%
v FCR—DbDEAND L,

AATBEEZEE20 AL VICOWTHERFEDOT — & &y hO

BHEFED 7 ANFILED, BEETDHT—XEy FEREHLZNE

Eo

73:35\ JREIE LT Eﬁ%%“&({:’)b\‘(&j SDTM KON ADaM & H iz FEED
BB ETORETA L LT3, BAES —¥ 2S5 lERRBOT —
5%%&#5%%Z)§§)5%6\Q:&i‘ %@%ﬁ@%@:ob\fgjﬁﬁc: PMDA G:*ﬁ
BT D EREE LY,
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4.1.6 a5 AOERHIZHOVT
4.1.6.1 #HTH S0 s/ T A .

CDISC fZME|IZYEIL L /- BT — X I ET 5 7/ 7 4L LTI,
4.1 L3 \RTHEDME, BEMEOFELFKEROHE - HEOREDIRAUC
B4 2 B RERBRAE R A 15 5 T2 D ORI DT, AT — & &y MERRAY
07 I A ROTA T 0 7T LAORBERD D, &0 77 ML, EENR
SR DN ERR OIBREDHERR, T T /LT Y X AOHERRS TR BRI TH
V. %FTLS PDA DERFECBWTEDEERITT D Z LB AREARFEARD
NAR L U TRETAXE IV, £, HEDY 7 My =T~V a T
IRET D HDOTIIRWN, 7ur T bEER. FATUERE BER LA
L—ya VU VART A, VT MU T ROFEONR—T g ) BT A ERIC
WTHETT—# A RicBW TR 52 L, ~7uzflfALiervrs s
AEFALTODEE, w7 a7ulSab6CiRET 22 EREE L
B, wrZurulT AORHPKREREE, i, T—F &y M urs 7
LOVERE (6% /MBI R L TR Y 7’1 /T A BERORHBRE M 5E
20X, BT VT ) XA BAAREEORH TE LI RV,
4.1.6.2 T L0D7 7 A N

4.1.6.1 GRTERBY, 7ulT AMIFEDY T Fy= TRV a U
FRET D b D TIIRVD, 77 A NVEITIBTY 7 b7 = T HBMI5 Uik
FEEDDH L, WEFNLRNT 7 ANVEDERNLT 7 A VERICET 55
BHET—2 A RIZEDBT L,

4.1.7 FI1HERER, BEEKERRE ORER CRREBEFEROMTICET S
CDISC EHEIZHENL U 7= REEE T — F HITOW\ T
%1 FERER, ERREERERE O E R O REEE I OAETIZ RS 5 (DISC
EUEICHERL U7 R — Y SOOI 4 1.1 5 4.1.6 LFEERTHS
B, BB T _REEELUTIORT, |
4.1.7.1 SOMFT—&FE&w b

HWENRE T A —F X, FREBESERNCET 288 ERTT—#& LT
EHRDBNDT LM, HEBET —Z B L PC RAL ATE, &
H SN ZENRE/NT A —F % PP RAA ML CIRET 52 &, PC K
ALV EPP RAL DT —F &y FOBRIL, SDIM I (ZH-DX RELREC &1
LT 2 Z LA E LWAS, SDIM IG (ZEDSW B S E#E 8%
\ZIXT— & A FETHATAZ L TELX LU,

728, (DISC AEHEZYEIL L7 TR DF— & v b & PC RAA & PP
RAL BB U TRET 25/, F—V VT 1 1ZBT2FHE (PC
RAA L EPP RAL L OIERTFIR, BHEOBREDPC AL /& PP R XA
A VCEENDEROER) &7 —FZHA RETHRBETHZ &, B, b
—J YT 4 ZRHTEET, PC RAL UDLEYERE T A—F &
BT 3 BEIRUY, |
4.1.7.2 ADaM7T—FEy b ,

i R QYRR RE 4 2 Y ENRE & ORI BhRE/ 3 T — F & >
k% ADaM o CIRHT 2541, IBMOMTENRET ADaM 7 —4% > k
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Wk AR BB 2D THIUL., ZhbDF—FE2 e DDFT—FE Y b
WCEEDTHEILIZRELTH LU, |
FEFTRR BV V2 ADaM TER IS DT — & & b & 7KGR R FEIRAC ADaMl FEEUT
T TIRET2EE, EROBTICAWET—4 Y FORHITRETH
b, 2L, F—&Ey FED FL—3 Y T TN E AT 5 ET
ERRERTHHBERIL. YT —F by FERH LU ETHATAZ &2°

T&E 5,

4.2 HI1ERER, ERRKEMBREORE &K CEREEGEROMITICET 5 HiEE
\ FT—FHITONT

[EE RIS DB FT — & /3y r—VHiHAE] W ONCERRIEEEIRO
BT — 2 RO 0T NEQBERR RN OWT, LT ~&FHE L
TORTS : '

4.2.1 (R REEROE T — & Ny r—VBHA#E] [TonT )
[EEREREEROETFT — & Ny r—UHAE] X, BEET7T 4%

P T2 VAT ML VEHTIEICAR—Z AT A4 N ETAHESND

Be R B T — A RHAADESH D PMDA IMERTHZ &b, XELLT

BHETAIZLERETHD, 7B, VAT LAEERERIETF 77 MV E

ZORETABICIE, 3.7 HIIRLEEERY, SV 77 A VERET S

LT,

PMDA | kmfF%%%ﬁﬁﬁ@%%7~&hzbwv£%%1%WWT
HEIZHERERIITRROLEBY TH D,

e Study ID (HHBRZEHIT 5LFF)

o Ty ANNRR (TrANRBEEL) , BRB, F— R Uz VAT AT
77 A N2 BERNCHE R AT, T 7 A NS ADATNILER
A

o EWESNMRITORE (STS (EHsEpyehesyr) . pop (M
SEHT) . PBPK (AEPEZEHYIERY)E R %TW)Xiomw(%wm)w
B % Mv%mmfﬂﬁfé ) o 723, STS ITITIBUEH IR Y ENTE
BT & [ 0D J5 1k CHREAT S T~ SR Bh B/ 3 7 AT & B e,

© T ANONBEOURA. £T7 7 A NVORBLMOT 7 AV & ORISR
NEETEDLDICHMERTHRTH L, B, ANTEERKRIXF
1 100 XFETH B,

4.2.2 HEETT—F OREHRBHARIIOWT

TEUER 72 I B REARAT. FHEE AR I OVE B 2RO SR 70 B 7 VIR
DFNFIIZOWTHEHL T REFE L U TICRT, 28, MrofEIC Xk
H¥. FT—&%Fy b& SAS XPORT B CIRET HBICIE, T—F > b4
ETTANAEFR—ETH L,

B, E AR, R EERBRS O RRE K ORI EE ﬁ@%ﬁ
TAHHEBFFT—FZDH L., CDISC EHEICHEHL L 725 — & T Ob\‘f&i
4. 1.7TIZHESI T &
4.2.2.1 Pﬁﬂﬁ&%%%@ﬁ%ﬁ

TEYER) 72 SR RERATIZ BE 52 RRRRE -7 — F IS DT, ADaM LIRS

THIMTT — 4y FERHT 56, 7 —F 8y NROT—F Y ME

FEOFHMIITRO LB TH D,

O fEhryr—4Ey b
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0
BRI 1T A —F ORI T — 4 &y PR
BB XTI S)F /T A —F OFEH IR W= f#trr — &
Ty b ERMEHBORHOLEIToTHAERS) 2®RHT D, 7
7 ANVERIT, BIZIELTORRNRE 2 bihb,

. e SAS XPORT F&3X. (*. xpt)
e ASCII Format Data Files
e Phoenix Projects (k. phxproj)
*  WinNonlin Files (k pmo. *.pwo)

@'7~5?/Fm%i

T—&ty NEEEILIE., PR ELVEHLKROEROHA L

EDBHLEL, %%4%5%&@&?6130&%\%ﬁ%

RBEEZCRIELHIBEIE. TOELHE—VeWHRT

HTETELEZR,

o Ty ANERIL, EHI, eCID &K N eCTD Edf\ VE@ENIZ

TEDDBNTWAHPIF £ 952 ENEELL,

4222&%@%%(%kagd</\nv~/a/%an )
RHEMfATIC B 2 FEEETT — ¥ 2R T 255, mﬁ7~&t/F&
T —4#Ey NERZEOFMIITRO LY ThHAD,
O T —2Ey b
BEAETN, BRET NVEEERT BRI, 4.2.3.2 ©
WORTETADOT T T AT 7 A WG LTt T — 2 & v F 21
- W3, 7 AR, BIZIEL T ORRNRE 2 b,
e SAS XPORT 2 (k. xpt)
¢  ASCIT Format Data Files
@ F—&ty NERE
4,.2.2. 1% B4+ A L,
4.2.2.3 EHZNEYEERET NER (ETNMCEIKVIalb—Y
avikate, )

FHERYE E R T T VIEITICEET 5 EE“%%%T‘—/)”' BIRHT 56
i%u”ﬁ‘% TrAN, T—FEy hNEROT—4ty NEBEZEOFMIITED
LBV THD,

O BIICANWEETAOEE, RELZEYROCEHE AT A —Z D
&, FEITFIERE R DORES ﬁ%wﬁﬁ#ain5774w
7 7 AN, EROWKTELIZ AR,
© MmMPERET —2Z2S0BRERRBROT—F &y b
REDY 7 vy =7 THITCEE L2174ty MBI
L TCWAEEIZIE, YBEF 7 74 /v (Simeyp PE Data Files (ml 7
R) %) ZRETIIENEELY, B, BEOY 7 by =THIZ
T Ey FERERSUIMI L TORWEED T 7 A AERIL. £
DR TELX LRV,
® F—Fty hEHE
4.2.2.10%8BT5Z L,
4.2.3 ml 7 rEOEREHRBHAFICONWT
4.2.3.1 EEERREDERBENT
BRI BIRR/F ST B AT AR E ST T AUCE U CiR
FTAREFROFFMITROLBY TH D,
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o MEITTNTY XA (B, BYHRENT A —F ODBEHFESE) ©
EETRARMOT —F OB WE, Eifi U727 2 5MIER
2EDLOTHD, RB, By —4kEy FERICUZFERIEE
WAE4S (Phoenix Projects (k. phxproj)® Text Output %) &
FOEEHRTHI L TELX IR, 7z, EATHEBEESICY
BEHAEENIERIT. TNOLERHETAZETELI AR,

o T ANERIE, FEEOEXNTELE IR,

4.2.3.2 BEFET (EFTACESLVIab—varvEEl, )
BHERWRITICEET 2 BT T — & 2T 255812V T Fas5 h

TrAN, TERABENHASHE T 7AAVROT 0 S T AFIEEEDY

a2l —varitBTA 7y A NVDOEMITI TN LB ThH D,

O FurlIrTrAN
EAET L, BET VSRR ENEO T 0 S LT 7 A Ntk
43, 774 AERIT, %xﬁ%?@%ﬁ#%z%ﬂé
e ASCII Format Data Files

C>5%&#%#mﬁéht774w(mwm0mmH@

EARET L, %W%ng%ﬁwt%ﬁﬁwﬁ%ﬁaihémﬁ77
 ANERHETS, 7 AVERIE, RO TELI AR,

® vIal—iarikETsdrzrAn ’
VIal—a il TAT7 A NELT, YIal—=va T —#
ERESEDZEOOTaTTET AN, VI alb—a CDOEMIC
B\ a 5577 ANVKROV I alb—va VERERLERED
VERR 70 7T 57 7 A VEFRIHT D, 2B, 7077 APEHTE
ROEFAIE, TATY AR EHEERRITS L, SusT
LDT7 7 ANERIT, RO TE LR,
 F e, a7 AFIEELRHL, £OFEMIITREOLEY LD,
o TulTrEFETTAHLOOHMFIEEZTEHTLHHLOTHD,

o Bl b, TulIFETrANEROT ST LOHRAEZED
5:&&L\Wﬁ5%§% BT DL, B, BHEShE
T s T AEERTBIChEo T, NRALDEES, KRN
HA2IT O LERRWBAICE., BERMICT a7 AFIEEDR
HIZRETH D,

HEEFT —F% L CID & DEMRIZOVWT

5.1 HIFEETT—F% L D DR (

BHIE LT, 2@TOBBEEFT XX, eCDAAy 7R —rnbBRIND
ZLeNEEIThHB, LLRNG, eCTD BEAK T CTD BHR\ VEBEINIRTH
EIWZ LD eCTD BT A AL, eCTD Ny 7 R —U KR eCID 7 # NV F &G
CHEBTT —HIRDBERULIT 7 A NVEEDRNI L, 22, H1H
OFMAER—BICBHET 2 HHEET 7T~/ ORHOFEEREE T L IEHR
THIE, v
5.2 W—ZNYA MZ XD eCID ZTE B DOHE
- oCTD Z T BB, R—F YA FLERICRETE A RONERE
WEAST L, eCIDZMNEFEZEETSHZ L, NERFEROFIILLTOEY T
H5D,
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RFEXS

BT HEOR

EAR, BEDH

RHFEHR

5.3 R—F VYA b &I Lz eCTD DIH

eCID DIHITH T2V, BHFEFIIMMEREZ R —F ¥ A b ETHRER, BIR
XIIASTT B, (FIMEROFNILLTOEY TH D, BB, ETOHEBIZOV
THREDOT-ONCE G, BIRXUIATTEZRD DL DO TR,

o IEAR, BZF ER, FT7h, ZEH2ZOH

il Ay e

- eCID A E =

RSG5

& (=2—F)

HEER S :

HIEE L B O— R4 TR

H3E 5L B OIRTE4

A NAF = 7 BT AR

XML A v AZ A (eCID /Ny 7 R—2) DOF = v 7 LEEEIE

BN EMERRE

FEEH M HE T O oCTD BAIFE L E DRSS
o fEE

EEEERGE, BIRUIASN LIZE, BETS D Oy P~V 7 30

BhER—2AYA N ETEEEL, PDAICEET S, R—F LY 1 F EDEKE

B2 BEIC DWW TIEBIR RS,

5.4 W—H YA FEISUTERBENZ CID DZAE

PMDA {332{E L7z eCID ICH LU A NATF = v 7 RUNY F— g &2 ET

L. ZTORRL L HIT CTD ZEAT ORI RZ PIEEITERT 5, oCTD

CRHT BN F— g RN EE, JKAE LT PMDA @ WEB A L

(http://www. pmda. go. jp/) IZ/ABAT 5 eCID #RFEY — NV DOEEv=o2T /L

LEBEICTHIL,

5.5 eCID 54 794 7N & HEBTT—F OBIR
HEETFT — X IIHBFBILRMTREERO—HTHDZ 20, HEE

FF—HEEE (B, BHRUIEIER) 75561k, CIDEWETTHZ &0

BWEITH D, eCTD L HBEFT —F 2L CRIHT 255, 3.3 IR THEE

BT — A RHMIMEREEET A LT, YEFBEETT —F LHEET

% eCID OIBENTREL 2D, BEETT —F2RHTHICHTZY. LLTOD

RICHETHZ &,

@ eCID HIEIRHIFICIRHT 2HFEETT — 4
PIEHRHICBEE T 2 BT T — ¥ 2 L, PMDA 03O HFEEF T — 4
ZHEEK TR, MIEREICEE T ZHREET T — ¥ 2 BIRH
TBHZEETERY,

@ B T3EEICHRMNTIHEETT —%
REITHTHEZICHRMNTIHBETT — XL, FED oCTD & HER
ZELEEISET, FEOHRMERE LTR—ZLF A FNE LTRHE
T 5,

® eCTD WETFRHCIRH T2 HEETT — 4
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6 Zfh

. ﬁ@f%&bt$%§%?W5®55JMmﬁeﬂD&ﬂﬁK@
WHELDE LTERDELDIL, eCTD ETRHCERICIRE T 5,
s HRHOHBEETT ¥ LOEHOHZERNT D, LIRTORHES
EETRHELEBEEEYRT ¥ 2 HERET 2 LEIZR,
o HEBEBFTF—FUSMTIEHT B eCID BEAEE L2V RATL, ’H
FHEIZ OV TERTIC PMDA ICHEER T 5 2 &,
e PMDA NOHBETT — ¥ ZEER LTI KRIC, YRRHERES
CEETAHBESFT —FEBMEEHT AT LT TE RN,
s EXLESRICHBEFSF—FERHETIESIIAEOFIEINED
5.6 HEETT —FRHFOEERH
CTD X i eCTD RETRRICHFEBE 7 — 4 2HIT 2B A1, THERKL DK
WEBEDOEBRILOBERICOWVWT] (B 22 £ 12 B 27 BT ERERE
1227001 BAHSZATEOE NER GERESRGSMEEEREMN) RO 6 1R
TEEREIC, YUHHBEBEFT— X ICOWTERTIZ L, Znk X #BHT
BETDT 7 A NEEERBICFIET 2 HET R, FRRICEET IHFEES
T —ROFESERICE T I, 7L, [EBHEEEOBTT—
SRINCET 2 EBHERICOWVWT) (B 2T 4 A 27 BN T RRFEESR
0427 % 1 BEEYBEEEELHHFETHBEEEM OO 2. (2) T
RT =T 2 VAT L ERWTHET L CID 28 HT 2581, £D4%
EXR0,

HEEBETT — X DRHEZRODARABHED O L, ARBERMAERP LT
L CID CThd I LERDTVARNEDIZOWNT, Yk B O&ZHBRM
BEE S CRETAHEICEVETFNICRETAZENTEX S, ZOHED
AR HERTER OEE R BT OV TEBIRT T,
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HlME 1

AW A FCHWSHBEOKS

- BF T AN (R—FNERALTRHETIETDT 7 A V)

FAGRHEROETFT—4¥ (= $%%%T~&)(&:%ﬁ%@ﬂfﬁfﬁ%?—&I&ﬁﬁ)
HEER BT — ¥ ‘
| F [ERRBRT — % 05 bEAIEERORFET T — ¥ Thnb o, ]
| | |CDISC ##L5—% (=CDISCIZH#ERL7=5 %)
| I | =ty r RHF—2EYH)
| I | | FESDIMT—%kv b (=SDIMIZLBT—FEY )
| | | | Y5 —%Ev b (=ADaMF—% %ty F=ADaMIZLBF—%t v )
| | | LYE&77A1 (=define.xml)
I N o e
I 1 | F—%%sh
| 1 | LEsmrvran
| | Yrursazran
[ HEsrE 7 a 75 A
I Ly —s ¥y MERAIZ v 7T A
| L [BBREBEROBHFEEFT —F] (EREN K BhRARNT 23 FHE S W - KR
| B, PR, AEEOEDEERTT VT SCET 5HEETT —4)
| F-CDISC ##lL.5"— % (=CDISC {2 ¥k L7257 —4#)
| | FF—%ty b+ (=8RHF—FEv b)
| | | FSDIMF—%%tv b (=SDIMIZLBT—%Ev )
| | | Y#irsF—Fty b (SADaM 5T —F kv b=ADaMIZ L 557 —F & v )
| | LEHRZ7 7414 (=definexml)
| FCDISC Z#ELS OBRDT — 4 (=ADaM LU DX TET 7 —F & v b &1R
I | BT 28407 —%)
| | =%ty b (=RHT—FE> H)
[ | | HEFF—2ty b (=ADaM USNDOERDT —& v 1)
I | | Y#trr—2ty b TRWF—Fty b (B EERTT VAR
I | | HWORELEEYROEE RS A —Z DEOERE)
| | FF—%ty rEBE
| |  FEEREEREHENEZT AL
| | LyIav—vaict@TaryrAn
I I L7u 75 KAFEIEE
| HigtrigE CUIZRICHRY T3 BR 2 S0XE)
[ brarsazran
I I HEf a7 A
| | Le— 2%y MERH 1 7'F A
| LiE R EHEIR OB FT —F v r— /E%EEE
LHhEd 2 30&E
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|
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FSDRG

LADRG
FeCTD (H3BEFT—& 2K&R<)
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JlHE 2

HABRE TN TEENH DEHROH

CDISC Notes (for dorhains)

Domain |Variable .
Prefix Name Variable Label Type Description (for General Classes) , Cor¢
. : Reason not done. Used in conjunction with --STAT
3E3E --REASND Reason Not Done |Char when value is NOT DONE,
Relationship to An opinion as to whether the event may have been
& --RELNST Non-Study Char |due to 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 o.f . Char Description of \jvl}at happened to the subject during Perm
Unplanned Visit an unplanned visit. ,
M CMTRT gisg,rtl\e/iiega:;e of Char Ve:rbatim medication name that is either pre- Req
Thera printed or collected on a CRF.
py
Modified Reported . [If CMTRT is modified to facilitate coding, then
M CMMODIFY |\ e Char |\ IMODIFY will contain the modified text. | "™
’ Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: - NAUSEA, |Perm
' HYPERTENSION.
EX EXAD] Ree}son for Dose Char Dqscribes reason or explanation of why a dose is Perm
Adjustment adjusted. v
SU SUTRT }S{Sg:t:;SeName of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
SU SUMODIFY Modified Char I’f SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substance‘ use consumption amounts or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM 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 P Char AEMODIFY will contain the modified text.g Perm
' Describes other actions taken as a resuit 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 to|Req
Event controlled terminology in DSDECOD, such as
. “LOST TO FOLLOW-UP.”
Reported Term for V' bati inted CRF term for the medical
MH MHTERM |the Medical Char | oroatm or preprinte erm for the medicalipeq
: . condition or event.
History ‘
Verbatim name of the protocol deviation
: _ |eriterion. 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.




Variable

finding. The value in QSTEST cannot be longer
than 40 characters.

Domain . " |CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
‘ Text description of any abnormal ﬁndmgs 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 alExp
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 QSTEST Question Name  |Char questions used to obtain the measurement or Req

(2% : SDTM Ver.1.2, SDTM IG Ver3 12 DI, sl —oans)




Bl 3

HAFET — & BT iR DB

1) BAEOEMTHEAEZERET EOEERNT 56

AE RAA Y (EEFT—FEY )

- BABECTT—AWELETFA MEBIZOWTIIEFEXFS| ( [JAPANESE
WXMN%mmmmwmmwj%)%%M#é(Mﬂ%Mé%EK:TW%)

' CAPANESE TEXT N B
1 ABCI123 |AE ‘ 123101 l‘ SOURCE DATABASE 2005-10-12  [2005-10-12 Headache
g : JAPANESE * TEXT IN 2005-10— 2005-10- : .

2 |ABCIZ3 |AE 123100 12 SOURCE DATABASE |13T13:05  |13T19:00 Back pain

K \JAPANESE TEXT IN| ' Pulmonary
3 |ABC123 AR 123100 3 SOURCE DATABASE |*20%"10-21 embolism
1 (cont) Nervous system dlsorders SEVERE NOT APPLlCABLE DEF IN ITELY NOT RELATED
2 (cont)[Musculoskeletal and connective tissue disorders MODERATE DOSE REDUCED  |PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE DOSE REDUCED PROBABLY NOT RELATED

RECOVERED/
RESOLVED .
RECOVERED/
RESOLVED
RECOVERING
/RESOLVING

1 (cont)

2 (cont)

3 (cont) Y Y 9 AFTER

AE FAA Y (AARFET—F &Y H)
- BAE ?f_?ﬂﬁth%X}%EuOWTm ax%%%@ii%m¢é

STU IMAIN. ILE] TDT A
1 |ABCI123 |AE 123101 1 E?q’lﬁ 2005-10-12 2005-10-12 Headache
2 |ABci23 |AE 123101 |2 7 A e e [Back pain
3 |ABCI23 |AE 123101 |3 AEEERe 2005-10-21 Pulmonary embolism

1 (conl)|[Nervous system disorders ~SEVERE 1N |NOT APPLICABLE DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disordersf MODERATE |N DOSE REDUCED  |PROBABLY RELATED
3 (cont)|Vascular disorders MODERATE |Y DOSE REDUCED __|PROBABLY NOT RELATED

AB/[ATSDTH | AESHOSEAESTIE

DS,

Row [AEOUT
RECOVERED/
1 (cont)| R ESOLVED
RECOVERED/
RESOLVED
RECOVERING
/RESOLVING

2 (cont)

3 (cont) Y Y 9 AFTER

B12) EXOREARBELERT S LREBTHY . EHTBHEEL FHNEFEIC K]
TANERDIER
QSF%4/(%ﬁ¢%w5ty})

Row [STUDYI 3] QSTESTCD /|QSTES) “ r
1 ABCI23  |1QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEQ1
2 ABC123 QS 123101 2. QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABCI23 |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3

Tow [STUDDTGOA TG e T
1 QS 123101 1 QSTESTI % \rﬁ@iéﬁwiﬁw

2 Qs 123101 2 ] QSTEST2 FSEABITEE I ?

3 Qs 123101 3 QSTEST3 FIOAMHEE L THFERTI 2




B 4
BE) 7Tty M EREE

Dataset: : XXXXX ( IXXXXX| 135 —% &> b4)

No.  Variable ! ~ . Description *2

! ID Unique 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 bv Plasma concentration

Number of the compartment where the parameter was measured
1 = Dosing ‘

2 = Parent drug

3 = Metabolite

6 CMT

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

X1 ERLERBTOIZ L,
X2 BROBBALETET I L,



BIHE 5

(BE) FurJLrFIRE

No.

Program file name *!

Description *2

XXXXXX

FERHY 7 =7 : OO Ver.@
FERHER : « TRV,
EAREOEER
TUNT Yy "I 7ANERNITE T ANT E TROTTEET .
XXXXX <~ u/\"xﬁu
o DT ETTANERTFETE T ANF E TROTTHET 5,
XXXXX<- "IN A"
cFEOFETIu ST AR ETT B,
exportData(XXXXX)

HBELET7 AV (xxxxx) CHAEINZCSV I 740 ( Ixxxx] ) 12/
LT, ¥Iab—varvfo-. « « 7740 (xxxxxx) ZETT 25, ‘
cTU NIy b7 7AN (xxxxx) &, ETHELLT7AVF (xxx) 1T
RET 5,
s FTROITNLL Tl 7 50FTEEBAL, RELETUY Ny 774
M xxxxX) & FA T BT D, :

xxxxx <- importData(XXXXX

FHRYZ7bb7=7 : OO Ver.@
FERER : « « < ITHWE, |
ERAROEER

X1:m TSI 877 ANAERBTDHIE,

¥2: 7y 7 L0HH ERY 7 =7, EHEN, ERAROFERE) ZRMTIZL,



