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HKREIZHOWTHT IR EZRE LT hiEZe by, F£/2, ADaM 57—
Ay ML BEMET ARG LT 5, —f%R9IZ ADSL 7—F & v |

' IEENS, RBREMHEBRIIEHINIETORERLI 0K L 2
HEEE, JRAIE LTH ADaM T—F vy MIEHDII &, TNHOE
BoplE LTk, £ERICMLT, R HEREGHEEES) | E£
MEfigR (fEgk&B) . ik, E. FifHT ohrzigik, HEal, Fim. B
R, WNERE2TRT 77 S ROCEERR AT A VZHETHHEREE
RICETIEHEL D S,

ADSL LASh D ADaM 57— 4 v bk, BHI & 5 4 OREHT O RIS
CTHEAREBOERE VB LD, EBEST—F T4 R
LBPRNBOHMENEECTHD I LIEETIRETH A,

ADaM F— &t v MIBWTSDIM T —& v b &R UCEEKEHAVTWY
HGEITIE. TOEHOBRME, AREIIRKEE T/ L,
4.1.1.4 55—ty bOT 7 A NVERIZOWT
CDISC #ZE#8| #EHL L7~ SDIM, ADaM ¥ —#& &~ hik. SAS Institute 73
AT BT —HERET 4 —~ > T D SAS XPORT 7 7 A VERE T +—
< bk Version 573 (LLF SAS XPORT =) W95, ) T, 15—
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Ay RELITFANE LTIRETSZE, 228, SAS VAT AILLS
YERKF#IZIE SAS CPORT Procedure 13fER LW &, HAFE TOREH
HENOEG EEZEXONDEE (LT TBARGEER] LvWo, ) B
ENBT—F Y MTBWTHREIKIZT 7 A VAERIL SAS XPORT- R &
L. 7—4%ty MERICAWONEXFE Yy P XEFEILERE T
—ZHA FIZEDDHTZ &,

SDIM OV ADaM 5 —F & » MZHOWTik, T—FEy ML 77 AL

AR TR L,

4.1.2 T—#ty FOEBRBERVOZOMOMET ZXHE
4.1.2.1 F—4ty bOEHRE

SDTM. ADaM 7 —# & v MIEATHEZREITZENLI CDISC 128115
Define-XML JERIC LV, ABRDRTRBFRERRAZ A V¥ — b ~DBHR

CEEDXMERO T s ANMIEEDIE LT, HETEATF—4ty N EF
LT NFIWZHERAT AN — F TR LU TIRET A2 &, EFE

CEBOT 7 A N (define.xml] L35, EHEONRE LTI, 5
— &ty M B BHROMVEDIE, ROFEHAESCa— FicEd

| BPEHENETEND, HBEOFRIIA—Va L kEHEI L,

KBRBEDOTEDIZANWLN S BFEENIBWTERR SN S MRITHER
LR T — 2y M OBGROIEBRBEZ THD Z Lk, BERRRT
— AW AREEEMHBIOEDD-ODICEETHD, LoT,
ADaM 7 — 4 ¥ v MIBT 2 EHEZIZIL. 4. 1. L3RI HEDME, etk
DEBERERROCHE  BEOBREOCRICE DL 2BERBRERE 25
D12 DIFHTIZHONT, IETER & XIGET DT — 4 = v~ F
SNOERELOBEBRET TR A XS —4 (Analysis Results
Metadata) MEFEND T ENLEELY, BITHERAFT—XITBWT
i, BT OWTCLLTOIEENREEND Z ENREE LU,

o FRIBIEREFICRRINHMENER 2 TR TRRESTERVORTA4
o fRIFONE & ENiHH

e FRTDHNRNTA—FLEA—]

C e ETHR L R BEK
s HEHTIHT—FEv

Lo MRITRIRE R D L3 — ROBINEYE
o RITETEFICR T XS T AR, BT e ST LA, BITHIED

S
o IETHIBICKIST BT v T ADREE

R R A X TF —Z ORI OV TIXFIREZR B Y CDISC Itk %
Analysis Results Metadata Specification for Define-XML Z#&# &
TAHIELLETEHEN, EREBILEGD THERET 2 Z & EEE REEIZIL,

" eCTD 3#EN K N CID BTV EENT L - TED HHL TV A PDF 12 & 0 BI&HE
THZLENFAETHD, 7B, ERBICBWT, BAENSAARGEICEK
DEREN TN THELIEZR, ,

4.1.2.2 FERMG X EFIWEE (Annotated CRF)
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BERA XIEFHREE (LT lAnnotated CRF) &\ 9, ) i, CRF IZ
FOVNESNET—FZOELEHEB L, T—FEy NCEENLIERE R
R ERTCHERERLELOTH D, CRF OEBICKISTHELE LT,
CDISC 1EHEIZHERL L 725 —F & v MTOWTiX SDTM OE#EZ AV 5,
v EROTEEFIEICOWVTEL, ODISC 12Xk 5D SDIM Metadata Submission
Guideline (SDIM-MSG) 2S&E & 725,

CRF (2 X WINE SN =T —F XFREARIRY SDIM T —# & v MIHEM
ENTHERHENDZENEFE LWVA, BEINWBRWT—FEHENH D
AL, Annotated CRF ETIXRHT—4F &y MIEFEhTWaWnWg
DoNBERTETHEEBIZ, EENRVEREZT —F A FICER
THIE, HIEL, ZOEAPALLRLOIZOVTIXEHTIMLE
N =S4 AN

Annotated CRF D7 7 A AFEEIT., BRI, eCID @& N eCID Bl &

FNC X TEDLNTWS PDF & L, 77 A NV4IL Tacrf. pdf) &35

e, FRIELTSDIMT —4tEy FERUZAAVZITEMNTHZ L,
4.1.2.3 T—FHA K

KRBEROBEBRICLDTFT—4ty FORNE., B oOEZ2RE

THEEBLIZ, BEBHICLDT 4ty MERUWCH T > TOT — F R
 HEOFFR R O YELE I BT A BB FTEE & T 5 72, SDIM 7 —#4

Ty bR ADaM T—H &y hOEREIZONWT, T—4FEy FOE
CBEBIIMACT A HA REERL, RRlE LTRETEZT—4 &y

FERUZANVFIERMLCTIRHETSHZ &

SDIM =4t w MIETET—FHA FiZizdir< ELUTOIRE

BEDBHI L LTS,

o [ERRERA. RREMHEER S

o [RARRBREEICET HFHA
o AWbhorREYE MEIHRE, MEROCEDONA—V g

o IREBRET —F OFA

o T HIEWAOBEWMEICETIHEA (N TF—a VERICET S

#EA)
F7=, ADaM F—F &y MIETHET—F T4 FIZIZUTOEENE

TNBTENEE LV,

KR4, [RREMHEEESS
fEMTT — & v MCBEE T 2 ERRRRE EIC BT 2758
AW hr-tZE, HEHE. EERVPZEDONN—Va v
EHOT -y MOEkERT 2 EE A
T—4Fy NOERICET AEER
F—4&E v hOHA
T M IEREA~DOMEYLIEIZBE T BB (N TF—Ta UERICERT 5EH)

SDTM, ADaM F— & ¥ v hENETNDT —F HA FOERICHT=V |

CDISC BHEEIZBWTIIT —F A FOEEH 27 +—~ v FIREIHh

W)
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L TCTWAEWA, FHEBICEDAINBICONTIE, UToEREEEICT
HTEWTE B, '
o SDIMT—%ty MZETHT—FHA R
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide
o ADaM T —# &y MZBETAHRT—FHA F:
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer' s_Guide
& 30Erk, JRAN, eCTD WA O eCID BRV VBENZB W TED HILTWND
PDF TIER L. 77 A /L4i% SDIM, ADaM (Zxtis L CTENZER [study-
data-reviewers—guide. pdf | Tanalysis—data-reviewers—guide. pdf ]
ETBTENEELY, B, T—FHA NIXBABETEKRLTHE
LX A 780,
4.1.3 ERTIEHEDN—T g ATONT
CDISC IEHEICHEI L Te T — &ty MROERELZERTHICHIVEH
3%, CDISC 1Z¥E, HHIFAFE, FHEEZEIZOWVT, PMDA [ZBWTEIT AT
BEZR/N—0 3 14X PMDA @ WEB A b (http://www. pmda. go. jp/) #BRT 5
Tl B A=V avOFANAEE, BEENARBHEEICE®RT S
TRHER B 2 BT 5,
FM—HENTRRZ A=V a VEFRTHIEIFIELIZRVD, F—
RN TIEHE— Lo —Va v 2 AWS Z &, R—ERERERBRNO—H
DRAALAZDWNTHID NN~ a U EBRLUEGAICE, ALY
2 ROFEOBBIZOWTT —4HA FIZBWTHATSHZ &,
BEOERRBROBAMTOT — v MZOWTi, FHEEKRBROT
—HtEy MBI R a UIRBRR o THBBETH-TH, fi— LA
—Va VITHEWMER T D b, NA—V g U I L CGERIR L=V
YOFREH, RN =T a Vb OERBICHIZ Y BRELILRFIZOD
T, T—FHA NIZE#HT D &,
4.1.4 BHRBEVEOBEEIDONT
CHTE, BRRBEBEEOT—F BRMNT HD, £ DRBIZONTE
NENRBAEIRIZEYE (Therapeutic Area Standards) 28, CDISCIZT & VA
Eh T3, BEICEENAR SN TVARBIZOWTIRE OERE T A
TAHZENTELN, FIALEEE DN TET—4 2y FOERERD
T—HA A NIZER#HT D&,
4.1.5 BAFET—4F OBV FEVINZONWT
AARBCTT—FIREIN, POFNEEEBIIERLIEGEIC—EDER
DHEZONAENNH DL HOWTIL, BAECTOREHISLEIO@EY]
THY, BARECREMLEZT—% CLF TARET—F] Lo, ) ik
HT 52 ENTRETHD, BAENSSG ENHAEEMEN S DB O % FIHK
21TRTH, ZHIZRD b DO TR,
AAEBEEN AL VIZCEENIBEORARET —FDOT—FEy b
DIAAFTIER ORHFIEZRAME LTCUToERY 95, 2B, BI#K3
12




(2Bl &Y,

BUTDHERNASLY (T—FEy ) Z2oWTC, BRET—F &>y b
BROFEHTED ASCII THREINTWAXFtEy MoK THRHR I
fer—4%%y b (UTFT REET—FEv b &0, ) D2OD
F—Fty bEERTHI L,

AAZET—4Fty MIBAEBEEODAEAARESL L, ZRLIMNIE
HBFET ¥y FER—NBOERFEDT—FLTHZ &,
AAET—4ty hEEHFT—F ¥y MIBAEER & 2hiox
ST BAEBFELFHDOT —FEDBENVERESLFE—0#EL L,
La— R, Va—FRolEFb 205 —#ky FETR—&T5
Zé¢, BB, T—HEY NOEBBRIREFT —FEy MIRT B
HDDRHDAHT IV,

BEFT 4y NORAREEBICKY T HERICE, EROT
— & TR WZ E BB LARTEFESCFS ( [JAPANESE TEXT IN
SOURCE DATABASE] %) %##H4 52 L, T—HRDOHIBOIH,
AAGET — ¥ 2 BEROEBOUTEED v a— N0 THRINT 54
ERHDGE, BEFET—F 2y hHFOXIET S L a— Nz T
UBREEXTIEBMT D L,

T OWIEXFEF| ( TJAPANESE TEXT IN SOURCE DATABASE] %) (1
REBRCE—BLTR—ObLDERAW., T—4 04 FXITF—4 &y
FOEZZEE (define. xml) CHART B Z &,
AARELSTLEBRSCa— N X MEZHIST A &ERTICIZE Y 22 5%
R FEXFHN BT D2 &, b, REBEBXFIEBMNT 5
B, TOREXTFINEMAEICERNTHIMNERH LR LIX, RKBIZE
FEOU B EEBNCEE A 2T Y (] : [JAPANESE TEXT IN
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . ETORKRELOIGHTET —4HA FEITTRTZ L,
B FT — Ay FERTED 7 A NVAIZEHET &, SDIMT—4 &
v MZRIET 2 AARET —Zty ME lsdtm_j] 7ANVZIZED,
ADaM7 — & & » MIeT 5 BAE T — &y M Tadam_jl 7=
NEWZEDHZ L, T—F 2y MR T_AVZE 20T —4 %
Y FCRI—DbLDOEHNDZ &,

AAZBEE4#ESERVDRAL VIZONWTRERFEDTF —FtEy FOD
HEFED7 A NVFWED, BEETHIT 4y MERELRWE
Co

ek, BRIE UTRARFET — 22D\ Tid SDTM KUY ADaM & 6 1C EFED
BATIETORET 5 L LT 50, BFRET —F 2 BURKRROT —
FERHT D TENHDEHEITE., T OMEAZIC OV THATC PMDA 1248
R DI EMEELY,
4.1.6 TTTLDRHTONT

4.1.6.1 RHIDITETT A

CDISC 1ZUEICHEPL L= BFEBF T —FICEET A e/ 7 58 LT,
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ADMF—F ¥y MERE 71 7T AR OFTR T v 75 AORHERD 5,
&7 7T ML, TN OB ESEROBRROEIRC, fi#T7T =Y
RLDOWEENERBIITHY, ST LY PDA OBRFEICEBWTEDEEFT
TR ENTERERTER R ONA L UCRET 2 0E TR, Ei2, BED Y
TRy = TRNA—T g VZRET D HLDOTIIRWA, Tu s LEER, R
CATULIEBE (ERLEARL—Y a3y VAT A, VT h 2T ROED N~
Tal) IZETABRICOVWTHETT —ZH A NIZBWTIRtT5Z &,
R LEI ST A RERLTWAES, vua s T Ab00H
TIRHT D2 EMNEE LV, w7 a7l LAOREPEEEEE, Fiz,
F—Hty ST AOERBEEIMNTHSBICEIEL TRY 1/ 5 A
BIEORHESEEHMEEEIE, BT Y X L0 )HHARESE DY
TELX AR,
4.1.6.2 T a /5 L0774 NV
4.1.6.1 TRTEEBY, 70T MIEEDY 7 by TR/N—Va /il
COBRET B LD TR, T 7 A NAIIIRNTY 7 U = T Bt E LT IRR
FaEDDHI L, WIRFWIRNT 7 A NEDFELT 7 A NGB T 55
HET —4 A RITEDHT &,
4.2 # TAERER, FRARERHRANG O B K UM IRIEHEI IR OMTIC B4 % BHFEE
FT—HEZONT
T REIAEROE T T — 4 Ry r—J3RE I N ERRIEHEER O F 3
BFT— A RO 07T LZEOBEHRREANRICOWT, BT~ BFE2 L
TIoRY,
4.2.1 eI DO EFT—F Ry r—VRAE] ([ZoWT
' (R EHEROBFTFT— Ny —VHAE) . HEETT
— A HEF =2 A VAT LZLDEHTHBICA—FZA YA Lk
TAN &I 5 BERRT — 2 RHANBOE®AE PMDA AERT 5 Z &
Db, XELLUTHETAZLEARETHD, BB, VAT LHEE
RAEBIEF 7 7 ANV R ORHT ARSI, 3. TIHIZRLIZEEBY

TSV 7 ANERBTAZ L TEV,

PMDA (2B T THEEKBEOEFT —F Ny r—VHAE %

TERT 2 BRI BERFERIITEHRO LB TH D,

e Study ID (&KBER%E#HIT % CFF)

o Ty ANRR (Z7ANBEEL) BB, F— bV =2A VAT
MET7 7 A NS R % ABIOIC iR ATe e, 77 A NVSRADAN
EOA NN

o EfiSh BT OREE (STS (HEHERY IR ENREAZHT) . POP (&)
LEMfET) . PBPK (AEFRERIRMIREIRE T /L) Xid Other (%
Dfh) DEE, BEEERWTANTS, ) . 2236, SIS (CITEHE
B 72 SR B HEARAT & [FIAR 0D 75 1 CHREAT S 7= SR Eh ik /3K ) S iR
wEEt

o TJ7ANDODHNBEOHNH, 7 74 NVOHEMOT 7 A /v & DR
BRENBETEXDIHICHEMET#HTDIZ L, B, AS/ITED
BRSCERIZ 100 XFETH 5,
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4.2.2 WHETT—% OEEHRRHARIZONT

= HERY 2 KA B ARAE AT . F-SE RARANT B OVAE B 22 O SR 5o FE B € 7 VAR T
DENENIT OV THEPS R EHIEL DL T I RT, Rb, T OFEEIC L
Lbt, F—F¥vy h& SAS XPORT EATRMHT BB, T—F & b4
LT FANEIETR—¢THRIL

4.2.2.1 tEYHER I KB RBREAT

ADaM LIS DTS CHEHERY 72 SR BN REARITIC BB T2 REEE 7T — & iR
DEFRILONWT, T —4 1y NROT—F Y NEREOHEMIITRED
LBYTHD,

O f@#tfrr—42%> b

77 ANERIL, UTOWTINOERELTHIENEE LYY,

o SAS XPORT JEZz\ (. xpt)

e ASCII Format Data Files

*  Phoenix Projects (k. phxproj)

*  WinNonlin Files (% pmo, *. pwo)

@’T Ay NERE

F—aty NEREICIX, DR ELEELAROEEOHAY
2B &&L\%ﬁ4%ﬁ% ERT A Z &, i, RN
RBEEZICHRADBHDIGETL. TOE EBRYRX—TVEPART
HT ETELIZR,

o Ty ANERIL, BRI eCTD AKX TN eCTD BV \EENIC L -
TEDLBITWAPIF ETBZENEE LY,

4.2.2.2 FRRAERMBEE (EFACESL Y Ialb—varieste, )
RERRITIZ BT 3 B ET T — & #IRET 25512V, T —%
Ty NROT—4 1ty NEBREOHMIITRRO LB THD,
O f#thr7—2Ey
77 ANERIL, LTOWTNAORRETHZ ENREELELND
o SAS XPORT JEZX (*. xpt)
* ASCII Format Data Files
@‘T 2ty NERE
T—4ty FERBZIZIE, P EVERAKRUVEROUAL
EHBHT &kb\%ﬁ4%$%K¢WT5:&°&B\%ﬁ%
RREEZCREL D DHEIE, TOREHRYX—VERART
HZETELIZIR,
o 77 ANERIE, R eCTD B K N eCTD BiFVVEAIZ L -
TEDONTWAPIF ETAHAZENEE LY,
4.2.2.3 EEZHEMFEERET NVEN (ETNVICEIKVYIab—Y
arvrEagie, )

RPN E IR T T MBI T A HEEE T T — A R RRET 556
WZOWT, BT 7 740, T—4Ey FROT—Z &y MNEREEDH
I TRDOERY THA,

O BTICAWIEETNOEE, RELTZEPROEE AT A—FZD

fE, fET FIERLERDRESITEDERIEEND T 74V
77 A VIERIL, RO TELXZARY,
@ MmPRET —FEEELERARBROT—F > b
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BEDY 7 =27 TIF XA L5127 —4 &y b EERISINT
LTWAEAICIE, Mi%BF 7 7 AV (Simcyp PE Data Files (xml 7%
) %) BZEHTIIEDEELWL, BB BEDQY 7 by =T HIZ
F—Aty NEERIEMT L TOWARWESD T 7 A4 VERIL, (£
DK TELEX R,

® F—Fty NERE

o T—4ty FEREEICIE, PR EBEBELROEHDOHAZ
EHHI L L, A ZBBIERT I L, BB, BT
RYREBRIIRHLHDIHEE,. TOEEHRY—VEHART
HIETHLELXIAR,

o T ANERIL, KA. eCTD BEN K eCTD BBV VBEIZ &L -

| TED BN TS PDF LT52 EMEE LW,
4.2.3 vl T LEOEENREBHNAIZOWT
4.2.3.1 BEHERY 72 FRY BhRRARAT
BN X IR B RE /IR 1A B D AR E T E U HE U TR Y
CTREFROFEMIITRO LB TH A,

o MEFFTAITY XL (FlxiX, BYEE T A —FDEHFES)
ERTREMOT — & OIS, EHE LI ZHTIs B4 535 #
EELebLOTHD, B, ffitiT—4ty FEFRICEHRERLEE
A4 (Phoenix Projects (. phxproj) ® Text Output %) I,
ZOEEHRTDHILTELE IR, o, BITHEESICYUK
BHRNEENDIHEIE. TOHEBHT B ETELI R,

o Ty ANMERIE, EEOHBRATELI 8V,

'4.2.3.2 RERENT (EFAICES v Ialb—Yaredite, )
LT T 2 BREEFT — ¥ ZRETAHRICONWT, TasJ A

TrAN, TELFBEIBDENEZ T 7ANEOT 07T LFEEEDOY

Ralb—ya il T57 7 A NVOERIETREO EBY Ch b,

O FarsrsnszrAn
T ANMERIL, TXANTZ77ANFERETDHZ EBEE LYY,

@ FEALBEMNHEHIENEZT 74/ (NONMEM output %)

77 ANERIT, EEOFNTELI LR,

@ vIal—rarilETAEITrAN
77 ANRIE, EEOHRTELI LRV,

Fo, s 7 LAFEEOHEMITROLEY THAH,

o ST LEFETTEEOOMEMFIEETIT LD THS,

o« WKLY, TRITLTFANEROIT ST LAORBEED
el AIEE #EBIERTHZ &, B, BHIN
Iy T LEERTAICHII - T, NALDIBESE., Bh/m
HEIT ) MERRZOVFAICE, BRI 27 7 LAFIEEOR
HIIARETH 5,

5. HFFETFT—F%E L CID & OEFRICHOWT
5.1 HBFFEEFT—F% L CID D%
FHRIE LT, ETOHREEFT—FIL, eCIDAAv I R—r BB IN5S
ZENBFEITHS, LaLens, eCTD WE KO eCTD BBV EAIZRTH
EIZ LD eCTD 2R HEHT BB AL, CTD Ny 7 R —2 KR eCTD 7 ANV F1EE
16




WCHBET T —HIRDERUL T 7 ANEEFDIRNZ b, 12720, EH1E
DR ER—BICBET2HFETT — Y OREOFELRES T LIZEKM
T o) Al TS
5.2 B—F NP4 MTLD eCTD ZAHBEORE

eCTD ZHRH T AEIX, R—F VA P DHEMIEHTERROCLERE
WEASL, eCTIDZMBELZRETSHZ L, VERFEROFIILLITOHEY T
H5,

o HEEM B ORE4

s HEXS

o FRBESUI—EHFEOR

e IEXR, BED5|

* RHTER
5.3 WR—F NP A &I L7 eCTD DR

eCTD DIEHICH =D, BFEFXMIEREZ R —Z N4 N ETRE, BR

XUIATT B, HIEROFUILLTOEY ThHhbd, 2B, ETHHEB IOV
THRHOZONIR R, BRI ANEZRD D HO TR,

o IER, &% EX. FT7 L, EZZOH]

o HF— MY AZERE

o oCIDZfHEE

o RHERER

e #HX (=—PN

o HFERKS

« H ;‘é} it B O—fXE%

O nﬁl:ll:l H wﬂﬁﬁ%

o UANAF =y 7T BRI

¢ XML AUREUA (CID Ny TR—) DF = v 73 LBEEIE
. @J{’I:Tfi.u’fff‘/%f‘"

o JEETR MR (N CTD BT M OEK S
. W%

LERAEREG, BRIASN L%, #HT5 CTD O by 7LV T b
BhR—=Z LA s ETEEFL, PMDAICEET D, R—FLP A4 FEDEMK
H R R DWW TR R T,

5.4 R—FZNYA bEALTHRHE Nz CTD D3ZHE

PMDA 1XZAE L7z eCTD IZRI LA NAF =y 7 RUONY F— a U EFET
L ZOEFRE L BIZ oCTD ZEFE QTR L BiE ITEK T 5, eCTD

T BHENRNYVTFT—a NAEE, KAlE LT PMDA @ WEB H A L
(http //www. pmda. go. jp/) \Z/ABAT 5 eCTD RREEY —NVDEIE~v=2T NV
BEBEICTBH L,

5.5 €eCID 54 7H%A 7N L BEBETFT—F DBE%

HiEETT —F ITHFEEICRTTREERO—HMTHDZ LMD, BHFEE
FT—HEEE (BN, ﬁ@xi%%)féﬁA I, eCIDZET T2 Z &M
BT B, eClD & HEEFF — 4 2450 CIRIHT B84, 3.3 IORTHE
BT - IBRAHMNEREZRETA LT, YSHEETYT —¥ S HET
% eCTD OEFENFHEL 2D, BEE T —FEZRHETAHICH ., LITD
RICHEET DI L,

O eCTD FIEIRHFFICIRH T 2 HEETFT — 4
17



DEEHICEE T AHEETFT X 2RH L, PDADLGHREETT —
A EER AT R, PIERHCEET AHFETT — ¥ #1BINE
CHTAZ EITTERY,

@ BRIZHTAIRBICHRMNTAIRFEETFT —4
 RECHTAEZCRATSHEETT —FiX. BED eCID 1 HE
RESLBHEIET, BEOHRMERE LTHR—FAYA M 2N LT
"B,

©) wm&Jﬁk%&Té$ﬁ%%7 4

FEREOTRHL-BHFEFT—F D55, PMDA 25 eCTD KETHEIZ
&)5 ’E)OD& L/Tuu.. &)7]:_%_)0) N eCTD &Tﬂ#GuE_tcu*%HjTé

o MRHOBMEBETT—F LOEHOHRERHET S, LARTORHERE
BECTRHLUZFHEETT — ¥ 2 BERHTILEZ R,

* HEETT—FLSMIIRHET B eCTD BEIMTETE L2 WEAIL, 1B

, FIEIZ DWW TERNZ PMDA ICfER T B 2 &,

* PMDA O HFEETT — ¥ ZEEELZZIT-%IC, YiRHERSE S
CEETAHBEYT - RBMEHT A Z LT TERN,

o EERMAESBICHFEFT —F 2RETHIHAIAREOFIEIZHES,

5.6 HFEETT — 7 RHBFEOEFERHE
CTD X i eCTD LFTRHIHFEEF T — 4 2 RHET 2541, [HERRBOK
REEOEBRIMOMEBIZONT]  (FRk 22 4 12 B 27 BFHTEBRE

mmmlvmiﬁ&&AEEWEﬁ%““A EHEREN) RO 6 17w

TERMIC, YUPHETFT —F I oVWTRHTI L, D& &, BHT

BETCDT 7 A NEEFERICFHIRTALETRLS, SRRICEET HHFEE

FT7— 4 —XOFEHRHEFTE T I,

6. Ffth,
BT 5 ORHZRD DR A DS b, KEH IR LT
Lt CID THDZ EERODTWRNGLDIZHOWT, Hi%ih B OREBRFBIRMS
R . TRET 5 HIEIC L 0 BFIICRHT B LATE B, XOBA0
TR R BB AR 22 BT HARIC >\ C IR
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B 1

' AHA FTRHWSHEBEORR

BF77A4N (R—2NLEN LTRHETAETDT 7 A V)
FRGRBFROETFT —F (=HHEETFT—%) & EFANBHTR MET7—4%) LRl
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HARBOEEN D THEEELH 5K KB

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 pe Description (for General Classes) Core
Be Reason not done. Used in conjunction with --STAT
Eeslii} --REASND Reason Not Done |Char | " 1 N OT DONE.
Relationship to An opinion as to whether the event may have been
JL3m --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.
Y, SVUPDES Description o'f ' Char Description of v.vl'lat happened to the subject during Perin
Unplanned Visit an unplanned visit.
M CMTRT giﬁg?&deza;?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
i CMMODIEY Name P Sl CMMODIFY will contain the modified texf Ferm
Denotes why a medication was taken or
CM CMINDC Indication Char [administered. Examples: NAUSEA,|Perm
HYPERTENSION.
EX EXADJ Rez.lson for Dose Char De.scribes reason or explanation of why a dose is Perin
Adjustment adjusted.
SuU SUTRT g G e STEIOn Char |Substance name. Examples: Cigarettes, Coffee.  |Req
ubstance
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SuU SUDOSTXT Substance.Use Char Substance. use consum_ption amount.s or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM RSl I g Char |Verbatim name of the event. Req
the Adverse Event
' . Modified Reported ~ |If AETERM is modified to facilitate coding, then|
- eI Term : CUES 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 to|Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
' Reported Term for Verbati inted CRF t for tl dical
MH MHTERM the Medical Char | ' croatn of preprinte S 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




Domain
Prefix

Variable
Name

Variable Label

Type

CDISC Notes (for domains)
Description (for General Classes)

Core

PE

PEORRES

Verbatim
Examination
Finding

Char

Text description of any abnormal findings. If the
examination was completed and there were no
abnormal findings, the value should be NORMAL.
If the examination was not performed on a
particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.

Exp

Qs

QSTEST

Question Name

Char

Verbatim name of the question or group of
questions used to obtain the measurement or
finding. The value in QSTEST cannot be longer
than 40 characters.

Req

(% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LAP%E, Cilliz—HE &)
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HAFET — & #5061

1) BARFEOEMIEHAZLZ ERETEOEEEMNT 56
AE RAA Y (REFET—FEY )
+ BABEBCT—HAWNELETFAMEBIZOWTIEERFEXFF ( [JAPANESE

TEXT IN SOURCE DATABASE| %) %###h% 5 (AETERM %% HAFE TNE) ,

Row [STUDYID |[DOMAIN |USUBJID |AESEQ [AETERM AESTDTC AEENDTC AEMODIFY |AEDECOD
JAPANESE TEXT IN
1 ABC123 |AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12 Headache
= JAPANESE TEXT IN . . =
2 ABCI23  |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain
= JAPANESE TEXT IN Pulmonary
S D2 LG T | SOURCE DATABASE |2005-10-2! embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE EH%IEELY NOT
2 (conl) Musculoskeletal and connective Lissuc disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
] § PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOUT AESCONG |AESDISAB [AESDTIH |AESHOSP |[AESLIFE [AESMIE [AESTDY |AEENDY |AEENRFE
| (cont) |RECOVERED/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED )] 1
By gECOIVL'RING/RI;SOLVIN v Y 9 AFTER
AE RAA Y (ARET—F Ty )
© BARFBEBCT—AINELLET XA MEBIZOWVWTIE, BAEEZEDE EHRNT 5,
Row [STUDYID |[DOMAIN |USUBJID [AESEQ |AETERM AESTDTC AEENDTC AEMODIFY |[AEDECOD
1 ABCI123 '|AE 123101 1 T 2005-10-12 2005-10-12 Headache
2 ABCI123 |AE 123101 2 AR 2005-10-13T13:05 [2005-10-13T19:00 Back pain
g Pulmonary
3 ABCI23 [AE 123101 |3 V234 2005-10-21 el
Row AEBODSYS AESEV AESER' [AEACN AEREL
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE gﬁi{qll]l_{)ly o
2 (conl) Musculoskeletal and conneclive tissuc disorders MODERATE N DOSE REDUCED [PROBABLY RELATED
3(cont)  |Vascular disorders MODERATE Y DOSE REDUCED [P ROBABLY LMo}
(cont) scula 0 RELATED
Row AEQOUT AESCONG [AESDISAB |AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY|AEENDY |AEENRFE
1 (cont) [RECOVERED/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
(el gl:COVl;RING/R[:SOLVlN v Y 9 AFTER
= = - N 2 —he = = -
B12) FEXOBARELZERTHZELRETHY ., FERTIRBEBXFINZHEEIZKS

TOBERDLHER
QS FAAY (EEFT—FEY 1)

Row _[STUDYID DOMAIN USUBJID QSSEQ QSTESTCD |QSTEST

| ABCI23 QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO!
2 ABCI23 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE02
3 ABCI23 , Qs 123101 3 QSTEST3 JAPANESE TEX'T IN SOURCE DATABASEOQ3
QS FAA Y (AFXFET -4ty )

Row |STUDYID DOMAIN USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 QS 123101 1 QSTESTI B THEH e E59?

2 ABCI123 Qs 123101 2 QSTEST2 ESEANIETEE S ?

3 ABCI123 QS 123101 3 QSTEST3 FAfEME L THFERTT 2
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(B%) 75ty MNERE

Dataset; : XXXXX ( DOXXX] 1357 —4# v M)

No. Variable *!

Description *2

I
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 DV Plasma concentration
Number of the compartment where the parameter was measured
1 = Dosing
9 b 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement
1 = Other (missing ot invalid value, dosing event, start of urine sampling)
X XXXX AN

1 Ik AR B o L,
X2 BEOBMAETEWRITH &,



BIRES.

BE) 7 LrFIRE

No.

Program file name

X1

Description *2

XXXXXX

ERYZ7 =7 OO Ver.®
EHER : « ¢ < ITHWE,
ERROEEA ¢ _
TNy T ANERANTEZ 7 ANV FETROITCHRET 5.

XXXXX <-"/RARL"
o DT ETFANERETH I AN ETROITTHET %,

XXXXX<- "/ A4 "
s FTEOFTETIa S AR ETT S,

exportData(XXXXX)
HELEZ AT (xxxxx) CHAERIZCSV T 740 ( Dxxxx) ) &3
LT, YIab—alflAn - « « 7740 (xxxxxx) 2ETT 5,
TNy 774N (xxxxx) &, ETHELEZ AV (xxxxx) (T
R7Ed %,
s FROTHL e /7 L0ETEBEL, #ELETY Ny b7 74
I xxxxx) &RHZ AT B,
xxxxx <- importData(XXXXX)

XXXXXX

ERY7 =7 : OO Ver.®
HREE: « « BV,
AR OREE A

X1 : TR T L7 7ANGBERIRT DL,
¥2: ST LD ERY 7 hoeT, HRHEM., ERAFORERSE) 2RRTDIZ L,






