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ENET—F Ty MEBWTHRERIC T 7 A AL SAS XPORT T &
L., =&y MERRERICAWO R X TR v N XEHF Sk FRET
—ZHA NILgHdT &,

SMM&U%%MT“?f/FkOWTﬂ F—HEy MalT7r AN
- ARR—ETBH L,

4.1.2 F—FkEy FrOEHRERREOMOFIET53GE
4121 F—#¥y rOEHE

SDTM, ADaM 57— 4% & v MZBEI A EZEEITFN-Fh CDISC 2B 5
Define-XML JBRUZ L V. ABRDRRBEERAFZF A NV — b~DBH
EELMLERO7 7 A MCE LD LT, HETHT -4y b EFE
LIANFEEFBAZAN Y — N HITRPILTRETA L) B

BT 7 A A4IE Tdefine. xml] L33, m%%@ﬁgebrm,7,
— &ty b, B FHROMVEZE, RUEHAECa— Fic@d

| BEBPEEIND. HESOWNRICIA—VavEREDHHIL,

KR EEDOD mwené$ BEBHIB W TR R AN 2R R
LT — sy FEOBRORENES TH B L, HERRRT
—ZE RN ARREELHBIZEDIDICEETH DL, I-T,
ADaM T —# v MCBETAEZEICIT, 4. 1. L. 3ITRTHLE, T
DEERFERETCRE - FEOBREORILICED 2 BHRARER LS

- BT ODIRITIZON T, BIFER EET BN — 4 &y MR

| ENAEEEE DBRETRTIRTER A #5 —# (Analysis Results
Metadata) MFEND T EREE LY, BIFHERA X T —FITBWT
i, BEFIZOWTLTOIEEREEND Z EBREE LU,

s BBRBREREHICRTINHIBITHRE T RRETELURTA
o fEFDONE & EHE

e HFRTBERFA—FLZLE -]

v TSR R DI
o FEFRTEIT—FEYH

e RTRBR LB L a— FOBRENE
o fEATEHEIFICIIT ARG T B, BT e ST A4, %ﬁﬁ%@

HEE
o MRITHFHRICHIST AR T v 75 Lo

BRBEREAZ T — 2 OBRICOWTITREEARB Y CDISC Ik B
Analysis Results- Metadata Specification for Define-XML &% b
TAHRZLELETEN, EREICEDTERET S Z LAEERBEITIE.

" eCTD ;BENF TN eCID B\ MBENZ X o TED HICUNS PDF IT L b BiRRH
THIERETHD; BB, EBELBVWT, ALK EASEICE
DIERSNTWTHELETZ 20,
4.1.2.2 ERM EEFAREHF (Annotated CRF)
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- ERMEEAHEE (BT Tnnotated CRFI &), ) iX, CRF
SOVMEShDT—FOKEB L, T8y MCEENDIEHEN

RS ETHEBRETRLELDOTH B, CRF OERICRGT 28 E LT,
CDISC ZBEEIZHEILL 727 —F & v MZOWTIL SDIM DEHEH W5,

C FEIROFTECFFIEIZ DWW TEL, CDISC 12Xk D SDTM Metadata Submission
Guideline (SDTM-MSG) M&EL 25,

CRF I K VIRE ENT=T — FIXATREARRR Y SDTM F— & & v MW
SNTHEHENDSZEBRLEE LWS, BHERRWT—FEEXH D
HEICiE, Annotated CRF ETIIERHT—4# v MZEENTWRWE
BRPERREZTHELEHIZ, BENRVEHET—FFA FIZRE#E

DI E, KL, EOEBAPHAL2RBDICOVTIHREH T EIHSE
AT '

Annotated CRF @7 7 A N4, BB eCID BEKE N CID Bl viE
HMIZX > TEDLITWS PDF & L, 77 A V41L lacrf.pdf) &1 5
Zé, BN LTSDIMT —4Ey FERUZ74AVFICHIBTDH L,

41.2.3 F—FHUAF
AREEROBRERICEST—F vy hORE., BEOmERIGEL2 {2
THEEBIZ, BEFICLIAT— 4ty MERIChIE - TOF — 412
ORI AR OYEIEIC T ARAE TR E T A ), SDIM F—4#
Ty MR ADaM T— &y FOEFRERIZOWT, F—FEy FOE
" BRICMATT -2 A4 FEERL, RRIE LTHET ST — 2y

FERIUCT7 #AFICTHEMLUTIREBT S Z &,

SDIM =&t v M+ 35 —FH A RiciZdi< E b UTOEE
BEHHIL LTS,

o [BRRBA. BREMHEEE S
o BRERMABRFEICET AR
e AWbDh iR, BEIARE, FERVEOAA—Y g
o HERET—F O
o T —FIZHEADOBEYNEICET B (N F—Ta VERICETS
L) ,
Fi, ADaM T— &y M+ AT —# 4 FIZIXUTOERRS
CENBTEHEE LY,
ERPRAERA . TRREHEELFE
R —F ey MCEET ARBRRREEICE T 50
Aubh i, SEHE S#ERVEONA—Va v
EEOF— 5y NoEETAEEA
Ty NOERICETAEER
F—&kEy FOHHA
T A IEEA~OREPIZET AU (N F—a VERICET HEHA)

SDTM, ADaM 7—% ¥ > hENERDT —F WA FOERICHEY |

CDISC BB W T T — 4 A4 FOREHR 7 +—~ v MRS h

?
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LWL, FEECEDIREIONTIER, UToEREsEIct

Bz ERTEB, -

« SOIMF—&ty MCETRIF—FH A F:

http://www. phusewiki. org/wiki/index. php?title=Study Data Rev
iewer s_Guide

o ADaMF—F &y MZBET BT —FHA F:

’ http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide K _
& 30E, FAL eCID EHE O eCID B BENZB W TED BRI TW3

PDF CHERS L. 7 7 A V41X SDIM, ADaM {Z3hs LCEREh [study-

data-reviewers—guide. pdf ) ranalysis—data—reviewers —guide, pdf |

ETHBZEREBELY, B, F—FHA FIZAEABETERLTLE

LIz,

4,1.3. EHTBEHEDNA—D g 00N T
CDISC fEHECHEML L7e T —F &y FROERERERT B ITdh T 0
—e,h;s CDISC #Z¥E, #FIFGE. HELIZOVT, PMDA IZBWTRIT AT
BE/R /N30 a 1§ PMDA @ WEB ¥ b (http://www. pnda. go. jp/) BRI 3
:anﬁﬁ\\~v3/®ﬁlmTEi FREEE AR R EEICRE TS
TEHEA A FERITHWT 5,
FR—HREBENTRRINN—Va VEFERTDIIERELIE L RWVWR, Fl—
WREREBN TIEHE— L A=Y a vy ERWAS 2 &, R—ERERBRRO—E
DRAALLNTHONTHD/IS—T a3 CEBRRB LUEGEICE, #FRLUEA-D
g VY ROFEOEBIZOWTT—FH A FiBWTHEATIZ &,
BEROBERRBROESMTOFT —F 2y MoV T, EHERROT
— &y MBI A=V a VIR THWBEETH->Th, Mi— Lz
— T VITEWERT A D L, NV a IR L TER Lo A—T g
VOEREBH, BARAZNA-TarvhbOFEBRICHIZVEE LI AZIT N
T, T—8 04 RIZE®/I DT &,
4.1.4 FHREBFIEOEEONT

BUE, RERBEBRBEEDOT —ZEBMT A0, £ DERBIZONTE
NENFEEEREYE (Therapeutic Area Standards) #3, CDISCIZ Xk A
FEh T3, BHCEERAR SR TOBRBIZ OV TR E OEELFF
TAHZENTEDBN, FAIALEERBICOWTIEETF 4%y POESERT
F—a A FiCE#ds L,
4.1.5. AAFET—F DEYFNZOWT :

BABCTT — A IREII, D OTNERBIIERLEGEIC—EDEH
BIEZRONZBNPBHZEHIT VTR, AABE COREALEOFET
THY, BARBTRHMLAET—F OUT 1BRET—F] &nwi, ) &iE
ﬁ@“é TENTEETH D, AARENSZTENDATREML H 5O 6 % BUiK

2T, THICERD b O TRV,

BABEER FAA VICEENIGEEOAERET —F DT ~FEy b~
DT IER R FEIZFERE LTUTD LRV L35, b, BlHE3
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B &Y

BUTBRAA Y (T—FEy ) Zo0WC, BERET—FEy b
ROFEHFED ASCII THESR TV AXFE Y OLTHERENR
TeF—FEy b (BT IZBEFF—FEy b 203, ) D200
T—Aty FEERTDHZ L,

AARET—ZEy MNIBFREBEEOAZHAEL L, TS L
WFET— 8y PER—ANBOERFEDT —FETHT L,
AARET -4y b EREFET—F 2y MIBAEEE & 2hicst
ST AEBEXFEROT— I EOEVERESE—O#EEL L.,
Loa— K, La—FolEFL 220075 — 4ty NETRI—&$5
&, B, T2y VOEBERIREFET—FEy MIWT S
HODEBHEDAHAT L,
BEEFT—HEy MO BRRBERICKYTAERTCE. EEOF
—F TERWI LR SRR IEFEX TS| ( TJAPANESE TEXT IN
SOURCE DATABASE] %) #{W35Z &, T—FROHIBOD,
HAET — ¥ ZEEOELUIERDO L a— NI/ TR 54
ERHIEE, BREFT—FEy hRORIET S L a— Rz
WERIRRECTAERT D Z &,

T DHFEILES] ( [JAPANESE TEXT IN SOURCE DATABASE] #5) i1
RBTIEH—BLTRE—ObLOEAW, F—4 A FXIEF—%F
FDOFEZE (define. xml) THRTHZ &,
AAFEEZSERRCa— FU X MEIESRT 2 BETICIES 723
BRMIIEFBEXFHN RN T DT &, B, HEXEFEHRNT S5
B FTOERBXFIEHEELICENT IHLERH I LI, KBICE
EEOUT A7 EEBNTE Y ek ia A Y (5 : [JAPANESE TEXT IN
SOURCE DATABASE 01] . T[JAPANESE TEXT IN SOURCE DATABASE
02] ) . O HAKEL OIS ITE T — 2 HA FEITRTZ &,
BEETF— Sy NEFIED T A LFIEDB L, DIMTF—F &
v MCHBT 2 EARE T —Z 2y M Tsdtm_jl 7HAFITED,
ADaM 7 — &ty MEHIST B AAET — 4y M ladam_j) 7=
NELEDBI L, T—HEy MEAERTANLIEZ2 DT —4&
v NCRI—OHDERNBZ &, _
AREEAE2SERVRAL VIOV THERFEOF —HEy FO
HEMED7 ANFIED, BETDIT —FEy bERHELARNT
L,

728, BRAIE LTHEEF—ZIZ oW TiE SDIM BT ADaM & biz Lo
BIFIETORBTEIE LT D8, BXRET — 2 80RKRROT—
FERHT A TFELRHIGEICE, TORMBLIT- OV TERNT PMDA 148
RTBZEBREELWN,

41.6 T AORMIZONT

4.1.6.1 #BHTETTTT A

(DISC 1BYEIZHEIL U - BT — X I lET A7 a7 A L LTI,
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ADaM T — %y MERRZ 0 77 AR URRTA w77 AOBRHERD B,
K0T T LT, TR ENESTROEEIEROBRB O, #i7rA =Y
AALDOHEFRRELZEBTHO, ST LY PDA OBEICRBWTEDEEET
L TAZENERERRIER R UWAEE LTIRET ALEIT RV, £, BEDOY
TRy =TT g VIZBET A LOTIEARWVE, ST AEER, E
CATLERE ERALEANL—Ya bV RT A VT MY T RBED A
Tay) ICETAERICOVTHETTF —F A FIZBWTHREET2 2 &,
e uERRALET e ST ARFERALTHWAES, v/ulus AL
THRHETDZENEE LD, w7 a7l 7 AOREXRRERMES. £,
F—&ty MR a ST AOIERRBEEZEMSEICEFEL TBY /T A
HAEORNPEERESEITIE, FTTA ) X AOSBARESE ORI
TELZE IR,
41.6.2 a5 5077 ANEK
4.1.6.1 Trd &Y, 72l I AIFEDY 7 b =T —Va il |
CRET D LOTIRGD, 77 A NAITERITY 7 MY = 7 HMFE LTchisg
FEEHDH &, THRFRRNT 7 A VEDHEIET 7 A ATERCET 35
HHET—EHA FIZEDRT &,

4.2 5 1THRER, ERRIEERBRAE DG I RS OMITIC BT 5 FFEE
FTr—FEITONT
TEERERESOETT —4 Ry — URIAE) WM REEFIR O HE

BT —HF RUT 0 7 L2EOBEHRBENFICOUWNT, BBl & EEEZ L

FIZFRT,
4.2.1 FEREEEROBET T —# v r— VPR Lo T
' [ERAR RGN OEFT — 4y —VaAE| 3. BEEYT
— S — A VAT A I VNI ABICA—FA A .k
TANENDEREBR T — ZIRHANEOTERA O PMDA MERTEZ &
P, XELLTEBETAZIEERETHDH, BB, VAT AESE
RERHCEF 7 7 A NEEORIT OIS, 3. TIEICRLEZ B,

TSV 7 7 ANEERERHTAHZ LTI,
PmALkwTFm%ﬁﬁﬁﬁwﬁ%T—ﬁA/&h/ﬁ%%J%

{ER T 2 BRIC KL BERFERIITREO LB THB,

«  Study ID (B F B A R4 5 3FF) :

¢ TrANVRR (TrANEEETD) BB F—bJeA Y RT
Ad774wﬂz%§%m;m$ﬁntb 7 7 A WIXZADAH
EMEER,

. %ﬁtéhtﬁ@#ﬁ@ﬁﬁ (STS (RE¥ERG7 SEABHAEARAT) . POP (13
SEFfiEdT) . PBPK (AEFRZERUEWRERTT L) XiX Other (£
Dfh) OFIE, BEEZRWTALTD, ) , %, STS (TR
B A BB REARAT & AR O 515 TR S iz B Bh R/ 3 11 2247
rE&ie,

v T7ANVDABDOME, 77 ANVORBRMMOT 7 AL EDE]
FRENEETEL LI ICHEMAERIRTAHZ &, R, lﬁf%é
BARALFHIL 100 IFE=TH D,
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4.2.2 HFEETT—F OREHRRHARCONT
BN R Y B EYT . RREEFARAT B OV TR SR SR B 28 8 5 VIR
DENZEINC DWW TS RETFTEL TICRT, 2B, BiroEEIc &
HT, F—F ¥y & SAS XPORT A TIRHT AR, F—F kv b4
L7 ANBRRE—ETARZ L,

4.2.2.1 FEEER 2 IRYEIRBRT

ADaM PASA DI CHEUERY e 3B eI B A R E 7 — & i
DA OWT, BT — &y PR —F &y HE%%@’%’H#:ET‘BO)
LB THAD,
O T —FEv k
7 A VBRI uTmm?hmwﬁﬂkTé EBEE LYY,
= e SAS XPORT 22X (%, xpt)
¢ ASCII Format Data Files
*  Phoenix Projects (k, phxproj)
*  WinNonlin Files (k pmo, . pwo)
@‘T*?t/ﬁﬁ%g :

F—&Ey MNEEEICE, PR ELERARVCEROHBA S

BWBIEEL, K4 EZBBIERTH &, B, B

RBEEFIIRRPHHGEIL, TOELHEYER—VEART

HIELETELIZZARW,

o TrAnFERik, KA eCID BHIKL T eCTD BBV EEIZ L -

TEDBNTWAPIF &332 EAEE LV,

4.2.2.2 REEREN (EFNMCESL VI ab—variad, )
BEFTIC BT 3 RREEFT—# 2R T 258120, #FT—#
Ty FEROTF—#Ey NEEEOEMITRO SR D THD,
O f@rsT—2ky b
77 A NGRGL. BT OWFhhomie 452 &m%ibw
»  SAS XPORT I (k. xpt)
e ASCIT Format Data Files
C)Tw?fxbm%% .

Ty NEBRBICEK, PR EBEBRLAROEROFHE

FHHEEL, K4 FBBIIERTHZ &, BB, BHE

EREELEIRELDHIBEE. TOBLEY—=VEHRT

BT LETELIZRW,

o 77 AR, KA. eCTD BE1K T eCTD B W EENIZ X -

TEDBNTWABPIF &5 EMREE LY,

4.2.2.3 EEFNEDEERTTNVEN (7 NMEESK ¥ Ial—v
3/%?& )

PR R T T MBI A REEL T — Y R RET O 5A
kob\’( RHETE 774N, F—Fy hEROT—FEy I‘;E%%%@‘?
I TEED &Y TH B,
C)mﬁLﬁWt%Twwﬁm\ﬁﬁbk%%&UéEﬂ7ﬂ~&@

&, T FIECERORESTEDERIESENDI T 74N
TP ANERIL, EEOERTELEZ LR, '
Q@ MHPEET—FEE2EEERRBROT—FEy b
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5.

BEDY 7 M= T TIRITTEB L7 %y baERXIINT
LTWAEAICHE, HEET T 7 AV (Simcyp PE Data Files (xml
R B FEHITHIIENEELY, B, BEDY 7 N =T AT
F—E¥ v NEERUINT L TWARWEASD T 7 4 ATERE, 5
DR TELIZ LR,

&) T“ﬁf/FE%%

Ty FEEBIE, PR ELEBRAREROBRA L

C EHDBIEEL, BRARBEICERTAZE, B, BINE
RBEELZCERVBDHIERIT,. TOEEHZY—VEIART
BLETHELI LR,

o Ty A AR, EmuemnﬁﬂkoemnmﬁwLﬁLio
TEDOLILTWDPIF L35 EBEE LW,

4.2.3 0 FT NEQBEGRBRENEICOWT
-4.2.3.1 BEHER IR BNREMRLT

%%@@X@%%@%%ﬁh%h%#6%%&%%1@%%bﬁbfﬁﬁ

v REFROFERMITRO LB Y THAB,

BTN TY X0 (FlEid, EHEHE T A —Z DEHFEE) 2
ERTRFREOT — & OIS, Ehh U BT IC B3 2 5EE R
EEDLOTHD, BB, 7T —4 2y MEBCYRBENEE
13518 (Phoenix Projects (. phxproj) @ Text Output £) |,
FORERRTHIETELIR ARV, £, SHEESSIC Y
BHRNBEENDZEEIE., Tho2EHTIZETELIEZARN,
77 ANERE, EEOBXTCELIE RN,

'4.2.3.2 FRHEFENT (EFACES VI al—3arvESi, )

BB BT 2 REETFT — &4 21BN 55/ oVWT, Ta s A

TrAN, ERRERBHEAINE 7 7 ANVROT 0 ST AFEESEDY
Ral—va BT AT 7 A ADEITTRO LB ChH 5,
O FusIrzrAN

77 ANERIE. THFA T 7ANERELTDHZEBEELY,

@ FERERESHAINSTZ 74 (NONMEM output %)

774 VBRI, LR TELX XA,

@ vIal—variPETaT7r AL

77 ANVERIL, EEOENTELIZRN,

¥, ST LFIEEOEMIETRROERBY THB,
o U ST ARETT A DOENFEIEE ST A LD THS,
e I, TS GATFANERBT S Z LADMBEERED

HT el RS 2BBITERTH I L, o, BEHENL
Ta s A EERTAICHIo T, NALDIRES., B
BT ) MERBRWIFEEICE., BRI e/ T LAFIEEDR
HHIARETH B,

HIFETT —F %L D & OERIZONT
HFEBETFT %L oCTD DR

6.1

FRAIE LT, ETORBEEFT—FiL, DAy I R—VhbEEEINS

T EREETHS, LLARD, oCID BHE U eCTD B E@ENC TR T H

HEIZ XY eCTD ZHTHB-E1E. eCID Xy 7 AA— 2 KR eCID 7 4+ VA1
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WHEERTT —FIRBFRIT 7 ANV EEDRNI &, EEL, F1E
ORMER—BICEET2HBEEFT — XY ORBOFELZRES D L ITHRH
TAHIE,
5.2 F—FNFA ML eCTD 2HEEOTE
eCTD Z1RHET AL, R—F YA P LEFMZRETERRCNERTE
HWEAHL, CIDEMESEZRETS L, VEREHROBIIL T OEY ¢
HD. :
. $ﬁm§®w 2
s HHEKS
o HHREBEI—LHEEOR
s ER, BEOR
s RBHTEHR
5.3 f—&wﬁ%b%&btﬁmnwﬁm
eCTD DIBHICH T V|, HBFEIIAMFREZ R —F N4 b ETRE, BR
XA T B, MAIEROFIILITO®EY THhbH, BB, ETOEB 2V
TREDZNCB G, BIRUIANZRD D O TIEARN,
s EA, &F, EX, FF7 b, EzZE0H
b oA SIS
eCTD A5
RHERE S
#HX (2—F)
HEERD
EF'nﬁqu@‘—”ﬂ Hﬁ%ﬁ:
qanﬁuuﬁwﬁjiﬁ%
A NAF x v 7 \ZBRET DR
XL A AHF A (D Ny T iR—2) OF = 279 LEEEdE
EIEMEREREE .
%@ﬁéﬁ&owmﬁmﬁéﬁmﬁ@%
- o
EREREF, BREAS L%, T2 D O by 7 Lb7 40
HhR—E N A N ECEEG L, PMDAIZEET B, fh&&%%bhm Bix
B EIZ D W CIEBIER T,
5.4 HR—ZNYA MRS LUTRE SN CTD 024
PMDA {FZ{E LT eCTD I LI AN AF o v 7 BN Y F—3r g Vi ET
L, TOFRERE & BT oCID ZIEFE OFRER % PEFICERKT D, eCTD
g 250 F—a NEFEE, KRAE LT PMDA @ WEB ¥ A k
(http://www. pnda. go. jp/) WZABT 5 eCTD RIEY — LD =2T L
LEBEIITHZ L,
5.5 eCID T4 794 7L FFEFT—F OLE
FiRET7 —FIIRFEECRMATREERO—HTHEIZ &b, BFFE
FF—F FEE (GBI, ERIIEER) T3F61E, CTDEHETTAZEN
BWEITH D, CID ERBFEFT —F E0TTIRIHTAES. 3.3 IIRTHEE
BF 7T —FI AL AIMERFRETAZ LT, YHEFEETFT —F LEET
5eﬂD®%ﬁmﬂ L%, $ﬁ@%7—ﬁ%%&T5L%t . BLFo
WEETHZ L, :
® eCTD FEHR HIFICRINT D HFEETFT — %
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PEHRHIC BT 2 HEEF T — & 2R L, PMDA DD BT —
A MREREZ TR, MERHICEET 2 BEETFT — & 2 8NiE
-m#& EIXTER,
@ BElHTIEBICRMTL2REEFT—4
' %Akﬁ?éﬁﬁ IR AHEEFT— I, ﬁmweMD%ﬁ@
HETLEESET, BEORMERE LTR—FZAYA M EHh LTER
‘9B,
©) &m&ﬁﬁ_ﬁﬁfé$ EETT— 4
IO TIRHLIEFBETFT —Z D55, PMDA A5 eCTD SETHRIC
HBHLDELTRDIEH DL, eCID HETRHCERITIRHT 3,
. %hﬁ@$%ﬁ%r—&e®% FDHERHT D, LARTORHEE
B TR ULEEBETT —F 2 EERH T2 HEIRRY,
» HIFE %%T“?Hﬂu%ﬁ?é&WQH#TELEW%Aﬁ =
) FEEIZ DWW TERNC PMDA IZFEER 5 = &,
* DPMDA DOLHEEBETFT — ¥ SHEEKZZ 2RI, YKEERES
CEIE T AHEET T —F FBIRET A2 SIXTE RN,
s EEMHSBICHFBEETT —F 2EBHTIEAEFHOEIEICHES,
5.6 HFEETT— XY REFOEEHE
CTD 1% eCTD SKETRRIZHFEETT — # #RHT2E481. [HERHOXK
REEOEBIRROMRIZONT) (EiR 22 £ 12 B 27 BT IEEERE
mwmlvﬂjﬁﬁ&Aﬁﬁmﬁﬁwﬁﬁﬁﬁﬁﬁﬁﬁﬁﬂ)ﬂﬁ®6ﬁ%
FTEERFIC, YEHEETFT —F R ONWTHRBTAIE, ok E, #IHT
DETDT 7 A VEERBUCHIFET 24513702 < | FRRICEET HHHEE
FF g —DF NPT E T I,

6. FDfth
HHBT 75 OREERDIRREED D b, KBRPHRAEH LT
Lb CID T#HB = & ERDTHRNSDIZONT, Sk E 0K HERA
B . CHIET B FIKIC L ) BFICIRIT 5 2 L RTE 5, ZOHHD
KRS B I R ORI R BT {UATRIZ DV TSR T



AL 1

AHA FCHWSRAFOESR

BTF774ANV (R—F1e LTRETIEZETOT7 7L 0)
FRBBBFOETT —5 (=HEEFT—¥) (K EZRNEE TR (BFF—%] L)
g BRI T — &
|  F [BEERREBRT — & 0 5 LIEERERRORFETFT—F TRVE D, ]
| | |CDISC#5—4 (=CDISCIz¥EL L /=7 —&)
I | | F—4%Ey b (=RHF—%Ev )
I I 1 | FDIMF—&Ey b (=SDIMizL5F—%Ey )
I | |1 Y#FFyr—4Ey b (=ADaMFT—FE > b AmML£57~#t/b)
| | | YE#LZ7 740 (=define.xml)
| | Fr¥y—57—%
| | | F—2tst
| | | LEs®vran
| | LYFausShazyran
|1 MRS e 75 A
|1 L7 —5 &y MERAT ® ST 5
| b (BRREHERORFETT—F]  (EHERY R BB REARAT S =4 & ho - BBk
I B, FREERSEYT, AREERYEERT T VIS MEEFT—4)
| ' |CDISC #E#il57— 4% (=CDISC IZ¥#L L71=5F—#)
I | -ty b (=REF—%Ey )
| | | FSDIMF—4tEy b (=SDTMIZEBF—# &y )
I | | YERT—5Ey b (SADSM T —# v b=ADaMIZ L BT —% v b)
I | LE&#EZ 744 (=define.xml)
I FCDISC BHELI A DBRD T — 4 (=ADaM LS OF CRFT — & & v b %47
I | B B{E DT —F)
I | =%y b (=REF—FE )
I | | HEHFFT—FEv b (=ADaM UANOERDF—ZE v )
| | | Y5y —d ey hTRWTF— Sty b (BRI EGE TVIR
] — HrCRRE LR R EHART A —2 DEOTFRE)
] | FF—-sEy bERE
I | FEELREENHAENEET AL
i | Lyzav—varvikB4ds57740
] ] L 25 AFIEE
| HEdr s (UXENICEY 3 2585 51 30E)
I CkFursazrAn
[ ! Mg 7 e 75 A
| I LF—& %y MERR 7275 A
I " LEREEEROET T — 4 Ny r— VR E
LishlE4- % 30
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Term

The DVTERM values will map to the controlled

terminology in DVDECOD, such as

Domain |Variable Variable Label Type CDISC Notes (for domains) Core
Prefix Name ¢ P Description (for General Classes)
= ’ Reason not done. Used in conjunction with --STAT
eI --REASND Reason Not Done {Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
il --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 COVAL1-|Req
: : COVALnD.
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".
gy SVUPDES Description o‘f _ Char Description of \.wl.lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT 2 l[{):llitg)’rt;;eg],a;?e of Char Vt?rbatim 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 texf Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perin
- |[HYPERTENSION.
EX EX Ab ] Regson for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Is{zg;;ts:ieName of Char |Substance name. Examples: Cigarettes, Coffee. |Req
SU SUMODIFY Modified Char If SUTRT is meodified, then the modified text is Perm
Substance Naime placed here.
Substance Use Substance use consumption amounts or a range of]
sU SUDOSTXT Consumption Text Cha consumption informatil;n collected in text forﬁm Perm
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 ABMODIFY  pr ™ 00 |Char |\ MODIFY will contain the modified text. . |F&™
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. Usuvally 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 term for 1l dical
MH MHTERM the Medical Char {Coroailin or preprinie erm torthe medica 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

TREATMENT DEVIATION.




Variable

Domain . 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 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 off
Qs QSTEST Question Name  |Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer

than 40 characters.

(3% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LA[%, SDikiz—IpEm%)
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TEXT IN SOURCE DATABASE| %) %f:*&fﬁﬁ'é (AETERM %A zl: “CLII{%)

Row |STUDYID |DOMAIN [USUBJID: [AESEQ JAETERM . - |AESTDTG = |AEENDTC:. AEMODIF_Y, JAEDECOD |
JAPANESE TEXT N
1 ABCI123 (AE 123101 1 SOURCE DATABASE 2005-10-12 - |2005-10-12 Headache
JAPANESE TEXT IN| ! , -
2 ABC123  |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05  |2005-10-13T19:00 Back pain
- JAPANESE TEXT IN Pulmonary
3 ABC123  [AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row AEBODSYS. -~ " o ol "JAESEV: ' |AESER |JAEAGN. 7 [AEREL S
1 {cont)  [MNervous system disorders SEVERE N NOT APPLICABLE EE{%EB‘“Y NOT_
2 {cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED  |PROBABLY RELATED
3 (com) Vascular disorders MODERATE Y DOSE REDUCED PROBABLY . NOT
) : RELATED
Row AEQUT - o0 TARSCONG [AESDISAB: |[AESDTH! |AERSHOSE|AESEIFE S AESMIE [AESTDY [ARENDY:: |AEENRF- |
1 {cont) RECOVERED/RFSOLVED -1 -1
2 (cont) [RECOVERED/RESOLVED 1 1
3 (cont) gECO.VER[NGIRESOLVIN Y v 9 AFTER
AE RAA ¥ (AXRET—FEv )
¢ BARETT—AWNELETHA MERIZOWTH, Eﬁﬁ%%wiifrﬁ?ﬁ@"é
Row |STUDYID [DOMAIN |USUBJID: JAESEQ |AETERM~ - ' |AESTDTC:: AEENDTC [AEMODIFY-{AEDECOD  :
1 ABCI123 '|AE 123101 1 ki) 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 |2 A 2005-10-13T13:05  [2005-10-13T19:00 Back pain
- .. 10 Pulmonary
3 ABCI23 |AE 12311 3 Yt 2005-10-21 embolism
Row AEBODSYS' JAESEV . . ¥ JAESERY JAEACN--;. 020 5 |[ABREL: . )
1 (cont) Mervous system disorders SEVERE N NOT APPLICABLE EEII:TI!ETELY NOT
2 (conl) Musculoskeletal and conneetive tissue disorders MODERATE N DOSE REDUCED PROBABLY RELATED
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED PROBABLY NOT
RELATED
Row AEQUT: L AESCONG |AESDISAB |AESDTH * [ALSHOSP | AESTIFE |AESMIE [AESTDY|AEENDY “[AEENRE .
I {cont) RECOVLRED/RESOLVED =1 -1
2 (conl)  [RECOVERED/RESOLVED 1 1
3 (cont) gEGOVI:RINGIRESOLV[N v Y 9 AFTER
#2) FXDBAFBLIRTDHIILBRETHY . EHTIEEXFSEHEEICXR
TANENDSHE
QS KAV (HEHFT Sy b)
Row [STUDYID - - |DOMAIN -|USUBJID ~ |QSSEQ -~ |QSTESTCD- |QSTEST: S - !
1 ABC123 Qs 123101 | QSTESTI JAPANESE TEXT lN SOURCI.'. DA'l ABASEOI
2 ABCI23 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCI123, QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(Q3
QS FAA Y (BFET—=FEY )
Row |STUDYID: (DOMAIN USUBJID- ~ |QSSEQ QSTESTCD: [QSTEST:. S T i
1 ABCI23 Qs 123101 1 QSTESTI Eﬁz’ihﬁéﬂa‘i #‘zjx ?
2 ABCI23 Qs 123101 2 QSTEST2 =3 AL TEET?
3 ABCI123 Qs 123101 3 QSTEST3 FEABIEE L THERTTA?
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Dataset::m { OO 57 —2ky M)

No. Variable *1

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 DV Plasma concentration
Number of the compartment where the parameter was measured
1 = Dosing
6 CMT 2 = Parent drug
3 = Metabolite
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)
X 9. 4.0.¢
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XXXXXX

No.  Program file name *! Description *2
R 7,727 : OO Ver.@®
fEREN: » - - KAWE,
fERFORBE A
Ty T ANERITB 7 AN TROITCRET S,
XNAAK <= "L
DT E T ANERET DT AN ETEROITCIRET S,
) XXXXX<- "2 A4
1 XXXXXX s FROFETT Y S L% FITFT B,
' exportData( XXXXX)
. HEELEZ 405 (xoxx) IKHAENRECSVZ 740 ( Toox) ) 235
LT vRal—varfD-. - 774N (oooox) BETT S,
TRy b7 7A0 (xxxxx) &, ETHRELEZ 404 (xxxxx) 12
7T %, :
s TROTNLTa /7 ADETEHFRL, BELET YN vy 774
I XXXXX) B RS IR A,
xxxxx <- importData(XXXXX)
HBHYZ7 b7 1 OO Ver. @
FEHER . -« - iAW,
X
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