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UTHAREROBRE L VEBLIZ LD, EBERLT—4HA FIZ
LXHARNBEDHENEETHDLHZ LICEEBETHIRETHD,

ADaM F—# ¥ v MZBW T SDIM F—& ¥y b ERIUCEEEHAVTWY
BEAIIE, TOEEOBE, NAREIZXRKETHZ L,
41.1.4 5—ZEy bOT7 7 A AHERUZONT

CDISC AZHE|Z #EHL L 7= SDIM, ADaM 5 —4# & > Rk, SAS Institute 2%

BT BT —HERET 4 —~< v FTH S SAS XPORT 7 7 A VEEE T 4 —

~w b Version5 3 (AT [SAS XPORT K] L\ 5, ) T, 17—
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Ay hE1ITFANVELTRETSZE, 2B, SAS VAT AILED
VERKEEIZ1X SAS CPORT Procedure I3 LW\ 2 &, BAETOTHMA
HENOHEYIEZEZ ONDEH (LT TEARFEEE] L\vH, ) &
EFNDT =8ty MTBWTHRIERIC T 7 A AFRIT SAS XPORT R &
L, 7—4&ty MERFRICAWO = XXFEY v N XEFEILEFRET
—ZHA FIeEH 5L,

SDIM 2R ADaM 7 —# & v MW TCid, T—F vy L7714V

- ZIER—ETB L,

4.1.2 Tty FOEBBERERVEOMOFET 5XE
41.2.1 5—FEy hOEHRE

SMMA%MT*&%/FL@?%E%%M%M%MCM% BT A
Define-XML F&=iZ . NBEDORRPARER R Z A Ny — b ~DEBFR
&@nmu%ﬁ@774wti&wthv\ﬁﬁ#é?~ﬁty%&ﬁ
L7 NVFICEERIANY— N EHIIRMLUTEETAZ L, ER
EDOT A NAIE Tdefine.xml| ¢T3, EBEORABFLLTIX., 7
—&ty b B, BEOBRYVEAE, ROHKAIAZESa— FigET

| BEHENEEND, HEEOERIIA—TarEEDEIL,
ARBEEDDICAVLON BEEHIB W TR RTINS EITHR
&%ﬁ?“&f/F&@@H@Eﬁ#a%ﬁ%é:&ﬁ\%%ﬁ%?
—F AW AREEZHEBICEDIEDHICEETHD, LoT,
ADaM 7T — &t v MIBETAEREICIE, 4. 1. 1. 3TRTESME, etk
DEBERFEREOCAE - AEOREDORILIZBE L 3 ERRRER L5

DI DIEFTICOW T, R R & s T B R T — & & o oA
SNIEHEELOBEFRETRTRITERA YT —4 (Analysis Results
Metadata) BNEENDZLEBLEE LW, BIAIERAZT—FIZBWT
iE. BEETICOWTLUTOEENSEND Z ENLEE LU,

s BRRBEREECR BT INIENTERE R TREESERUVRTA
o fENTOWNAE & EinEH
o ERTAINRTGA—FLHEa—]F

C e fEITRIR & 70 BB
e HRTHZT—FEv b

Ce EITHRE DL a— ROBIREYE
o RATHEFEITK T ARG T IRM. BT T A4, BIFFED

ABENE
o RN FIEBCRIET AR T v 7T AORE

FETRER A X T — 4 OBRIZT OV T AEERIRY CDISC T X3
Analysis Results Metadata Specification for Define-XML #%%& &
THILLTEHN, EEZBLEDTRHTZZLENEERESITIE

" eCTD JBEN RO eCTD Bffe\ MEENT Lo TESD HIL T 5 PDF 12 X 0 BRI
THZENERETHLD, 728, EZBEICBVWT, RASSBEAEICE
DERESN TV THELEZ R,
4.1.2.2 TR ZEFHREE (Annotated CRF)
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FEIRAT EEGEHREE (LT lTAnnotated CRF) &V 9, ) i, CRF (Z
IOVNEINBT—FZDHKEBE L, T—F Yy MNIEENIEHEXT
RS THEBRERLEZLDTHS, CRF OEBIZHIST AL L LT,
CDISC {BUEIZHEPL L 725 —F 2 v MZ2WTik SDIM D% A5
v EROTEHEFIEICOWTEL, CDISC 12k 5 SDIM Metadata Submission
Guideline (SDIM-MSG) HM&BE L5,

CRF IC X D IRE SN /T —F X FTREZRZBR Y SDIM 7 — 4% & » MK

énrmméné ENEBELWS, BHENLRZWT—FEERHD
A1Z1X. Annotated CRF ETIFEHT —& vy MZEENTWRNVWE

»Améﬁréfékk% I, BEENRWEBET—F T A FIZFEHE
FTBHZL, EEL, FOERBEIALILELDICOVTIREHTILE
CETR,

Annotated CRF D7 7 A MERIE. BRI, eCID WBEZ N eCID Bkl il
MZLoTEDHINTWS PDOF & L, 774 V&AL Tacrf. pdf) &35
e, BRIELTCSDIM T —4 2y hERUZAAFITHEMT D Z L,
4.1.2.3 —&HAF

AABEBOBEEBICL DT —FEy FONE., HFHEOBREL R
Ték&% I, BB LT — 4y MERIZLH T o TOT —F1E
L HEOF| AR R OHERMEIC B T A A FEEE T A 28, SDIM F—#&
v hEO ADaM T—F 2y hOEFREFNIZONWT, F—FEy hDE
' BEONMACT 4 A FEERL, BRIE LTHISTET—FtEy

FERUZANMFITHEMLUTRHETBZ L,

SDIM 5 —F v MIBETHT —F T A NiZidbi< L bELTOIRHE
EEDBI L LTS,

o [EERRERAL . IBREMHEESE LS

o [REREREEICEI T B FHEA
e BV hoiEE, SEAE, SEROEDNA—Va
s WHRRET— X DO
o F—FIEH~OEENMEICBET AT (N T —Ta UERICETS

FEA)

¥/, ADaM T—F &y MIETBET—Z A FIZIZLLTOEE®NE
FNAHZENEELW,
[RRERER4 . IERENRHEEE S
fEGTT— 4 7y MCBEET SRR EICE T S
Aobhi-1E, HEHE, EERVEDNN—Va v
EHOFT—F v MoLETRREA

— &%y NOERICETIEER

—& ¥ FDOFHA
T H A ORI T ARHA (Y TV a VIRERICET 5 38)

SDTM, ADaM 7 — & & v b ENFNDT —F TA ROERKIZHTZY
CDISC EHEIZ BN\ TITTFT —Z H A FOEMEHR 7 +—=< v MIRitEh
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L TVARNR, FEEICEDINBICONTER, UToERE8EICT
HZENTED,
o SDIMT—%FEy MIBETHET—ZHA K
http://www. phusewiki. org/wiki/index. php?title=Study Data Rev
iewer’ s_Guide
© ADaM 7 —F -ty MIETET—FHA K

http://www. phusewiki. org/wiki/index. php?title=Analysis _Data_
Reviewer' s_Guide
& 3EIL, AL, eCID WAL N eCID BR\V vBENCBWTED HILTV 3

PDF TIER L., 7 7 A V&I SDIM, ADaM {Zxtis L TENRER [study-

data-reviewers—guide. pdf | [analysis—data-reviewers—guide. pdf ]

ETBHZEREELY, B, T4 HA FIZFEABCHERLTHLE

LEz 70,

4.1.3 . EFATREREDNA—T g ZoNT

WBCW@L@%LK?—&t/F&UE%%%W&T%K%RDE%
4%, CDISC s, A, HEZIZOUVT, PMDA BT ALHE
%&A~75/HPWA@M$#4F(mm/Mwmwgﬂﬁ)%iﬁTé
:koﬁﬁ N—=Ta s DRANAER, PFEENARPHEEICTERT D

RHER B & BB HRBT35,

F—RENTRRAN—Va VEFERTAZ EFELIZRWA, F—
RN TCIIM— L=V a 2BV Z &, F—EERRBRNO—
DRNAANZDNTHD RT3 U EBRBLUESEIE. LAY
gV ROFOBEBIZOWTT—FHA FIZBWTHBATAZ &,

BEOBERBRBROFESMBHTOT —F Y MTOWTIL, BEERBOT
— &y NI NR—T g VRBRR o TNWBEETH-oTH, H— L7TY
— g VITHEVERRT B b, NV a I L TEBIR L A—V
VORBIREBR, BRA=TarhbDBHRITHIZBE LIZA%Izon
Tk, T—2 A RIZRR#T+52 L,

4.1.4 AEBEIEOEREIZHOVWT

CBUE, RERBEBEEDOT —FERMT B, £ OERIZONWTE
NENEBSEEIERE (Therapeutic Area Standards) 7%, CDISCiz X WA
BlEah T3, BEICEERAR S TV AKRBIZOWTIZEDEELFIA
TAHZLENTEBZN, FALEEREICHOVWTIRTF—2 2y FOERERW
F—HHA NITER#HTHZ L&,

4.1.5 HAFET—F OB HFNZONT

EIZIS: TT“‘&L&ﬁén ﬁ‘o%h%%nn \—w—}ﬁbf;bﬁ/\r—ﬂid)l ﬁﬂ
BEZONABND HAEHKIZOVTIE, BARECTORHBBLENOEY]
ThHY., BRETEHKLAT—F UT TBFRFET—F1 L), ) =
ufﬁf) ERTFBETH D, BEENE ENDATREMEN H 2B H D F % B

21T TN, ZHIEED LD TR,

BABEEDL FAAS VICEENDIHEDOARET —F DT —F > b~
DM FERCREFERERNE LTUTOEBY &5, B, B3
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W2l &R,

BUTHRALY (F—FEy b)) I2onT, BAEF—FtEy b
RO 0 ASCIT THESRTWAXEE Yy FOATHER I L
eF—4#ty b (UT [EHFT—FEy M 205, ) D2O0D
Ty NEERTHZ &,

AAET— 4y MIBARFEEROLZAAREL L, TSI
BEF—FEy FER—NEDOEKEEDT—F B¢,
AARETF —F ¥y NEEETFT -y MIBAEEEB & Zhioxt
ST AEBEILEFIDTF — A EDEBRVEREEFA—DOEEE L,
LVa—R#, La—RFolEFb 2207 %ty METR—&T5
e, BB, T4y VOEBEIIREFET —FEy MIxXT 5
HLDDRBEDHT I,
FFET—Fy NROBARBER YT AEETICE. EROT
—H TRV ENBA L2 RIEFECFES ( [ JAPANESE TEXT IN
SOURCE DATABASE] %) #7252 L, T—FROFIRDID,
AARET — & 2B OEHUIBEE O L a— RZod TEMRT 54
ERHHEE, BEFET— ¥y MhoxtiETdba— Pl T
WHLE TR M T oz &,

Z OFEEFH| ( [JAPANESE TEXT IN SOURCE DATABASE] %) ix1
RERTIE—BLTR—DObDERAW, F—4HA RXIZTFT—4 &y
FDEFHE (define. xml) IZHRTBH I &,
AARZEZSDERERSa— FY X MEIZRET A ERTICIE Y 7238
RIUITEBXFFI /M TH I L, B, HEBXFIERNT545
B, FOEBXFINEREICENT A2HLERH L0 6IE, RKRBIZE
Faolr A7 EMBNEE xS E B (5] . TJAPANESE TEXT IN
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02) ) . TDBEAKEELORIGITET —2 A FEITRTZ L,
BT — ey NEFIEO 7 A NVFICEHHI &, SDINT—4F &
v MIHIET 2 BARET —F v ME Tsdtm_ji| 7+ VFIZED,
ADaM T —Z ¥ v MG T 5 BAE T —F v ML lTadam_j] 7%
NEZEDL L, T—4Ey FARBT_NVAIZ22DT—4 k&
v FTCRI—DHDERANDZ &,

AARFBEEZEERVRAL VIZOVWTRERFEOT —F Yy O
HEFED 7 ANVFILED, BETHT—FEy hERBHLARWT
L,

feks, EEIE LTHEARBET —ZIZ 2OV Tik SDIM K Ot ADaM & b1z EFEOD
BMFETORET S L L T34, BARET — ¥ 2BUERARDOT —
2 ERETHEFEND DHEITIE, TOHMBEICOVWVTERTIC PMDA (Z4E
MTBZENREE L,
4.1.6 uFZAORMZONT

4.1.6.1 #HTLII7ar T A

(DISC HBHE|ZUEPL L 7= EF T — X W BETHA e/ J 6k LT,
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AMT—% &y MERRAZ v 7' LR ORTR 7 v 75 AORHERD 5,
70 7T Ak, EIVENEITH OZEIEROBROEER, f#r71 3y
ALDOHERNERERTHD, 43 LY PDA DEREBIZBWNTEDOE FET
. THZ LATEERARUORA L UTRET AHERR, £, BEDY
T ROz TRN—D g VIZRET B bDOTIIRWVE, 7Ful5skER, &E
CATLERE ERALEARL—Va v VAT A, VT R T ROED A —
Ta ) BT AERICOVTHETT — 2 1A RIcisW Tt 5= &,
oAU ST ARFERLTWAES, v/uus I abHe
TRET A ZENEE LU, =7 a7 ud 5 A0RESEEE R EE. T,
TF—sty M7 ST AOERBBEIMEEICEFE L TRBY Fu s T A
BEOIRHAREESIFEFIL, BT AT Y XLOSMAHHEES DR
TELI IR,
4.1.6.2 a5 r07 7 ANEX
4.1.6.1 TRTEED, vl ZMIEEDY 7 hy2ToN—Tg 42
©BRET DD TRV, 77 A NBITITEITY 7 b U = TS L EE
FEEDDHT &, JEHEFRRNT 7 A NVEDBERILT 7 A MBI+ 58
BRET—4 A RICgHBRT L,
4.2 BB IERR, ERRIEERBRS ORER CRRRIEEFEROMTICET 2 HiEE
FT—FEZOWT
TERRFSEEDET T — 4 3y r—HAE ] I QN ERRIRE RIS o # 3
BF 7T — A RO 07T NEOBEHMRHAFICONT, I _R&HIHZ L
TR,
4.2.1 (RN OETT—F 1\ & —TRHE] 2o T
' MEE REBEROBEFT —F Ny ¥ —UBHEE] 13, HHEEFT
— 2 E S I A VAT ALV RHT AEBICAR—F YA b
@Aﬁéhé%%ﬁ%?—ﬂ%Wﬁmﬁﬁ#&mmﬁﬁm?é:e
mh, CEELTERHIAZLEBARETHD, BB, VAT AESE
BERNCETF 7 7 A NV EROEETABRICE, 3.7THIRLEERBY,

IVZ7ANVERHTDHI ETEVY,

PMDA 12 BWTC MEEREHEEROEFT — 4 v Fr—VHHE %

TERT DBRICLERERMITTEO LBV TH B,

o Study ID (ZREREFERIT S LFF)

o T7ANSR (FrANLEEL) , BB, F'— b I=A VAT
LET 7 AN R B BERNICHRARA DD, T ANNZADAT
IEAELRV,

o FEhESWIEITOMEE (STS (FE¥ERZ2EWEHEERRT) . POP (£
SEMAMEAT) . PBPK (AP ZEn) R4 8 3 %TW)Xﬁomﬂ(%

D) DE%E,. BEEEHAWTAIT S, )cﬁk STS T idtEHE
7R 3K Eh R ®ET %%%WJTW"

EEte, _

o TJ7ANLNDRBDHBE, B7 7 ANDEBRLMDT 7 A )V & DR
FEPNFETEL LI ICHMEPTE®RILI L, B, AHTED
BARIEFEHIE 100 XFETH B,
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4.2.2 HIFEBFT—FOEEHRBHREICONT
FE YR 72 S B REAEAT . R AR FRARAT B OV B 22 R SR B 3 T 5 L RRAT
DEFNFIIC OV THET XEFTIFEFLUITICRT, 2B, BITOBEIC K
59, F—HF¥v b&SAS XPORT AR THRHTAEICE, T—F &> b4
L7 7 ANEEFRE—-ETBEZ &,
4.2.2.1 EEHEN e IRYBhRRARAT
ADaM LIS DTG CIEHER) 7 SR BNRERRAT \ C BB T S BT 7 — ¥ &R
HEBRITHOWT, T — 4y PR —&F &y MNEREOFMILTED
LB Ths,
O @y —4#Ev
77 ANERIE, BTOWTAOBRETEZ ENEE LYY,
o SAS XPORT FEZ (. xpt)
e ASCII Format Data Files
e  Phoenix Projects (* phxproj)
e VWinNonlin Files ( pmo, *.pwo)
@'7~5f/kE%%

F—Fty NEBEICX, P ELVEBRARUVEROBAL

EHHIELEL, wﬁ4%ﬂ% BT B Z &, B, fBITH

BREEEITTENHIHERIT., TOEEHUI—TVEIRT

BLETELIEZRN,

o Ty ANTRIT, AL eCTD BENKZ N eCTD BV BN

TEDHDBNTWAPIF LT A2 EREFE LY,

4.2.2.2 BEFENT (EFTNMCESILVIab—variEt, )
BERTIC BT 2 BEET T — 4 2IRHT2HAICOWVT, T —%
Ty PR —FEy MNEBEOFEMIITRO LB Thd,
O f@trsr—&tv b
77 ANERIL, LTOWT OB ETHZ ENEE LN
»  SAS XPORT JZ=\ (%, xpt)
*  ASCII Format Data Files
@ T*ﬁf/kmﬁé

F—FEy FEBEICIE., PR ELERERUEROHA L

EhorotE L, wﬁ4%£%mwm#5:ao@%\%ﬁ%

REREEZICHARDIBEE. TOELHYU—VERRY

TETELEXRZ RN,
o Ty AnAFRIL, RA]. eCTD WA N eCTD B W EEIZ L -

TEDLBNTWAPIF ETAHZENEELY,

(4.2.2.3 EHEZENFEYEERTTNVET (ETNMCEISVIab—Y
a/%a& )

EHIRYER R T T VT T A BEEE T T — 4 R %6
howf\%mT6774w\7—5tyF&U?~&tyFE%%%®#
MIXTRDOERY TH D,

O BITICHAWEETADEE, RELEZEYRTEE AT A—FO
B, T FIECHERORESTEDERVETENDI T 7 AV
T AN, EBEOBRTELEZ 20,

® mMYBEET—2E2E50EERABROT -y b
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5.

BEDY 7 by =T TR TESHE T —F vy b EERINT
LTWAEAIZIE, Y%EF 7 7 AV (Simcyp PE Data Files (xml F%
) ) 2EHETAIEAEE LY, B, BEDYZ by =THIZ
F—F¥y N EEFRUINT L TWARWEED T 7 A AERIL, £F
DR TELE RN,

® F—FEy hEBE

o T—4Hty MERBIDIZ, PR ELEREL R OEHOME Y
A LEL, KA EZSBIERTAZ &, 2B, BITRE
RMEESICRBLH BT, TOFLHY—VEHRT
HIETHELIZRR,

o TrANFENUL, KA, eCTD BHKE TN eCTD BV ViERIZ L -

, TEDDBILTWAPIF TR EREE LYY,
4.2.3 T dT AhEDEENRBHARICOWT
14.2.3. 1 BEHERY 72 SR Eh RR AR AT
FRENRE U SE B RE/ TN IR T A BT R E X E I HE U TR
v TREFROMEMIITIED LB THA,

o MRIFTNATU XA (FZIE, BYEEAT XA -4 0BEHFES)
EETRRN DT — % OBEE, FHE U -8 283 2 SEiE R
EEDLLDTHD, B, BT —Fty FEFICUYKERIEE
N%5%E (Phoenix Projects (*. phxproj)® Text Output %) i3,
ZOEEPETRTEHIETELIE LR, £, BITHEESICYZ
BFRVEENDIEEEF,. T E2EBHT B ZETELE LR,

o Tr7ANERIL, FEOBRTELI LR,

'4.2.3.2 BEREN (EFAIKEISL I ab—varESte, )
RERRITICRE T 2 BHEETT — ¥ 2BHT B8\, TusJh

TrAN, FEBERBPBHENZ 7 7AAVRTT 0 ST LFIEESEDY

L2 b—a BTV A NOFEIETRD Y TH B,

O FurlIrT7rAL
T7ANERIE, THFARN 7 7ANERETDZENEE LY,

@ FERBERVPHAESHET7 74 /v (NONMEM output £5)

7 7 A NERIL, FEOFXTE LI LR,

@ vialt—va BT HrTr AN
T ANERIL, EEOBXTELIZR,

Fiz, Il LAFIEEOHEMIITED LY TH S,

o ulTLhEBETTAROOEMFIEL ST ILDOTH A,

o HReb, TRITFATFANBROT S T LOHREED
e L, IS Z5Z|TERT A L, 2B, BHSE
IS G A ERTBICHIno T, NALDEEE, B0
21T O MENRWEEIZIE, BRI v 7T AFIEEDR
HIEIARETH 3,

HIEETT— ¥ % L eCID & DRIz ONT
5.1 HFEEFT—FEL CID DEE%

FRIE LT, £ECORFETFT—HIZ, CIDARAy I R—rNHBRENS
TEBBEUTHD, LLAERD, oCTD BEK N eCTD BV IR
EIZE Y oCTD BRI T 2HE1E, eCTD Ny 7 R— 2 BN eCID 7 # /L X1
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WCHEETT —FIRBZBERUIIT 7 ANV EEDRNI L, 722U, B1H
DA ER—EICHET L2 HEETT — A DRBOFELREZ T LICRER
THIE,
5.2 W—Z NP A ML D eCTD ZHHEFZDOEE

eCTD ZHTABEIX, R—Z AV A P LERNICERHTE B ROMERE
WMEADL, CIDZMBEELZRETHZ L, VERBHROFUILITOHEY T

b5,
o HIFEM B ORRFEA
o HFEXS
o FHRENIT—EHFEDOR]

EAX, BE05|

o RHFEHR
5.3 W—FZ NP A &S LTz eCTD DM

eCTD DIRHITH T2V . BEEFIIMAMBRER—F VA F L TRER, TR
XIIAHT D, FIEROBIILLTO®Y Thb, BB, £TOEBIZOW
THRHEOFZ N B, BRI AAERD D LD TIHRW,

o ER BE FR, K537k, ZM2E0H|

o H—hUxAZHEE

o eCID &=

o IRHERES

o #HX (=—1R)

«  HEKS

o HFEMEO—RAILHR

s HFEM B OIS

o UANARFx v 7T BER

o WMLAVAFUAR (DN TR—2) OF v 7 ABEEIE
o ENEMERERIE

o FEERE MK (X eCTD SR Y H OB

s EE
FEAERG, BRI AS LR, BHT5 D O by P LT v
HhR—BNAYA N ETEEL, PDAIZEET D, R—FAP A b EORE
B AR BB WD TIRBIISRR T,
5.4 W—FNHYA FEASLUTERH SN oCID OFAH
PMDA 1ZZ(ELT2 eCTD IZH LA NAF = v 7 RONRYF— a v & FET
L. ZOfRE L HIZ eCTD ZEFE O R L FIEEITEE T D, CTD
T a0 F—aryNEE,. RAIE LT PMDA @ WEB ¥ A b
(http://www. pmda. go. jp/) Z/ABHT 5 eCID WRIEY —NVO#EfEw== TV
BLEBEICTED L,
5.5 eCID A 7% A 7/ & BEFETFT— ¥ OER
HEEE 7T — & ISR T _REENO—ThE LD, HiE
FTF—HEFEE (BN, BRGIHIER) 75561, CTDEZWFTTDI &8
BEEITH D, eCID L HEEFT —F 20 CTRET A5G, 3.3 [T HE
BF T —FIBHAIMERE RS A 2L C, YKHEEFT — ¥ L ET
% eCTD OFFENTREL 2D, BHEEFT —FERRETDHTHZY, LTD
RICEEBETHZ &,
@ eCTD FIEIRHFEFZIRH T A HFEETT —F
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@Eh&h%@#éﬁ EEBTFT —F REH L, PMDA DD BEEETT—
SHER 2T %I, PIRELCEET2BFEETT — ¥ 21BNk
'mTészT%&w
® %%m%f%@ﬁ IR T2 BEEFT—4
| T BEEICRMAT B HEETT — &1L, BED CTD RHE
ﬁ%vk@ﬁéﬁ? EIEDEHAMAEE & LTR—FALY A FENLTE
' HT B,
® wm&ﬁﬁh%m¢7$ BBETT—4
FEOQOTRHELZFFEFT—F D55, PMDA 2% eCTD ShETHEIC
HBHDELTRDESDIX, oCTD WETRICERICIRH T 3,
s RRHEOBBEF T —FLOEH0AZERHET S, LEIORHERR
BECRHL-BEETFT — 4 2 BERYTAILETARN,
o HEEBETT —FLSMIRHET S eCTD BEAEE LARWEESIT. 21
, FIEIZ DOV TERTIZ PMDA ICFEE T 5 = &,
* PMDA 2O RFEEFT —FREERELZITHRIC, YUNERHEREE
CEHETHHBEFT—Z 2 EMBHTEZ LT TERY,
o ERIMESBRICHBEETFT —F 2RHETIEEIIAEOFIEIHS,
5.6 HEETFT—FRHEOLERE
CTD Xi% eCTD SLFTRFICHREEB T T — # ZI—RHT 5B E41X. [HERH 0K
REEOEBRUOHERIZOWT) (FK 22 £ 12 A 27 BT ERERE
1227001 BFHIITBUEAERBEREHRAMEBEHRERES) RO 6 TR
TEEREIC, YEHAFBEETFT —Z I OWTCER#BRTA oL, ZoL &, #BHT
5@1@774»%WEW LR DM ETAR S, FABRICEIE T D B
F7— 2 —XOFERYBITERE L,

6. FDih
HEETT —F DREEZRDAIHBHED 5 b, KRB EHRTEE B LT
LY CID THhdBZ &%?bfh&w%mkomf‘ﬁﬁ&awﬂJ,~ﬁﬁ
EE2 3 THETAHEBICL Y EFOICRHT A LN TE S, Z0HED
ﬁm$%%H%ﬂ@@@%m%%mﬁﬁmowfm%ﬁﬁfo
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BIRE 1

ABHA RTHWAHEBEOER

BF T AN (R—FA2N L THRETZE2TOT7A4N)
FRGRHHIEOETFF—F (=HEEFT—¥) (F: ERMED X BT —%) LiE#)

— —— —— . A S S T —— — — — — D m — e G — — — — ——— — — — — — — — — —— — — —
o —— — — —— — — — —— — — — — — — — — — ——— — — — — — — — — — — — — — —

HERERRAIR T — &
F [EERBRT —4 0 5 bERREHEFRORFEEFT — 4 TRVH D, ]

FCDISC #8157 —# (=CDISC iZ#E#il LTz 5 —4)
| FF—%ty b (=8HET—%Ev M)

I | FSDIMF—%%Ey b (=SDIMIZ&LET—F Ly )

| | Y#iFF—4Ey b (SADaMT—# v h=ADaMIZ L BF—%E v })
| LE#®T 74/ (=define.xml)
Fvie—7—4
| %ty
| LEHZ7A0V
L s S a7 rAN
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BABNGENDTREES H 2EHKOH

Domain |Variable Variable Label Tvoe CDISC Notes (for domains) Core
Prefix Name P Description (for General Classes)
. : Reason not done. Used in conjunction with --STAT
g --REASND Reason Not Done |Char when value is NOT DONE. :
Relationship to An opinion as to whether the event may have been
EeS i --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
- - 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 \fvl.lat happened to the subject during Perm
Unplanned Visit an unplanned visit. :
CM CMTRT gig;ﬂ;;ie Efa(;l:e o Char Vgrbatim m(laldication name that is either pre- Ree
Therapy printed or collected on a CRF. .
Modified Reported If CMTRT is modified to facilitate coding, then
o MO Name P Clins CMMODIFY will contain the modified tex‘f —
_ Denotes why a medication was taken or
CcM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
- |HYPERTENSION.
EX EX Abj Rez.ason for Dose Char De:scribes reason or explanation of why a dose is Perm
-|Adjustment adjusted.
SuU SUTRT l;eported KRl 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 consm_n_ption amount's or a range of] Perm
» Consumption Text consumption information collected in text form.
AE AETERM S iy Char |Verbatim name of the event. Req
the Adverse Event
' Modified Reported If AETERM is modified to facilitate coding, then
A8 AR Term § S AEMODIFY will contain the modified text.g e
Describes other actions taken as a result of the
: Other Action event that atre 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.”
o Reported Term for Verbati inted CRF term for the medical
MH MHTERM the Medical Char | 'croauin or preprinte erm for the medicall pegq
. 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,
TREATMENT DEVIATION.

such as




Variable

Domain ! CDISC Notes (for domains)
Prefix Name e Type Description (for General Classes) o
‘ " |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 of]
Qs QSTEST Question Name  |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 IG Ver.3.1.2 LA, #RIT—EEEE)




BIHE 3

SN

57— R B O6

Bl 1) BARBOERMGEHRAZELZERETEOEETHRFT B
AE A Y (GREFET—FEY )

. BABTT—FWNELETHFAMEBIRSWTIREFEXFES] ( TJAPANESE
TEXT IN SOURCE DATABASE | %) ###4 % (AETERM %% H zt: BETINE) .
Row [STUDYID |DOMAIN [USUBJID |AESEQ |AETERM ) JAESTDTC |AEENDTC AEMODIFY AEDECOD
JAPANESE TEXT IN
1 ABCI123 AE 123101 I SOURCE DATABASE 2005-10-12 2005-10-12 Headache
3 JAPANESE TEXT IN . I =
2 ABC123 AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain
= JAPANESE TEXT IN Pulmonary
SRS[EREIES A 23T ) SOURCE DATABASE |2005-10-21 embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
1 (cont)  [Nervous system disorders SEVERE N NOT APPLICABLE Eg{l}\\{[lggLY B2
2 (conl) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED (PROBABLY RELATED
3(cont) |Vascular disorders MODERATE  |Y DOSE REDUCED |FROBABLY 22U
’ ‘ RELATED-
Row AEOUT AESCONG [AESDISAB [AESDTH _|AESHOSP[AESLIFE [AESMIE [AESTDY [AEENDY |AELENRF
1 {cont) (RECOVERED/RESOLVED -1 -1 -
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) gECO‘VERlNG/R[:SOLVIN v v 9 AFTER
AE RAA w (AARET—FEy M)
- BABTT—AWNELET X MNERICOVWTIL. EIZF EREDEERMT B,
Row {STUDYID |DOMAIN [USUBJID [AESEQ [AETERM X AESTDTC AEENDTC AEMODIFY [AEDECOD
1 ABCI123 '|AE 123101 1 TR 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 2 gt 2005-10-13T13:05 [2005-10-13T19:00 Back pain
- e L in Pulmonary
3 ABCI123 |AE 123101 |3 MR 2005-10-21 T
Row AEBODSYS AESEV AESER - [AEACN |AEREL :
1 (cont)  [Nervous sysiem disorders SEVERE N NOT APPLICABLE ESET%ESLY Xei
2 (cont) Musculoskelctal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
] Y n il - PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOUT AESCONG |AESDISAB [AESDTH {AESHOSP [AESLIFE [AESMIE JAESTDY[AEENDY JAEENRI
1 {cont) |RECOVERED/RESQLVED ) -] -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) gECOVERlNG/RESOLV[N v Y 9 : AFTER
=5 =5 /—_‘:»
B12) FEXOARBEEERTDZENEEETH Y, ERTBEEFFIEZFHEICXR
TOULENDDHE
QS RAAL Y (FHFT—FEv M)
Row [STUDYID DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST
1 ABCI123 Qs 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEOI
2 ABCI123 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE02
3 ABCI123 , QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS RAA Y (AAET—FEY M)
Row |STUDYID [DOMAIN USUBJID QSSEQ - QSTESTCD QSTEST . ;
1 ABCI123 Qs - 1123101 1 QSTEST1 B CHT Bt E TP
2 ABC123 QS 123101 2 QSTEST2 ESEAHETEFSH P
3 ABC123 Qs 123101 3 QSTEST3 SRR LT ERTT P




k4
(B38) T—Fky NERE

Dataset: : XXXXX ( DXXXX| 1357 —4 1> b)

No.  Variable *! ~ Description #?

: 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
J e 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 XXXX

X1 B ERIRTB &,
X2 BEOMPERILT S &,



BIRES.

(B%8) Fur/7LFEE

No.

Program file name

#1

Description *2

XXXXXX

FERYZ7 by =7 : OO Ver.@®
ERBER . « - < AW,
fEFARFO B S
TNy VT rANERNT D7 ANFE TROITTHRET 5,

XXXXX <= "/NA "

C DT I 7T ANERETDH T AN R TROITHEET 5,

XXXXX<- "SR 4"

s TEREDFTEXTTOSIF AR HEITTAH,
exportData(XXXXX)
HRE LI 7404 (xxxx) WKHAENZCSV 77 A0 ( Txxxx) ) kot
LT, YTab—varfmd. « « 7740 (xxxxxx) BFETT 3,
CTUNTy 7740 (xxxxx) %, ETHRELLZ740F (xxxxx) I
RET 5,
s TROTF»LI 07 A0EFTE2HEMAL, RELETI Ny N 774
M xxxxx) A Z AR B
xxxxx <- importData(XXXXX)

XXXXXX

Y7 =7 OO Ver.@
EREN . « o W,
P IO &R

1. 72l T L7y ANEERIRT AT &,
¥2: S AOMY Ry v, HEHBE. EHEEOREES) RRikTs s,
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