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LV, ADaM F— & & v b TRARNWT - v N RV THERBERS
ZOMFREEBER IR THIERICS, EROoFERE, ZafEox
EARRERURE - AROREORILICE D Z2AITICOWTIE, M
R OBHATEEA ADaM I EFT — &y FERBET D L,
k., AFEFERICHEBEENEESEE A~DBEE DI EHE U iR
WZUNT, IBIITCRTT — # Ty b ERRET BB,

ADaM IZiL, HEIRE L~ L F % ST Analysis Data Subject Level
(ADSLY &WnaF—FEy FRHY, ADaM T —FEy bERNTHE
REBEIC oW THT I RZRE LTSRS, £, ADaM 77—
Ay ML AR ERE LT 520, —REIIC ADSL F—#E > b
CEEND, RBREMHESCERINIETORERLESE LR
AEEE, FRAIE LTH ADaMl F—Z &y MZEHHT &, ZThbHDE
#ome LT, £EBIINAT, R GBRELHEESES) | £
My (MEida) . Hik, B, BT o =Thi,. HEHl, Eil, K
W, M EMEZRT 77 S RUOEERS—A T A VICET O HREY
BRICEHTAEERS B,

ADSL BASt @ ADaM 7 & & » ME, HEYE 3 2 &« Ot DISHETG
UTHix REHOMBRE VB b, EBECT—FNA FiC
EANBEORBELREETHD I LILEETDHIRETH S,

ADaM F—# & v MZBWT SN F—4& v M ERUEHE BT
HIEEIE, TOEROBMYE, AREITRERE T L,
4.1.1.4 F—FEy bOT 7 A AERITONT



CDISC {ZEIB{Z HEHL L 7= SDIM, ADaM & —# & w ki, SAS Institute 73
NI BT —HERX T 4+ —= v N T&H D SAS XPORT 7 7 A NERIE T 7 —
< v k Version 5=, (BAF [SAS XPORT iy &9, ) T, 15—
Ay bE1T77A4A0ELTRITLSZE, R2F, SAS VAT ALIZLD
VEREEEIZ X SAS CPORT Procedure {3fER LAz 2 &, BAETOEH#
HEPOHEYIEEZ OGNLEE (LT THRFBER] L0, ) 88
ENDHT—F Ty MIBWTHERRIZ T 7 1 AT SAS XPORT Za &
L, =4ty MERIZHWL N XEE vy FXEFEILEFREZT
— B A RICEFEDDHZ L,

SDTM KU ADaM F—F & w MZDWTiE, F—Fky ML 77140
ZIZR—E4 5 &

4.1.2 T—Fky MOERERVCEOMONHET D30
4.1.2.1 F—FEy hOEHE

SDTM, ADaM ¥ —# v MIBET A EZEEILENF CDISC IZBIT 5
Define-XML TE=iC Ab\mawﬁrmwﬁﬁx&4»/wb«®%%
FETMBERD T 7 ANCEE DT LT, fET3F =4y | LE
U7 WVEIHBEAT AN — P ERIBMLTRETZ DL, X
EDT 7 A NE&TL Tdefine.xml] & T35, EREBOANFE LTI, 7
—F Ty b, B, BRORVEIE. ROHEATEY2— NIZBET
HEBNEEND, HFEEOBFERIITNA—Va 280528,

HRBEEDOLDICANON D BRERERICBWTERINDBEIFHE
k%ﬁ?~&f/%ﬁ@%%@%@b&%ﬁ%é:km\%%%%?
— A AW REEETELSHEICEDAEEDICEETHD, Lo T,
ADaM 5 — 4w MZIBEATHESHEIZIE, 4.1, L3R TH DM, etk
OEHERER L ORE « FHBEOBREORILCE D 2 KRR RS
B ORI DT, AT R & ST 27 — %y NORIA
SN AHEEE L OBFEERIIRITRER A ¥ 7—4 (Analysis Results
Metadata) MEENAZENEE LW, BITHEEAFT—FIZBWT
., SETICOVWTUTOEE RS END Z EFLEE LYY,

o JRBRIREREBIIRTINIMTHR L T TRRESTERURTRAL
o fRITONE & LT H

o HHTHNTA—FH[HEaT—R

o fEETXB LI DEH

o {FHTAT—FEvH

o fEETRIGREInB L a— FOBRREYE

o EMTEEEIZR T AXINT ARE., BT 0 ST b4, BBITHIED

HERE
o FRETHIRICKIGST AT 0 7T A ORI

R REAZF — ORI DOWTIITAEEEARBRY ODISC 2k 3
Analysis Results Metadata Specification for Define-XML %%&%E &
TAHZELTAN, ERXEZEDTEREBET S I EARBREE I,
eCID JREN L TR eCID BURL BENZ K- TED ATV 5 PDF i & 1 BRI
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TAHRIERFARETHSL, BB, EEBIBWT, SHASPHAEAEICX
WIEREZRTWHWTHELEZ L2,
4.1.2.2 HERMA ZEFAHEE (Annotated CRF)

PR 2 ERIEEE (LT lnnotated CRF] &9, ) 1&. CRF &
LFOINEENEF—FOFERE, T—FEy MNTEEhAIFEE LR
ISR TEFRAETR LAELOTHS, CRF OEB TG T S LE LT,
CDISC #ZEHEIZ ML LT —# 2 » M DWW TiX SDIM OEEE AW 35,
EROFEMIFTEIZDWTIL, CDISC 12Xk 5 SDTM Metadata Submission
Guideline (SDIM-MSG) M&E L /5,

CRF i@&%éﬂLT—ﬁmTﬁﬁﬁDSMM7~&?/%h%m
ESNTHRHENRZZENRBFLWVE, BEHEARWT —HHE®H S
Baloit, Annotated CRF ETIRHT —% & v MIEERTHRNWE
MM ERFETLELEBI, EEhEVEBRET —F FA FIZFEH
TAHILE, L, TOEBEFPELNRD DIZOWTIERRET D05
MR,

Annotated CRF D7 7 A AL, JERL eCTD RO eCID Bdfit vl
Lo TEDBNRTHNA PDF & L, 77 A NVANE lacrf.pdf) &35
Zk, BRIELTSDIM T —FEy NERUTZAAFITEMTLHZ L,
4.1.2.3 F—EJ4 K

ABEEROEEBICLAT —F Ty NORE, HERoHFEE (L
TEHLELIT, HEBEICLBT -4y MR BT THOT— X%
HEOR| BRI LR O IC B 2B EZ W & 55728, SDIM 7—#
Ty PR ADaM F—F v FOEFNFNIZOWVWT, T—FFy hDE
BECMZTF—FHA FEERL, REIE LTHRHIETAT—4FEy
FERUTZANAF ML TRET S Z &,

SDIM F—4 &y MIBET AT — &4 A FiZiddR EHLLTOHEE
FEODHZEETD,

o [RERFBRA ., RIREME T EE RS

o [RERPATREENC I3 BRI

M ﬂﬂb\Ba"bTCE‘-’—%fE\ ﬁgﬁfﬁumun\ %$§E(U‘%@/\“—“./E\/

o WHBRET—F OB

o T HEWA~OMENEIZET L (N F—Ta VERICET S
FiER)

*7/, ADaM F— &ty NZET AT —F A NIZIZUTOEERE

EFNBZENEE L,

o IRARRERA . IRIREMFEEEFE

o fEFTT—F ¥y MIEBET AERREBREEICE T 5
o FAWVbh-iERE HEIFERE, FEERVCEDN—Va v
. @ﬁ®TW&?/Ph%ﬁ¢é%ﬁﬁ

o F—x¥Ey hOERICETAERR

o F—&t vy MO
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° HIEHEADOEWEICET B2 (N F—ra VERICET D
%%)
SDIM, ADaM 5 —# & v hFNFNOT —2 HA ROERIZHZ0 . DISC
IRV TET —F WA FORERRT 4 —< v MRS THRWZ,
FHBIZEOIRFIOWTL, UTOERESEITTHIENTED,
o SDIMF—F kv MBETHT—FTA R
http://www. phusewiki. otg/wiki/index. php?title=Study_Data_Rev
iewer s_Guide
o ADaM T —F v MIBETET—FHA K
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer s_Guide
AT, FALL eCIDBREKL TR CID B sz WO TED T g
PDF CYERL L. 7 7 A N&LE SDTM, ADaM {Zxis U CENEN Tstudy-
data-reviewers—guide. pdf | i_analysis ~data—-reviewers—guide. pdf ]
ETAZLEREE L, BB, T2 A FIZRARETERLTLE
L& &7,
4.1.3 FERTIHEEONS—T g o T

CDISC fE¥EIZHEM L /=T 2y FROERBEFERT I ICH 0 FEH
Té CDISC 1@, #MIFEE., HEZITHWVWT, PMDA KB TZITANRT

&A—/a/iPWAmwmﬁ%%(mm%mwm@ng)%%%¢5
:&oﬁﬁ\ﬂ~93V®§Amﬂ§m\$ EENARR BRI TS
RH4ER B % EHEICHET5 5,

Fl— BN TRARAZ A=V ar2ERTAZ EEELI 2RV, [F—
BEIRRBNTIHE— L= a B H0n3d T &, ﬁ [ R Bk P 0D —

DRAAL NN THO NN 3 U E BB USSR, HLEAA—Y
g R OFOBRABIICDWTT —Z A K :rob\'cnﬁﬁ@%’g"é &,
BHOERRBROBEMITOT — 4 ¥ v MZ oW Tid, SHERBROT
— By RS A= g URNRR TV AESTH-TH, H— Lz
=V VIREWRRT D 2 L, SV VIR L TBIR Lz S D
y@%ﬁ@m\ﬁﬁéﬂ~vaym60%@m%t BELEEZEIZoN
Tk, F—&F4 FiZigli+5Z &,
4.1.4 HBEBERORLHEZOWT

AR, SREERETOT —F BBINT 670, ZDERIOVWTE
NENEBGEEIENE (Therapeutic Area Standards) 75, CDISCIZ XL V4%
Bl ST g, BEICEENAM S TOHREIC >V TITE ORHELH A
TAHLENTEALN, FHLEZEEIZ S WCIRT 4y hOERERT
F—H A KIZEHTAZ &,
4.1.5 HBAEFEF—FOEHFNITONT

ARECTF—FINE S, DOFNEIEBIIEBRLZHAC—EDIFH
BN AN H BB OVWTIT, EK;T@?&#M%W@E%
THho, BRBTEHLEZT—% (LT HRET—F) &, ) ik
B33 Z ERFERTHD, HARFENESEN DAL H DHEHOH % Bk
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2ITRTH, THICERS LD TR,

HABEANR KA VILEENAGEOBERET —FO7F—F &y b
O IERTEHFEZERE LT T LR &35, 28, B#K3
WZHlERT,

WA A RAALY (F—FEy ) 20T, BERET—FEv b
B ASCII THESNTWAXFTE Yy FOATHERI I
TrF—E¥w b (LT [#EEEs—2Eoy ] 209, ) D220

Fe-FEy bERERT I L,

HAZET— 4%y MIBAFEEE DL % ARESE L, ZALSNIZE
BpF—sEy FER—-NEODEREFEEDT -4 L T5H2 &,
AARET—4ty b EWEET—4 2y MNIBAREEE &
Jed ATEE S EF OF — 2 EOBEWVERESE—DOFEEEL L,
Lo— R, La—ROJEFG 2 2o00F —& &y MATR—&T5
e, B, Ty NOERBEIREFT Sy MIHT S
HOORBBODAT LIV,

BEFEF—Fty FROBABEREEICKYTAERICIL. EROT
— B2 TR &R B A EEXFS] ( TJAPANESE TEXT 1IN
SOURCE DATABASE] %) %®iT B2 &, T—FEOHIRBOLZD,
AAEET — ¥ 2 OB I EEO L a— i/l THIWT 5 4%
ERHIGE, REFET—FEy NFORIET L a— RZBWT
UILIEEE LTI BB 5 2 &,

T DHEEIFF| ( TJAPANESE TEXT IN SOURCE DATABASE] %) 31
HBRTII—BLTCR—DbL0ERHW, T—&H4 FXRTFT—FEy

. FOEZHEE (define. xml) WCHFRTA I &,

AAEASHERESa— F Y 2 M HIST A ERTCET 2238
RIIEB LR ER/INTBR &, 2B, BEEXTIIEEWT 25
&, FOEFEFFAZBECEMNTALERH Db, REBKE
B AR SEBNCEE RS E Y (5l . TJAPANESE TEXT IN
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . ROBABLOMGTITET —F A FEIRTZ &,
HhFF— Iy hEFTED 7 AN FITEDDBZ L, SDIMFT—F &
v MIXHET B AARET &y M lsdtn_j) 7AAVFITED,
ADaMlF—F v MMIHIGT B RAET — ¥y bd lTadam_jI 7=
NEZEDBEZ L, F—FEy MARBTNZIF 2 00T —FF
v FTCE—ObLDERNSZ &,

AAREEH RS IRV RAL VT ONWTREREDTF—ZZy bO
BEFTED T A NVFILED, BEETHT—Fby FEEBHLRWT
E,

k. EENE L THEARET —Z 2oV TIE SDTM O ADaM & bz EFRd
BRFIETORBTAZE LT AR, BARET —4 25Tk ROT —
ZERHET A TFEND DB, FORHASIZ-OVWTERNC PMDA ZF8
T B ENEE LW,
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4.1.6 TuFTAOBREIZONT
4.1.6.1 #HT LT/ T A
(DISC FEMEIZHEIL L= R E T T — FICEET A a /T AL LTI
4 L L3 WRTREDMN, ZetbtoTERER LR - BEOR ﬁ@mm
B A EERAIIER B D O OIEFIZDWTC, a7 —F > MERAEY
0y AR 0 77 AORBERD S, &7 177 M3, ThEh
HRAT AR DESEA R OIBRROHMB R, FERF 7 VA ) X LOERPELZHFITH
n, PG PDA OBREICBONCEOE E3TTH 2 LRI R
NAEE UTIRETAMERRWY, i, FEQCV 7 My 7R~V g iz
RET D LOTIERVS, s T LEER, ETLEERE @ERALEA
L—rg VAT A, VT A2 T REOFEO S~ g ) IS AERICD
WTHRRTT —# WA FIZBWTRitT 52 &, = onifB LT e s T
AEFEALTWDIES, v/ a/ s 7 ab e CiRI—T 2 ERZEE L
B, =7/ urelT AORNNERRES, £k, 7—4Fty W7 aers g
LOFERLE A2 A EFE L TR D P n /T AR EORHSEEMES
ik, BT AT XA ARESEORETE LR R0,
4,1.6.2 a5 hDT7 7 A MR
4.1.6.1 TRTERBY, T AHFEDY 7 MU =T~V a il
FRIET B b D TRV, 77 A VEITEHIT Y 7 b 7 = 73t 5 Uitk
FHEREHDI L, TRFVRIRNT 7 A NAOEELT 7 A NGB 23N
a7 — A FIZEHal &,
4.1.7 %5 14ERER., HREERRE OB AR REEROMTICET S
CDISC HEHEIZ HEPL U I BT — # HIT oI T
% 1IRRER, ERPRIEERRIRE O AR R OV AR IR AR O I 9% ODISC
I IEIL U BB T — A SO0 T 4. L1 b 416 LERTH D
D, FHCBETEHFEREUTIORT,
41.7.1 SDMF—ZE» h
SRR T A— S, FNEEFENEANCBT AR RT T —F L LT
EBZBNAT LG, BIRET —F BB PC RAAL IOMA, B
HEN-ZEMBEIE T A—F % PP RAA AL TIRHTSD 2 &, PC R
AALEPP FAL OF—FYy SOMRIL, SDIM IG (283 & RELREC %1
LT A 2 LR E LU S, SDIM IG &S =BRSS5 5%
T — S A FETHIHTHZ ETELIARY,
A2k3, CDISC ABHEZ L U =LA T— &ty NE PC RAA /L& PP
RAA ATER L TIRHT 25880, Fo—3 U724 5FHE (PC
RKAA & PP FAA L OVERFIE, %ﬁﬁmﬁwéwmﬁﬂ4vka
A NCEENDHFROBR) 25 —F A FETRRTZZ &, 725, b
—e )T BRATSRMNT, PC FAAS U LEPHIE T A—F 2R
BT AMERRV,
41.7.2 AaMF—F¥Ev h
i o ORI B L B4 2 S Eh e i NS B R/ B ST T — 4 2
& ADaM SRS CIRHET A8, BINOMTE/RTE T ADaM T—F v b
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WL AR EE O THIUE, TNHDF—F 2207 —FE v b
WWELDTHRIXITIRELTH IV,

TRATRFT BV V- ADaM FERR LIS DT — & 2 v b B AR EEERFIC ADaM FERICT
75 LTI A4S, EREOTICHWEF — 4y FORHIIRETSH
%o 1L, F—FEy MO M —P VT 4 RIS LT3 LT
HRARERTH BT, YT —Fty FERH L L THBTHZ &8
T& 5,

4.2 H1ERER, WREERBREORBE CHRAEREOTICET 2 HHEE
FT—FELOWNT
MEEARIEBGEIROETT — & 3y i — VRIAE) W ONCERRIEEER O B FF

BFF—2 BT 07T AEQRBHRRENFICOWT, BT ~&FRTE
FIZmRd,

4.2.1 [ERRIENRIROE 7 — & Ry 7 —TBHE 2o T
(EERBEHER OB FT — 4 Ny r—VHAE] 1, BEEFT—4 %

e b AT AT X VRHTASEICR—FZ AT P ETATS D

EEERERIAT — A BHAEOEEND PMDA BERTAZ &b, XEELLT

frJan i A Yl &iTET%é TR, VAT ABEERAFICEF I A NVE

LORET AT, 3.7 BIRLEEBY., TSV 77 A NVERHETH T

L TR,

PMDA {Z W T THRIRHEIEIR OB T — & Ny r—ViHE) ZEWRT
L LERFRIITROLRBY Th b,

*  Study ID (HFREBREMEIT S30FF)

o TFANNRA (TrANEEER) BB, S~ VA VAT AT
T 7 A AR BRIENC I AGATe e, T 7 A AR AD AT TSR
VY,

o EHESNMRTOMIE (STS (EMER KW EBhRERENT) | POP (BRI
fiEH7) . PBPK (A-BZRYERYEERTT V) Kbi Other (FOft) @
ME, BEEHRANCARNTS, ), B8, SIS | Eﬁ%&ﬁ%@@
m%aﬁﬁwﬁ&TMﬁéﬂk%%%%&UH%WV

. 774»@@@@%%0%774»@%@%&@774w&@%%%
PIBETCEDAIOWCHMERR T &, BB, ANTELIERNF
#%13 100 XFTH B,

4.2.2 FERETT—¥ ORERNRRHARTONWT

EHER PR SR ENREAENT . B EART R OV B SR IR EE 3R € 7 M RT
DENZIIZ DD T T REFEA L TITRT, 2B, MFOBEIC X
LY., F—4 % v b%& SAS XPORT B THRHTABICIE., T—F &y M
7T ANRERE—ET B E,

RES. BB, %WE@%%%mﬁ%&Um%ﬁﬁﬁﬂ@%ﬁh
THREBEELFT—F D5 b, CDISC EEEITHE L7 F — FIT o T,
4. 1.TIPES &
4.2.2,1 1EHER 7R SR BB RELT

TEYER B REARAT I B A B 7 — 2 152 T, Al BT

TR T — &2 v FERHTAEE, By —42y FROT—FEy ME

BEOHMITROEBY TH D,

O f@Fr—F2ty k
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EIMENRE X IIE T A —F OB AW T — 4y R

FRMMBIRE IS RT A —F O R RH AW gy — &

Ty b EERFEHEOEEOAEIToHSEIIR) 2RHTD, 7

7 A AFEREE, P TORRMBE 2 bhb,

e SAS XPORT FExX. (v xpt)

e ASCII Format Data Files

e  Phoenix Projects (k. phxproj)

*  WinNonlin Files (k pmo, *. pwo)

@ F—Fy hEHEE

o F—H¥y NEBEILE, P LU EEAROEROHBPE
EHHT L EL, MIK4AZBBICERTAZ &, RIS, TR
RBEESIEBBHLBEE. TOFELHE—V2WHRY
B ETELIZRN,

o Ty AN, BHL. oCTD Wi T oCTD BV VEHIZ & -
TEOBNTWBPIF & TAZ EMNEE L,

4.2.2.2 BEREF (EFVIES Iz b—varEat, )
BERTC T2 REETFT — ¥ ZRHT 256, By —4Fty &
U7 &1y MNEREOEMIITRO LB TH L,
O Rty k
BAET N, BGETNERERT HRICRIERIT AV, 4.23.2 @
RSB TADT T T LT 7 A AT LT T — 4y MR

- T B, T AN, PIAIELTORRE 2 HhD,
e SAS XPORT 7B, (= xpt)
e ASCII Format Data Files

@ F—dty hEHRE
4.2.2, 1% BT H L,

4.2.2.3 ABEHEDEERTT VR (T MCESICTIab—
a vEegtr, )
AR E R B R T T VARITICRE 3 A BB T — & R T 2% E,
BHTH T AN, F—FEy PR —¥1 v hEBRBLEOMHINITRRO
LRV TH B,
O BITICHAWEEFNVOHE, RELTEEYRCEHAT A —ZD
., BT FIECEROBRESITEOERPEENDE T 74V
77 A NMERIL, EBOWRTELIAR,

@ fiFEET -2 EESLERFEOT—4Ey b
WEDY 7 h =T TR TEA L O T —# -y M EERUTINT
LTWAEEITIL, MEEBF 77/ (Simcyp PE Data Files (xml 7
) &) FEHTAIZIENEZ L, B, BEOY T T A
F By MBI L TWRWERD 7 7 A MRS, (FE
DOFETE LI LRV,

@ F—4sky bEHE
4,2.2.1@Q%BBT5Z &,

4,9.3 o dTLEOBARIRHNEICDWT
4.2.3.1 FEEYERY IR SR EhIRARAT

HMENAE S N IR ERE/E I BT AT AR E T AN U TR

TAREFHOEMLITFROE B Y THhD,
16



o fEIFTAIY XL (B, BYBIENST A -2 0EMFESE) ©
ERTIRRMOT —& ORRWE, 35 U1 5 3EMER
BEDLOTHD, BB, BT —Fty NBERIZYEFERPEE
N384 (Phoenix Projects (. phxproj) @ Text Output &) i,
FOEERPRTHI L TELEZR, £, MATHEESICYZ
BHMPEENIBEIL. TNOERETDIZETELIAZRN,

o« T ANERE, EEOBHTELIZRN,

4.2.3.2 FEMAENT (CEFACESLYIalL—TaEEh, )
BEMBTCETORBEETT —# 2 RBET 258 O>WT, 7rI I 45

Tr AN, FERERPHAOENE 77 ANVER TS T AFIEEED Y

a2l —a BT AT A NVOEIETEDERBY THB,

O IulsAhT7rAN
ERTT N, BRREFNEERWILRIRRGEO 70 7S L7 7 A VETR
B4 2, 774 VERE. IS TOERBEZ b,
¢ ASCII Format Data Files

@ ELEENHAIENET 74 (NONMEM output %)
ERETN, BEETNEERWTRORRI S ENDIH AT 7
ANVERETS, 77A VR, RO TELZ 2N,

@ YIialb—ialiZBlTasr7rAN
S al—a BT AT s ANELT, YIial—a T —H
ERESEDZDOTRTTLT 7 AN, VY ab—Ta VORI
HWieoalZ 677 A VROV alb—ya VEERERLUEREZRD
ERR T 0 7T 5T 7 A VEERIT S, 2B, a7 ARRHTE
ROEANE, TATY XARGHBEERRETA L, TulT
LDT 7 ANMERIL, EEOWARTELI IR,

e, Tus T AFEEGRHL, TOBMITREDCLRY &T5,

o T lT ARITTAIOOMEMEEATINT LD THD,

o DR EY, TRITATFANAROT RS T LAOURERD
HrEL, BKS 2SBIERTHZ &, BB, BHSh
TS AEBERTRICHIo T, NRALZORESL., KRR
B EFT 5 MERRWIRSIE, BANicT e/ 7 AFIEEOR
HIZARETH D,

HEEBEFT— X% L €D & DBURIZOWT

5.1 HFEFEFT—HEL oID DEH%

BRIE LT, @TOHRBEFT —FIL, DAy s R—rNbEREND
TR THH, LHLRHE, eCID AL TN eCTD BRVVEBHIIRTH
B XY D BRHET AHEAIE. CTD Ny 7 R—2 KRR eCTD 7 4 VA1
WHBETT —FIRBERE 7 7 AV EEDRNT E, L, B18
DIRMER—EIIET S HEETFT —F DRHOFELHREE T LITFR
TAHIE,

5.2 B—F NP A ML D eCTD ZfFHFFORE

eCTD ZI_HIT AL, F—Z Yo FDERICRHTE B RCLERE
HAEADL, CIDZFHELRETAIE, LEREROFIILTORY T
H 5D,

o HEER B OIREA
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SRR
B S I HREDR]
EAR, 2505
T ER
5.3 W—H YA NEJT Lk eCTD OFEH
eCTD DIRHICH T2V, BEFIIAINFERE R —F N4 b B TERE 2R
EANTH, HIEROFIILITO®EY Thd, BB, ETOERIZSW
THRHEOZICRE, BIRUIASEZRD D HEO TR,
o IEAR, 2E FX, F77F ERIZE0H
F— b A S
eCID A&+
TGS
B (1)
RSy
B EE & B O-—AREY4L R
g H OIRFEA
T A NAF oy 7T A
ML A Y AZ A (eCID Ny 7R —2) OF = v 7 SRR
ENEMERRER
EEER MR U8 eCTD FHHITFA XS DIERSSE
o ffE
AR, BIRUTIAS L, B2 eCTD O hy 7 b7 1
FEhER—FNTA N ETEREL, PDAIZEET D, R—F A M EORE
972 BB DWW TR BIIRR T,
5.4 R—FHPA b2 LTRHEINE CTD D%
PMDA I33A(E L7z eCTD {ITH LA NAF = v 7 RUVNY T —3 g VR EST
L. ZOFRLE L HIC eCTD ZEF G ORMEREZ REHE ICEET 5, oCTD
st AN Fe—va AR, FREIE LT PMDA O WEB YA b
(http://www. pmda. go. jp/) ITABT 5 eCTD HEEEY — LD IE~v = 2 TV
MAEBEIITHI L,
5.5 &CID T4 744 7L BBEETT—F OBEGR
HEET T — A LHFEEFCRATREEHO—THL b, FFEE
FF—FEEE GEM, BYSGIHIER) 32581k, CTDEZUFTTHZ &N
BT D, eCD EHEEFT—F 2T TRETA2HE, 3.3 IR THEE
BT — AR AMINEREZRINT A2 2 C, BERHETT —& LEET
% eCTD DYFENTERRE 25, BHEETT —F2RIET HICH0, UTO
RICEETDLZ L,
@ eCTD #MEHRHIFICREH T IHFEFT —4
MEFRHCBEET 2 HEERTT — 2R L, PDANLRFEETT—F
SRS AT T ERRIC BT A B E TS — F 2 BEIES
TAHZELIETERN,
@ BRI THEBECHRMNTLHEETFT —#
e lzk4 2EECHRMT 2 HFEETT — X3, BED «CTD fRHER
FHELEEIET, OEORMERE LTHR—FALVY 1 a2t LTHRE
T 5,
@ eCTD WETIRHCIRINT A BEETT —#

18

-] L] -] o

L] ] L] ] 9 L] -] L] e @ @



o LEHOTHRHLEZEEETFT —F05 5, PMDA B3 oCTD HETRICE
HAHELDE UTRERDIZL DL, ofID WETEHICIERICiZgE T35,
o BBRHOREETT —F LOEHSOHRERET S, DRTOEHES
BECRHLEREESFT 4 2EERETAIHMEITIR,
o HHBFF— X LSMTIRETS CTD EHNEE LR WAL, B
FIEIZ VT ERNC PMDA ICHBRET 5 2 &,
o PMDA 25 EFEETT —# ZEEEEZ T RIS, YRRHERES
CHET S HEET T —F & BT D 2 Lk TERY,
o ENSBEBIHEHETFT X ERHETARERFEOFIFED,
5,6 HIETFT —ZRHRBOEERR
CTD X% eCTD WETREICHEFE 75 — ¥ 1RHT 2581, THEEKROK
PIEEOEBRILOMERIZONT) (Ek 22 F 12 A 27 B EERE
1227001 BIMSEATEE N EHE GEFESBSIBEEREN) O 6 IR
TUEE ., YSHBEETFT —XICOWTERTA L, Zh e &, #EHT
HERTDT 7 A NEEBEFREICFE T DSERR, ERBRICEET HFHEE
F7F— s —ROFERHEBTENIT L, 2L, [REEEROETFT—
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BIHE 2

HAFEN G 5 RS H 5 R 0H

Domain

Variable

CDISC Notes (for domains)

Term

The DVTERM values will map to the controlled
terminology in  DVDECOD, such as

TREATMENT DEVIATION.

Prefix Name Variable Label Type Description (for General Classes) Core
s _ |Reason not done. Used in conjunction with --STAT
] ~REASND Reason Not Done  |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
HeaE --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 COVALI1-|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 ~ lchar Description of \jvl}at happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . I . )
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 facilitale 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 Regson for Dose Char De.scnbes reason or explanation of why a dose is Perm
Adjustment adjusted.
sSuU SUTRT }Slsgsot:sgeName of Char |Substance name. Examples: Cigarettes, Coffee.  {Req
SU SUMODIFY Modlﬁed Char If SUTRT is modified, then the medified text is Perm
Substance Name placed here,
SU SUDOSTXT Substance}Use Char Substancg' use consmn.ptlon amount's ora rgnge of] Perm
Consumption Text consumption information collected in text form.
AR AETERM Reported Term for Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported _ [If AETERM is madified 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 to[Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UPR.”
Reported Term for e . ) .
MH MHTERM the Medical Char Velbgt‘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




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 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.

(B3E . SDTM Ver.1.2, SDTMIG Ver.3.1.2 &4

B, ORI —ERERS)




AHE 3

HAFET —Z 5 RO Fl

#l1) FAABOEMGEHRAFZFLERETEOLEIRNTOEE

AE KA A v (@EHET—

v b)

AARBTTF—FNELLET XA MNAEBILOWTIIRFEILFS
TEXT IN SOURCE DATABASE] %) # &35 (AETERM %% BAFE CINE) .

{ TJAPANESE

Row [STUDYID: IDOMAIN: IUSUBNDIAESEQ. ARTE ALBSTDTC G | ABENDTC [ARMODIFY. - [AEDECOD«
JAPANESE TEXT N
i ABCI123 AE 123101 1 SOURCE DATABASE 2005-10-12  |2005-10-12 Headache
JAPANESE * TEXT IN|2005-10- 2005-10- .
2 |ABCIZ3 - 1AE 123101 2 SOURCE DATABASE |13T13:05 __|I13T19:00 Back pain
JAPANESE TEXT IN Pultnonary
3 ABCL23  |AE 123101 (3 SOURCE DATABASE 2005-10-21 embolism
Row ALBSERIAEAC ;
1 (cont}|Nervous system disorders SE‘.VERE N NOT APPLICABLE [DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disordersiMODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row AESCONG [AESDISABIAESDTH: :IAESHOSP: [ALSLIEE: JAESMIE [AESTDY [AEENDY: | ALENRE:
| (cont) RECOVERED/ A 1
RESOLVED
RECOVERED/
2 (eonti R ESOLVED 1 1
3 (oong) e OV RIS Y Y 9 AFTER
AE FAA Y (RFGET—FE v P)
- BAFETT &Wlﬁbﬁ_?‘%x FHE IV TH, AAELY 20O E EHEMT D,
Row [STUDYIDDOMAIN: USUBIIDAESEQ IARTERMEAESTDT ALBENDT AEMODIEY: AEDEGO
1 ABCI23 {AE 123101 1 iz 2005-10-12 2005-10-12 Hendache
} 2005-10- 2005-10- .
2 |aBc12s  |aE 123101 |2 HHAE (371305 13T19:00 Back pain
3 ABCI123 |AE 123101 3 AL 2005-10-21 Pulmonary entbolismn
Row  |[AEBODSY AESEY: :
I {cont)| Nervous sysiem disorders SEVERE NOT APPLICABLE
2 {cont){Musculoskeletal and connective tissue disorders| MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont}i Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row [ABOUT ALSCONG|ALSDISAB [ALSDTH. |AESHOSE[AESEIFE. [AESMIE|AESTDY|[ALENDY: JAEENRE.
I (cont) RECOVERED/ R 1
RESOLVED
RECOVERED/
2 {conb)p EsOLVED ! !
RECOVERING
3 {cont) /RESOLVING Y Y 9 AFTER

¥l 2) JRICO B ATE

TIOINERDDEE
QS FAA Y (EHFT—FEY )

RRTDHZEHBEETH Y AT HREBEIXFINZHEIZESI

Row [STUDYID: [DOMAING | GSUBHIDE |QSTESTECD Y [QSTEST
1 [ABCI123  |QS 123101 QSTESTI JAPANESE TEXT IN SOURCE DATABA.S!‘OI

2 |ABCI123 Qs 123101 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2

3 |ABCI23  [QS 123101 QSTEST JAPANESE TEXT IN SOURCE DATABASE(3

QS RAA Y (AARBET—FEy )

Row |STUDYID® D_OMAIN--; TTUSUBJID: - [QSSEQ 4 [OSTESTCD: JQSTEST Ay

1 ABC123  |QS 123101 I QSTESTI I=F-4 T»ﬁ‘ﬁﬁ"’é’ﬂﬁ&" -f,ﬂ: -

2 |ABCI23  [QS 123101 2 (STEST2 S EAPITILTEETH?

3 [(ABC1Z3 [0S 123101 3 QSTEST3 FiAiRE LT ERTTH?




Hilik 4

BE) F—4Ey MNERE

Dataset; : XXXXX ( IXXXXKX]) 1357 —# v ba)

No. Variable ¥!

Description *2

|

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 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 KXXX

o R

il a &,
M2 BROBMBERERT S L,



allpigs

(B%) ur7rFE#E

No.

Program file name

#1

Description *2

KAXXXKX

FRYZ7 b =27 OO Ver.@
EREE: - - - WHWE,
EROEE A
TN b7 ANERAITE T AN E TROITTHRET D,

XXXKX <- "/S A"
o DT F T ANERET DT AN ETROITCRET D,

XXXKK< "I A"

s TROTETT 2SI 0 ETT5,

exportData(XXXXX)
SJEE L7 #44 Goxod) WHASRECSV 7 7rA 0 ( Taxxx]) ) 2t
LT, ¥Talb—alAn-« -« » 7740 (xxxx) #ETT5, ‘
s TURN Ty b7 mAN Goxxx) B, ETHELEZ A48 (xxxxx) i
RIFET Do
s TROFNL /7 LAORTEBHL. fFELET O Ny b7 74
T XXxxx) &R T HHENTT B,

xxxxx <- importData( XX XXX)

XXXXXX

FRYZ =7 : OO Ver.®
FHERY : « RV,
FEREOEE S

XTSI AT A NERRETAE,
2. 7alFA0HE @RY 7 Y27, EHBM, HHFOEEASE) 2RikTIZ L,



