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BZB T 2 BIRMRITCEE 2 BRI B B3 5 #81T) . eI
B4 5 EBEEFCHESERICET 2 EARAN RN, ZEESCHEDMEIC
BT A2EELRRFOEREBLRMNT HIOOMITE, BitE, B2
FERARRROEE - HEOBREORICEHLZBRRBRHEREED
2D DT OV TIL, ADaM T—# &y MeRETA 2L, #BHIT5S
F—Z ¥y hOFSHITOVWTIE, FRNIC PMDA IZHIRT D Z L 3EE
LW ADaM F—4 kv FTRARVWTF—FE N & AW TIERBIE RS
ZEOMTRENPERINTWAEEICH, LBROFEME, ZettoE
BERRERERCHE - AEOREORIICE b A2 EITICOVWTIE, 4
FEEOFEHEMNFEES ADaM I ES T —F vy FERIHTHZ &,
P, AREBERICHEEEVSBREFEA~OEE O DI EM LT
IZOWT, BN F — 42ty F2BET A HET R,

ADaM 121, ?&%%I//*‘/lx@’l‘%ﬁﬁ%fﬁichnalysis Data Subject Level
(ADSL) LW HF—=FEw KRHY, AbaM F—F kv FRHTHE
RBREICOVWTHTINEZRELZ2TNIER SR, iz, ADaM 77—
Fy ML DBMTERS LT D), —fRAIC ADSL 7—F & v b
CEENRD, RREMHEESCERSINILTOAERLE LR
A, FAIE LTH ADaM T —F &y MIEDHDHZ L, ZThHDE
Bofll LT, HERBIIMA T, R RREEHEEES) | &£
MifEEx (EERES) . Hig, B, ST ohm®R, mh. i ’
%, EERAETT 79 S RUVBERR—AT A VICET HHBREY
BICET AR H D,

ADSL LISR @D ADaMl 5 — % & v Md, BHIE T 518 & O ORI
UTHA REROERE LV ED D, EBEPLT 44 FIT
L ARNBOHANEECHAZI LICEETHRETH D,

ADaM 5 —# & v MIBWT SDIM F—& & > b ERUEEEHAVTH
HZBREWIE. TOEBOEE. NEHIRKETHZ L,
4.1.1.4 F—F%y +bOT7 74 MERIZOWNT



CDISC AZHEIZ HEHL L 7= SDTM, ADaM 5°— & =~ ki, SAS Institute 2%
NET DT —FEBET +—~< v N THD SAS XPORT 7 7 A )VERIE T 4 —
v v b Version 5 (LA TSAS XPORT ¥Ry &5, ) T, 15—
Ay bE177ANVE LTRETDZE, BRB, SAS VAT ALICL B
VERLKFIZIL SAS CPORT Procedure I L7222 &, HAETORHELS
VENOEE EEX ONDESK (UT TBEABEEE] £vWH, ) 14
ENDT—FEy MIBOTHREBRIZT 7 A VR SAS XPORT B &
L, =%ty MERRBRICAWO NZXF Y vy P XIIGELFRE T
—FHA FIZ&EDHBH T L, |

SDTM Bz O} ADaMl 5 —Z & v MZOWTIE, F—F kv M E 77411
AliEREl—E DL,

4.1.2 T—5&ty FNOEREROZOMOMET 530E
41.2.1 F—%ty NOEHSE

SDIM, ADaM F—# -t v MIBET B EZEEIZZNEN CDISC 12T 5
Define-XML FERUZ LV, RNBADRRBFRERAH A )L — h~DER
ZBUOXM RO T 7 A NZE LD ET, fETE7 -4ty e
CT74NTICHEGERI AN — P EHIIRALTRETZ L, E5%
EDT7 7 A NVAIX Tdefine.xml| L4535, EBEONAEL LTiX, 5
—4SEy M B ZEEROWVELE, ROKHBAEYCa— FiclET
HEBPEEND, HESOHFHRITITA—Tavegnsi L,

AREEDOTDICAV OGN D BEERHTBV THR SN 5 MR R
LIRTT — Sy P EOBBROEBAES THDH I L1k, BERRT
— 2RV ARBELHIBICEDDIZHDICEETHS, LoT,
ADaM 7 — % & v MBI HEHEITIL, 4.1 LRI HEDME, Ratk
DEBERERROHE - AEROREORIICE DL 2 HHRRBE R L5
B T2 D DFRHTIZONT, RITHER &t s T 2815 — 4 & v hoF
SNAIEHEL OBFREZ RIMBFTERA YT —4 (Analysis Results
Metadata) METNBZ LNEFE LV, BIFREEA 2T —ZIcB0T
i, BRI OVWTUTOEESEEND Z ERZEE LY,

o BBRREREECRTRINAENERETTREERERORTAL
o fENTONE & EiFEH

o FHTAHINRGA—FLZLLa—FR

o fENMTHIER L I DB

s FHITBHT—FEy L

o fRITHB LD L a— RORIRELNE

o BHTHEEICBIT ARG T AEH, BT eSS a4k, BT FED

TEER
o FENTFIEICHIN T AT 0 7T A O

RN BERAZTF —ZOERICHOWTIEAIREERIEY CDISC Ik 3
Analysis Results Metadata Specification for Define-XML % %3 b
THILETEHR, EBEICESDTRHET S Z EBEEREAITIE.
eCTD &E1 K& " eCTD BTV MERENZ L » TED HILTUWVS PDF 2 & 0 BI&ERH
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TAHZLENFETHD, BB, EBEZBWVWT, HBPASRNEAREICL
DIEREN TV THELI XAV,
4.1.2.2 HERM X REFIHEE (Annotated CRF)

BERfT X FEFIREE (LAF TAnnotated CRF) &9, ) I&, CRF I
rToREINET— &@%EE& F—Fty MeEEND LR E
SRS TEBEERLEbOTHD, CRF OEEICHET5EHKE LT,
CDISC EHEIZHEYL L 72T — & & v MOV T SDIM OE# % A5,
BEROEEHFEIZOWTIE, CDISC 12k % SDIM Metadata Submission
Guideline (SDTM-MSG) M3BE &725,

CRF 12 & D INE SIi=F — FIXFRER IR Y SDTM 5 — & & v MTHKH#H
SNTRHEESNZZ EREE LV, BHEHSWRWF—FEERH S
$BAITIE. Annotated CRF ECIHEHT —# &y MIEEThTWARNE
WEMMBRERETHELEBIL, EENRVEBE2T—F A FIZER
THIE, FEL, FOEAPHALNPRZRLEDIZOVWTIIRE&E T ILE
EeA AN

Annotated CRF ® 7 7 A AL, FAIL eCID BER 8 eCID Hiff\ il
HIZEoTEDONTND PDF & L, 77 ANVAIE Tacrf.pdf] &9%
Z&o FAIE LTSDM 7 =&y hERUTHVTITHMTHZ L,

4.1.2.3 F—F2HA ¥

ARRABEEROEERICLATF— %ty FONE., BEOBRLZ{EE
FTHELBIC, BEEFCLAT— 4ty MERICHTE o TOT — X 1E
EDF PRI I I BT 5B Z TRE L T 57, SDTM F—4
Ty MR ADaMl ¥—# &y hOENENIZOWT, T—FEy FDE
BEIMITT =204 FEEKRL, FAlE LTHETET—4 &y
FNERU 7 ANFITHEMLUTRET S &,

SDIM F—# ¥y MIBTAT—F T A Ficiddz L LU TDIER

EEHDHLET D,

o [ERABRL. WREMHEEESE

o FEARBREEICBET A EER

o AWOLNIIERE, HHIAE, BERVCEON—Va v

o WEEBRE T — & OFHA

o F—HEEHA~OUEIPEICETEHE N TF—va VERICETS
FHER) |

¥, ADaM F—F &y MCBTAHT — 4 HA FIZIZLLTOEE NS

FNAZLHEFE LV,

o ERIRABRA. hWBREMHEEESE

o RN — 2y NCBIEY 5 BB EHE I BT 5 B
o AWVbhT-iZERE, #ﬁﬁm\ﬁgﬁw%wﬂ~vay
« BEOF—Fbty MILBETAHE

o F—H&¥v hDOIERIC %Té%m“

o FT—4ty MO
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o T FEE~OBEYPEICETIHA (RN T — g URERICET S
FAA)

SDIM, ADeM T —% & v M ENTENDT —F HTA ROVERIZH 7V . (DISC
BT TET—F A FORERR T +—~ v MIRELE L CU R0,
BEBIZEDDINFIIONTIE, UTOBREBEIZT3 I8 TES,

e SDIMT—#%y MIBTBEF—FZHA N

http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer s Guide

* ADaM T —#ty MBI I35 —FHA R

http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide

AICEIX, RN, eCID AR Y eCID B EENZ BV TED b TS
PDF THERL L. 7 7 A /V4IX SDTM, ADaM (Zxhits L THFh 2 [study-
data-reviewers—guide. pdf | fanalysis—data—reviewerSTguide. pdf |
LT DHZENREELY, BB, T2 A FIZABARBERLTHE
LX 2220,

4.1.3 FRATIEEDN—T g 1220 T

CDISC IEHECHEIL L e F—HE v FROEEEBLERT 5I10h 7 0
9%, CDISC #E#E, FHIFHFE, BEELIZ OV T, PMDA IZBWWTEZIT AN
BEZ2/N—7 = i3 PMDA O WEB ¥4k (http://www. pnda. go. jp/) % BB 5
&, BB, N—=Ua rOZANTEL, PHEENABEEEICEHTS
RMLEH B2 EEIHWT 5,

F—HRENTERAINN—Va v BHERTIZEIRELIT 220V, F—
BERRBAN TR L=V a v 2AV5 2 &, R—BRRBRANO—L
DRRAANZONTHD NN~V g V2SR LULEEAICIE, FHLEAA—
3V ROZEOHEHBIZONWTT —FHA FIZBWTHAT S - L,

BB OBERBROBEMFTOFT — ¥ v MZOWTIL, SBEERBROTF
—ZEy FBREIN—Ta UBRR o THWBIFEETHoTH, #H— L7
—=Va VILEVMER T AT L, NV a U ICB L TCEBIRLEAA—U s
v OBRYEEE, BRAZNAN—Va rnbOERIZHT- Y BE Li-EEICon
TiX, T—& A FIZiE#&T52 &,

4.1.4 BERBFROEREIZONT

BE, SEBEBEBEEOT —Z 2 BT 5710, 2 DEBICHONTE
NEHREFIIARYE (Therapeutic Area Standards) 25, CDISC iz ¥4
BRECV 3, BEICAEERAR SN TV BERIZOWTIEZ DB % F
THILEBTEBEM, FALEERBIOWTIRT =4y hOEBER )
F—BHA RICRBTB L,

4.1.5 HAERET—F OBV FNZONT

HAFFETT —FNESh, »OTNEEBICERL-EAIC—-EDESR
PHERDUDBNEH DEHIZONTIE., BARFETORESSLHE) O
ThHy, BAFETERH LT —% (LLF THERET—%) 2vH, ) >
He DI ERFRETHD, HERENE TN DAERMEN D 5B 06 % I
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2ITRT A, THIZERD LD TR,

AAEEEN KA VICEENDHEOBRET — 4 OT —F &y b
DOEMFIER OB FEFRAIE LTUTOERY L35, 2B, B3
b:{ﬁj%ﬁ\‘#o

BUTDRALY (F—FEy b)) 20T, AFBET—FEy k
ROBHFED ASCIT THRESN TS FE Y hOZTHEREN
F—Zty b (AT 1#EHKET—FEy b £, ) ©2o50

Festy MEERTBC L,

AARET ¥ty MIBARFBEEOAZBAFEL L, £hLMIE
WEF— 2ty FER—RNBEOERTEDT -2 L7552 L,
AAREF —Fty NEFEEFET—F vy MIBAREER &2
ST AEEEXFEFHOTF—ZEOBRVWERESLFA—DOEEL L,
va— k¥, La— FOJEFL 2 20F—F &y MNECR—27%
Zé, BB, FT—FEy FOEBEIEHFT Sy MIHT S
HODEHDOHRT LY,
FHFET—Fy RO BARBEEICKE T 2ETICIE, EEREOT
— X TR LB A RIEFEXFS] ( TJAPANESE TEXT IN
SOURCE DATABASE] %) %M T2 L, T—FRDOHIRBDED,
AZAEET — 4 B EEOEHIEEO V3 — FIZHd Tl 2%
BRI PE. TRFEF—FEy MFORETH L a— Nz T

TSI T D Z s

T DFEEECFEF] ( TJAPANESE TEXT IN SOURCE DATABASE] %) i1
KB TE—BLTR—ObLOEAN, F—&H A FXTF—%E
FDOEHEE (define. xml) IZHRTHI &,
HAZE>SOEMRLa— ) X MRS T A BN IT@ET a3
RIIEELFFI BN T DI &, R, BEXFINEHB/NT 55
B, FOREXFFIRHEICRKITINERD D2 LI, KEICE
FEO A7 EEBCES S Z Y (F ;0 TJAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
021 ) . TOBRARELOMGFHITET —FHA FEITRT I L,
EHFET— Ay NEFRED 7 ANVZIZEDDZ L, SDINT—4 &
» MIRHET B EAET —F &y bME Tsdtm_jl. 7+ VFITED,
ADaM T — & & v MG 2 BAET —F# y ME Tadam_jl 74
NECEDDHIL, T—4Ey NMEROTRIAVEIL2OOT—4 &
v FCRE—DbDERNDE T &,
HAZEERZEEROV AL I OVWTEERFDT —F Yy b
HEFEDT #NVAIZED, BETH T —FEy FERHLZNE
Eo

2B, EAlE LTHARETFT—ZIZOWTIL SDIM KT ADaM & iz EFid
BMBFETORMT 22 L &5 508, BARET — 4 2@ CRIRRBROT —
ZRBHTITFTENDDBEITIE, FOHMMAZEIT OV TERC PMDA 124
RTDHZENLEE L,
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4.1.6 alfIAOEHBIZONT
4.1.6.1 #HTHTI 0TI A

CDISC AZMEICHERL L - HEEET7 — F ICEET 2 7 u /"5 AL LT,
4. 113 ITRTAEE, REMOTERERE R - HEORE ORI
B B EERRIERE B 5 12 DDA OUVT, ADaMF—4 & v MERR T
0y ARUMTR T v 75 LORMERD B, H70 7T ML, FhER
FEAT RO ERR OBRR OB, ST AT Y X AORERNEZ B TH
D, BFLY DA OBEICEWOTEDEEETT 5 2 L AR ERR
NAEL UTIRETALERI R, £, BEDY 7 hy 70— g LT
RET D bDOTIHARV, alT LEER, FTUREE (HH LA
L=y a VY VAT A, VT RO TROEDONA—V g Y) (2B 5EHIco
WTHRETT =& 44 FIZBWCIRET A2 &, w7 uzflfLETnl S
DPEERALTVDEHE, ~7a7ns S MbHTRET 52 L EE LU
B, w7 arasT AORMPRERGEE. $, F—sEy MOTRsT
LADOVERR B INEERICRSE L TR Y 7' 7T A B EOREAREES
BT, TN TY XLAOGhHHFEEORHTE LTIV,

4.1.6.2 FuT5LDT 7 ANMER
C4.1.6.1 TRTEBY, a5 AIEEDY T MY TR~V g 4T
RIET D bDO TRV, 77 A VAITIIHHTY 7 b U = T E Uik
FEEDDHI L, TREFHRNT 7 A NVEDBEILT 7 A MERICEET 551
HET—& A RIZgbd T L, '

417 %5 1HRR, HHRIERENG ORI R R R RS ORI 5

CDISC REZEI T HafL | 7= B BE -7 — IO T
1 IERER, FRRERRE OB R R EBREROMITICET 5 (DISC

B IEL LR T T — Y EOBMV BT 4 1.1 25 4.1.6 LFEIETH D
D, BB T REEE R U TIORT,
4.1.7.1 SIMF—FEv k

EYBNRE T A — 1%, FHEESERICET MR TT—4 L LT
ELAONDHT NG, HMRET —FEHBMLZ PC AL VIThz, &
HENT-FYERR T A—F % PP RAL AL TRETS 2L, PC R
AA L PP AL DT =5 %y FOBIFRIE, SDM IG (F-3% RELREC Z{F
LTI 5 2 ENEE LU, DM 16 1B S\ e MR R 2 5 5 4
(DT =5 A FETHEATHZ L TELIAR,

7235, CDISC ARUEICHEML L e FERESN DT — 52 b & PC RAA & PP
RAL ACEBLUTRETAHAIE. Pv—Y U5 4B+ 55EE (PC
RAA & PP RAA U DIERRFIR, EERMOBUREDPC KAA L L PP KR
A NCEENDFROBR) &7 —F A FETHATHZ &, 2B, L
—P VT4 ZHATEEAT, PC AL UNOEYEIRE/ ST A — X 5
HHT 2 0BT,

41.7.2 ADaMF—&tw b

1 R ORI B 2 SRABhRE S USRI BIRE /5 i 7 — 2 &

k% ADeM A CIRHIT D 5E813. BMOMIENTRE T ADaM 57— &t > b
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WX ARIBBERB 2O THIUL, ZhbDT—FE20ESOT—F Ly b
WCEEDTHRNAITRHLTH XU,

FEATIRIZ BV ADall FERLIAN DT —# 2 b % 7RFE R FEREIC ADaM FEEIC
I TR 2E . EROMEFICAWET—4ty FOREIIRETH
Dy L. F—2Ey MED FL—HE U T ¢ FNEZRHT 5 LT
ﬁﬁ&%ﬁf&é%Ai T — by FERH U ETHBAT A Z &8
T% 3,

4.2 %Iﬁ%&y%ﬁ%ﬁaﬁ%mmﬁﬁﬁﬁﬁﬁﬂﬁﬁmﬁﬁm@Té$%%
F7—FEIZOWNT
EEREEEROET T — & /3y r—VHE] W N ERAREE IR O HFE

%%?~ﬁ&@7u7?A%®E¢%@%ﬁmﬁmcw1‘@mﬁﬁéiﬁ%u

TR, = ‘

4.2.1 (BRI EFT — & Ny 7 — VAT 12250 T

- [BEREEEROEFT - Ny —VHAE] X, BEETT—4 %

Fe b2 A VAT AL VBB T AR —F T4 B ETANEND

ERRABR 7 — X RHNEOEHEN D PDA BIERLT D Z Lhb, &L LT

BHT B LEIFRETHD, BB, VAT LABEREBIIETF 7 7 ANV E

ZORHETAEICIE, 3.7 BIZRLEERBY, TSV 77 AL ERHT S

L TLv,

mmckmfF%%%ﬁﬁ@@%%r~&ﬂ/#-vﬁ%%1%ﬁm#

HERICHBERERIITROEEBY TH 5D,

o Study ID (&ERBRZEIT 5CFFI)

o TFANNRA (Tr7ANEGEED) . "B, V= V=AYV AT LT
T 7 AR E BEWIZHR AL T2, 774”NZ@Aﬁﬁ%§&
W,

o EfiShi-fRiTORELE (SIS (IR LIMERRMr) | PP (REH
fi#HT) . PBPK (AEFEZFROZEYH R %TW)Xioma(%®M)®
%%\%v%mmfﬁﬁfé,)o&k STS I ﬁﬁm&ﬁ%ﬁ@
R & RRED 51 TR & Rk LU Ve Yy %ﬁﬂﬁ% e,

o TrANDRED#HBE, H7 7 ANDEBROMDO T 7 A4V E DORRE
NIEETEXALDICHMERHRTI L, B, AN TEBLHRKRXF
13 100 XFTH 5, '

4,2.2 BFEETFT—F OREHRBHAFICONT

1B T S BN REARAT . REEMARNT R OB IR IR 7 VAT

DEFENFIC OV TEITREBIEAZ U TICRT, 2B, @rofEEIc &

b3, F—Ft v % SAS XPORT B CRHTAEIZIX, 7—F &y M

77 ANBIRR—ETHZ L,
¥, B 1 FERER. R O R &k OV SRR D fEAT 12 RS

T HHE %%7 D5 %, CDISC HEHEITHEPL U727 — Z 122\ Tt

4 1.7TITHES .

4221?&%&%%@%@%

TEYER 7R BN REARATICRE T D BEEE T 7 — Z 1T OV T, ADaM LS DT
TR T — 2y MR BIEA. T — %y NROT—FE v NE
HEOHEMIITRDO LB TH S,

O fEtrT—%Ev b
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HMBRESUIIEN /T A — 5 DB T — 4% v PR

SIBREIIES /R T A — & ORI REHC O T fifhf 7 — &

Ty b GERHHBORHOLEZITILBEITRL) 28HT 5, 7

7 A NMERIL, FIZIELUTORRBE 2 b5,

o SAS XPORT 6K Gk xpt)

e ASCII Format Data Files

*  Phoenix Projects Ck phxproj)

* VWinNonlin Files (k pmo, *.pwo)

Q@ F—Fty FESE _

o T—xty MNERZICIE, P ELEBLRUEROBHS
EDBHILEL, B4 ZBEBIERT DL, 2B, IR
RBEFBICHHLDHIBEIE. TOBEEHLA -V 2HRT
B ETELIXZR, ,

o TrANERIX, AL eCTD BAIZ O eCTD B3RV VEENZ Lo
TEDLNTWSBPIF ETA5Z EREFE LV,

4.2.2.2 BEMARNT (TFVICESL Y Ial—var g8, )
REFMTICET2HRBET T — X 2RHTIBE. 75 —4 &y b &
OF—4ty MEBEOHMITTRED LBY ThH 5,
@ fEFT—%Ev « |
ERET IV, BMEET NVEEVERT DBRCREANC AV, 4.2.3.2 D
ICRTEFADT T ST KT 7 A MkHE LTt — 2t v 348
- WTBE, T AR, FIZIEUTORRRE 2 A,
*  SAS XPORT FZ=, (k. xpt)
»  ASCII Format Data Files
Q@ F—FEy NERE
4.2.2.198W¥52 &, ,
4.2.2.3 EBEPHRYEERTT AN (EFAVCESVIab—y
avEED, )
AEPEREYE R T T VRITICET 2 REE TS 2 2R T A,
B|HTET 7 AN, Tty FROF &ty MESBEORMIIFEO
LBV THS,
O BITICAWTEETVOEE, RELLEYR VAR T A —F D
e, BTFIECHEROBRESTEOERBEINE T 74N
77 ANFRIL, EEOHRTELI X,
Q@ MHPRETFT—FEEEUVHEERROT—FEy b

BEDY 7 b =T7 T CEDL LT — %y FEERIMT

LTWABEIZIE, UH%EF 7 7 (/v (Simeyp PE Data Files (xml &

N) %) ZREHTDIEBREELY, 8B, HEOY 7 by =T HIC

F—B¥y FEERUINIL TORWEED 7 7 4 AT, £8

DR TELIZRR,

@ F—Fty NERE
4.2.2.10% BB THZ &,
4.2.3 ur7 r2EOREHREHAKICONT
4.2.3.1 EEAZEYBIBMENT |
BN T ER B/ RS BT A AR AR E ST A U E U TR
TREFBHEOFMITROL B Th 2,
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o fETTNATY XA (BIZIX, EHEERANT A —FDEHFES)
EBTRARMOT — ¥ OBR WS, i L2 fEHTIC BT 5 #HE
PELBDTHD, BB, BT —2Ey PEBICYZERNEE
h54E (Phoenix Projects (k. phxproj) @ Text Output %) i,
FOEEPRTDHILETELXARY, o, BITHEESICYH
BHRNESENIBERIL. ThOERET A ETELI LR,

o TrANBRIE, EEOBKNTELIZIR,

4,2.3.2 BEFASET (EFTNMICESILK vV Iab—varigte, )
FHEMAEITIC BT 2 REE T —# 2RHT HH /I ONT, Fus I 4

Tr AN, FEREENSHAISNRE T 7ANVROT 0 ST LAFIEEED Y

Ral—va BT 7 A VORI TROLEY TH D,

© FalIFr7rAN |
EAETFIN, BRETNVEEHWIBTRO T 0 7 57 74 VER
i3, 77 AR, FIZIZL T OB E 2 bhvd,

e ASCIT Format Data Files

@ FERERIHHENTZT 744 (NONEM output &)

EARET IV, BEFNVEZROEEORENEEhIH AT 7

ANERET S, 774NV, EBOERTE LR 20,

@ vIal—ialiCET5774
I al—vaiilTATsANELT, YIal—iariF—&
ERESHDLDOT S TLT 7 AN, I al—Ta VORI
AN Tl 3587 7 A VKRB o b—y g VRERERLUEZRKED
ERR 7T 77 L7 7 A NVEERET S, BB, 70/ 7 L3 RHTE
ROBEIL, TATY) RABSPAERELRETIZE, ST
LDT 7 ANERIL, FEBEOERTELI LR,
¥7e, Tul 7 AFEEGRHEL. COFEMITROLEY L5,

o ulTARFETTHEODOEMFPIEELTLR T OO THD,

o OhLY, TuSILTFANGROYT 0T T LAOTFREED
lbL. Bk 2BBITERTHI L. BB, BHIhE
TulT LEERT B hIo T, NRALDEES. KR
BT 5 RERBRWEEIZIE, BRI 0T AFEEOR
HIITRETH S, -

HEEETFT — X% L CID & DOBHRIZ OV T
5.1 HFEBETFT—F%L D OEEF

FEHIE LT, @ COHEETFT—F1X. eCIDNy I R—UNoBRINDS
ZLABEHITHD, LOLRARS, eCTD @KL eCTD BBV VEENIRTH
BRI LD eCTD ZRHTDH AL, CTD /Sy 7 R—2 R eCTD 7 4 /L & HxE
CHFEBETT —ZIRDIERUIT 7 AV EEDRNI L, 2L, H1H
DRMER—EICRET 2 HFEETT — Y ORBOFELHREE T L ICHEH
TAHIE,
5.2 B—H NP A MTED eCTD ZHEFOBE

eCTD Z T 2BE, R—F NV A P OERNCRHTERRUBLERIE
WMEASIL, eCIDZMNEZEBETHI L, HDERBFEROFIILLTOEY T
»H5,

o

k=113

£ H OIRE4L
17



o HFERS

o FHBEXIT—EHRFEOL

o IEX, ZEDH|

« RETEH |
5.3 R—=FN¥A %L eCTD OIEH

eCID DIBBIZHTZY | HEEH MBS E R —FZ NP A N ETREG. BIR

XiZATT B, HMEROHFIILTOEY THD, 28, RTOEBIZHOW

THRHDOIZNCE S, BIRUIANZRD D LD TR0,

o ER E ER. F77 b ZHEIZ0H] |
=N A ZEE

eCID ZfTEE

s

#w (27— 1)

HER Sy

HEES B O— AT

HEEd HOREE

TANAF = v 7\ZEET B Bh

XM AL AZL R (eCID Ny 7 R—2) OF = v 7 LEE

BN ERERTIRIR
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B 2

BABRE 3 TRRERD 2B O]

Domain |Variable . . CDISC Notes (for domains)
Prefix Name M Type |Description (for General Classes) oy
. _ Reason not done. Used in conjunction with --STAT
Fti@ --REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
33 --RELNST Non-Study Char |due to a treatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TQ 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 qf . Char Description of le?at happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT g?ggt:& I(za::e ol Char Ve.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
o CMMODIFY Name o, CMMODIFY will contain the modified tex’f.g Perm
Denotes why a medication was taken or
CM CMINDC Indication - Char |administered. Examples: NAUSEA,|Perm
HYPERTENSION. '
EX EXADI Rea.lson for Dose Char Dqscribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Islsg:t:sgeName e Char |Substance name. Examples: Cigarettes, Coffee.  [Req
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT _Substance .Use Char Substance_ use:‘consun'n.ption amounts or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM RemorieCeunio Char |Verbatim name of the event. -|Req .
the Adverse Event
o Modified Reported If AETERM is modified to facilitate coding, then
- nEMODIEY Term d S AEMODIFY will contain the modified text.g erm
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.”
eniellzuhi Verbatim or preprinted CRF term for the medical
MH MHTERM the Medical Char D R medicalipeq
. A 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, such as

TREATMENT DEVIATION.




Domain  |Variable Variable Label Type CDISC Notes (for domains) Core
Prefix Name Description (for General Classes)
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 a|Exp
Finding v 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, SDTMIG Ver.3.1.2 L
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Ik 3

H A7

BT —F BT RO

#l 1) BABOEMTHEAREERETZOLERMTOHE
AE FAA Y (FEEFT—FEy F)

FINE LT A FNEBICOWTIRZETEXFS ( TJAPANESE

. AARETT—
TEXT IN SOURCE DATABASE | a@) %mﬂﬂﬂ“é (AETERM %% A AT CIE) .
Row |STUDYID . [DOMAIN:[USUBHD/AESEQ [AETERM “TAESTDTC, :]AEENDTC.' |AEMODIFY 5. |AEDECOD"
, JAPANESE TEXT IN
1 |ABCI23 |AE 123101 |1 SOURCE DATABASE |2005-10-12 [2005-10-12 Headache
JAPANESE - TEXT IN|2005-10- 2005-10- )
2 fABC1Z3 JAE 123101 2 SOURCE DATABASE |13T13:05  [13T19:00 Back pain
» JAPANESE TEXT IN| Pulmonary
3 |ABC123 [aE _ JI23101 3 SOURCE DATABASE |2°05-10-21 erfibolism
Row |AEBODSYS AESEV AESERJAEACN AEREL
i (cont)|{Nervous system disorders SEVERE '|N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue dxsorders MODERATE [N DOSE REDUCED  [PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT AESCONG|AESDISABJAESDTH |AESHOSP |[AESLIFE  [AESMIE [AESTDY[AEENDY. [AEENRF
RECOVERED/
1 (cont)| RESOLVED . -1 -1
RECOVERED/
2 (con) | p ESOLVED 1 1
3 (cont) }%CS%{?I‘;}‘('}G Y Y 9 AFTER

AE RAAL v (AAFET—FE>F)

E$§T7~5W%Ltrkxbﬁﬁmowfﬁ Eﬁ%é%@ii%%féy

Row [STUDYID: D A SAETERME |[AESTDTC + - JAEENDT( | AEDECOI
1 ABC123 1§ V7% 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- .

2 ABC123 |AE 123101 2 gt 13T13:05 13T19:00 Back pain_
3 |ABCI23 |AE 123101 |3 AEER  [2005-10-21 Pulmonary embolism
Row__|AEBODS TAESEV. i Al : T
1 (cont){Nervous system disorders SEVERE N NOT APPL!CABLE DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row [AEOQUT:" 7 ¥|AESCONG|AESDISAB |AESDTH |/ Z|AESMIE |[AESTDY|AEENDY: . |AEENRI: :
} (conl) RECOVERED/ o n

RESOLVED.

RECOVERED/
2 (cont) | ESOLVED ! !

RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER

B 2) JR3CD HAFE ’&%Eﬂ@‘é EHREETH Y . FEATHEEXFIIZAEEICKR]
TELERDDHEE

QS KAA v (HFET— &Jzy b)

Row [STUDYID: [DOMAIN % [USUBJID . =7 & % |QSSEQ QSTESTCD: . [QSTEST - v+ S AR
1 |ABC123 |QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABA 1301
2 |ABCI23  [QS 123101 2 QSTEST2 - |JAPANESE TEXT IN SOURCE DATABASE(2
3 |aBC123  [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS KAAY (AAREET—FEy )

Row [STUDYID |DOMAIN . -:[USUBJID QSSEQ ~|QSTESTCD |QSTEST.

1 |ABC123 |QS 123101 1 QSTESTI H% rﬁiﬂiﬁ‘wi 7% ?

2 |ABCI123 |QS 123101 2 ) QSTEST2 FEIEADETEET?

3 ABC123  |QS 123101 3 QSTEST3 SO LT ERTI?
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B%) F—sey MERE

Dataset: : XXXXX ( [XXXXX) i35 —# & v b4)

No. Variable *!

Description *?

1

Unique subject identifier’

"ID
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
I = Dosing
: T 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 N

W1 BB ERRT T L,
%2 BROBBEEERT S L,



BUHE 5

%) Fus7LFIEE

No.  Program file name *!

Description *?

1 XXXXXX

FERYTZ7ro T OO Ver.®

EHA: -« TRV,
FEREOEER
TNy NI ANEBHNTE 7 AN T2 TROITTHRET S,

XXXXX <- "8 A"
e DF—B T ANERET DT AN FROFTCHEET 5,

XXKKX<- "I AL
s FRROITETT 0TI LT D,

exportData(XXXXX) A
HBELE7#NMF (ooxx) WHAINEZCSVZ 7 A0 ( Ixxxx) ) oxt
LT, YIalb—val Ao « « 7740 (xxxxx) BT,
s TUM Ty b7 7AN (xxxxx) 2, ETHEELLE7#4F (xxxxx) I
®’FT 5,
s FTROITHL a7 50RTEBHREL. RELET VN vy b r A
JV xxxxx) & s T RN Do

xxxxx <- importData(XXXXX)

X XXXXXX

HERHYZ7Fr=27 1 OO Ver.®
EHAER: - - . HRWE,
EREOREE S -

¥1: 70l 877 ANAERTEHBTDHZ L,
2 FusSA0RE WHRYZ T, EREMN. FRABOBESRS) 2EHTHZL,



