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B3 % R EAATOR BERICH T 5 BRI, ZEESCHE IS
B+ 2BEERARTOEELRITT A2 00OMTE, Ak, B2
FELAFEROEE AEOBREDOBRIMCEDLIBERBRERZED
e D DEEMFIZ DN TIL, ADaM F—F kv hERBHTAZ L, RETD
Sy kDS OV T ERTIC PMDA ICHRT A Z LN E
LUy, ADaM F— &t v b TiEARWTF—Z v b & AV TRRRBERE
EOMITHERMER ENTVAHEEICL, EROFHE, Ketbkox
ERRREROHE - AEOREDRILICED BMETICOVTIE, HiX
EEOFEBNFEER ADaM IZE ST — 2ty FERHETDI &,
k. AWAERICHBENBEEEA~DEE ODIENM LI fEH
IZOWT, BT — % v FERHT 2 0EILRY,

ADaM IZ1%. #HBRE LA DIEH % & ¢e Analysis Data Subject Level
(ADSL) ¢WHF =ty FRH Y, ADaM T—F v MERHT 5%
REE IOV THTINFRELARTNIE 2SR, F, ADaM 7 —
Ay ML AR R RS LT 50, —%HIIZ ADSL 7—Z & b
CEENS, RBREMFESCEHRINIETOREELZELH LR
5%%% . BHIE LTE ADal F—F kv MZEDDHZ L, ZHHDE
ol LTk, EERICMZT, R RBREMHEEES) | £
Mifisy (EaEs) . sk, B, BT ohieg, il k. B
ﬁ\%ﬁ%ﬁ%%#7?ﬁ&@§%@N~X74VK%?%W%%%

BT AEERH D,

%LM%@A%MT Zty ME, BRYE 3 5% OFENT O RIS
UL REBOER Y L VB LD, ERESLT—ZTA FI
FANBOFHIBEETHL I LITHETHRETH D,

ADaM F—F ¥ v MZBWT SDIMTF—4 &y hERUEHZANTH
ABPETIL. FOEEOBYE, WEFIIRKRETLHI &,
4.1.1.4 55—ty D77 A NMERIZONT



CDISC AZYE|Z #EHL L 7= SDIM, ADaM 7 —%& & > MiE, SAS Institute 73
NRT AT —FERET +—~ v T D SAS XPORT 7 7 A NEEE T 4 —
~ v b Version 5z (LLF ISAS XPORT Bz &9, ) T, 15—
Ay bal177A40VELTRETDHIE, 2B, SAS VAT ALICLD
YERREFIZIZ SAS CPORT Procedure (ZfEMA L7222 &, HAZTOIEMN
VEPOEE EEZ bNAEHK (LIT TBAEER] LW, ) B8
EFNDT—H Yy MZBWTHRKRIZ T 7 4 A BRI SAS XPORT R &
L. 7—%%Fy MEBRICAVWONEXXFE Yy FXUIBEFRET
—EZ A FIZgHdI L,

SDIM B} ADaM 7 — & & v Mz oWTIE, F—F by "aE 77 4L
ALITR—&35Z &,

4.1.2 FT—FEy FOEREERCZOMOMNET S CE
4.1.2.1 =2ty FOERE

SDIM, ADaM 7—# -t » MIBT 3 EHEZIIZNEN CDISC IZBiT 5
Define—XML HERUT LV, NEDETRNAER R Z A LI — h~DBE
EEDMIBRO 7 7 A Mk LD BT, T35 —% %y FER
CT7HNFICHEEBARAT AN — b EHRIZBRHLTRET AL, B
EDOT7 7 A NV4IL Tdefine.xml) &35, EBEONEL LTI, 7
—ZEy b B EEOBMVEIE, ROKEIFESa— FiclT
DEBPEEND, HEZOBRIZIIN—Var 2852,

AREEDTEDICANON S BEEENIB W THRR SN A EITR R
ERENTT— Sy D EDEBRORBRES THD 2 Lk, BERRT
— ARV AREELHBICEDIEDICEETH S, Lo T,
ADaM 7 —% & MIBETHEREICIL, 4. 1. 1.3 IR THEDME, 2otk
DEBRDGERKIOHE - FEOBREDORIMCEDL S ERRBRER L5
DT DIFHITDNWT, FENTER &G T AT F — 2 & v FoF A
SNDHEREL OBEBRERTMITHERA X5 —# (Analysis Results
Metadata) REETNDZENEFE LV, BIREREAXF —F 2B\ T
&, BEETICOWTUTOEENREEND Z EBREE LU,

o RRREREBCRTRINIFNERZ2 R TRREESERUFETEL
o ENTONE L ENiFEH

s FRTAHENTA—HLLa—]

o fEMTHBR LI BE

s HEATAHT—ZEv b

o JEMTHRER L IRD L a— ROEIREE

o RTEHEEICRT AxHGT AEE., MIT 0 ST A4, BFFIED

TERE
o FRTHIBICHIST AT T 0 75 A Ok

RFERAZ T — X OFRICOWTITAREEAREY CDISC 12 L 3
Analysis Results Metadata Specification for Define-XML &% b
THIELET DR, EBEICEO TRHT S Z L AREEREATIE,
eCTD 181K U eCTD Bffv MEENZ K - TED B3T3 PDF 12 & 0 BlidtH
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FTHILENERTHS, BB, ERBICRBWVT, SBAFENSAARFEICL
DIERENTWVTHELIZR, _
4.1.2.2 ERMEEHI#HEZE (Annotated CRF)

AT & EEFEREZE (LLT lAnnotated CRF) &5, ) 1&, CRF IZ
IVINEINATFT—FDKERE, T— ¥y MNIEENDLIELZ X
RS TEFEE R LD THD, CRF OEBICKIET 2K E LT,
CDISC AEME|ZHEHL L 7= F — & & v MZ DWW T SDIM OEHZ V2
EIROIE HIEIC OV TIL, CDISC 12k 5 SDIM Metadata Submission
Guideline (SDIM-MSG) 23&%& L7:2%, .

CRF |2 & 0 IR S 77— & JXFTRE/R IR Y SDIM 7 — & & v MTHH
SNTERHEINAZENEE LWVA, BHERZ2WT—FEHE DS
BA12%, Annotated CRF ETIIRHT —# &> M ’ai:h'(l/\iib\'ﬁ
WOMBERRETHELEHIC, EENRVEAZT —F VA FIZRE#
#5:&0tﬁb\%@ﬁ@ﬁ%%#ﬁ%@momfm%ﬁ?éﬁﬁ
X7,

Annotated CRF @7 7 A AFBEIZ, JFEI, CID ARt eCID By il
LS TEDONTWS POF & L, 77 A NV4IE Tacrf.pdf] &35
T, BRIELTSDIMT —FkEy hERUTAAVFITHEMNT D L
4.1.2.3 T—FHA K

AREEBROEEBICLAT—F ¥y FORNE., BEOEEZRE
TAHE L BT, HEEICLLATFT—FEy MERIZH > TOT —HIE
ORI R OEHLEIC B BB 2 FRE L T 5729, SDIM 7 — 4
¥ v FEO ADaM F—# kv hOZERZFRIZONWT, T—F kv hDOE
ZBIIMZTT—2HA FEERL, RKAlE LTHIET LT -2t

REBUTZ A NVAITHEMLUTIRETSZ &,

SDIM F—F v MIBETATF—F HA Riciddia L b TOEE
Eabbi b i b,

o BRRBRAL. FBREMGHEEESE
. %%%%%@’%?6%%
o RAVWOLNT-AENE HHIFFE, FERVEON—Va v
e WEBRE T —Z DOFA
o F—HIBEWEA~QEIWECET S N F—va VERICETS

FRER)

F7. ADaM F— &ty MIET AT —Z H A XU TOEE IS
ENDHTENEE LY,

o ERRBL. IFREMHEEESE

o fENTF—F v MIBEET AR EICET 5
o AUVOLN-ERE, HHIAE, SEEROEONN—Ta v
o BWEOTF—F¥y MIEBETAREER

e F—H%y FOERICETIEER

o F—A¥w FOFH
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o T FAEEA~OUEIPEICETIHH (N F—va UERICETS
#ER)

SDIM, ADaM 7 —& & > hENENDT —Z HA ROVERIZHT- Y, (DISC
BECRBWTUIT = WA FOREIRT +—~ v MIREES TR0,
FHEBICEDDIAFIOWTIE, UTOEREBEICTIHIENTE B,

e SDIMT—%ty MIBETET—FHA R
http://www. phusewiki. otg/wiki/index. php?title=Study_Data Rev
iewer’ s_Guide

* ADaM 7 —F &y MIBTHT—HHA K.

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

& XFEIL, FAIL eCID EEK N eCTD BV EAINCBWOTED LI TND
PDF TYERL L. 7 7 A /V41% SDIM, ADaM (ZxHii L CTENEN Tstudy-
data-reviewers—guide. pdf | [analysis-data-reviewers—guide. pdf |
LTDHZEBEELY, BB, T4 H A FIZBABTHERLTHE
LX 2720,

4.1.3 fERTHEHEDO/S—T g ZoNT

CDISC HREICHEM L 12T —F Yy FROERBZERTHIH -0 EH
95, CDISC HE¥E, #fHFE. BEESIZ OV T, PMDA IZB W TR ART
BEZR/S— 3 U4k PMDA @ WEB ¥4 T (http://www. pmda. go. jp/) % BT %
& BB, N=VaryOFANAIGRIL, BEESARRFERICEH TS
RHEH B 2 £ 5,

F—HEEATERLIN—Va VB EATIZ LEELEX IR0, F—
BRBRBANCIIHE— L= a v 202 &, R—ERRBRNO—I
DRAALNCDONTHDONRN—T a3 VEBRUESAICIE, FHLEAA—D
3V ROZEDEBIZONWTT —F H A FIZBWTHATHZ &,

BEOBEBRRBROBEEMTOT —F &y Mo Tid, FEFERBROT
— Ay RBEI NRN—Ta U RER STV BEETH-oTH, F— LN
=g VNIREVMER T A L, NV a I L GBI LA
COBEREH, BRENN—Ta v b OEBRIZH -V EE L AZICT O
Tk, T—F A RiZge&+5 2 L,

4.1.4 HREGEROBEEICONT

BE, FEBEESEOT —Z 2T 57120, £ DRBIZHOVWTE
NEIVERBEIBAZEYE (Therapeutic Area Standards) A3, CDISCIZ & YA
SN TS, BEICHEIEAS AR SH TV B EBICV T2 DEEE
THZERTEXEN, FALEEECZOWTIET — 4y NOEEER O
F—AHA RICEEHTHZ L,

4.1.5 HAEFET—FOEYFNTHONT

AAGECTT —ZINEII, DOFNEEEICEHRLEZBEIC—EDER
BERINbNDBNRH 5EEICOVTIE, BABE TORRISLEIOHEY)
THY, BARFBTRH LT —F UUT TERET—¥) o, ) &
HT 52 LNFETHD, AEREBERE END ATREMNH 5B OF % B

12



2RI, ZHUCIRD b D TR,

HAZBEENR FAL VICEENEEEORARET —F DT —FEy b
DRIIFIER R FEIIER E LTUTOERY L35, 2B, B3
Zhl% =1,

HWUFARALY (F—FEy ) oW T, ARET—FEY b
&w%&¢%®mu1?ﬁﬁéh1méiify%@Aﬁ%ﬁén
rF—2tEy b (UTF [#EEEF—FEy b LS, ) D22OD

Py FEERTH T L,

AAZES— bty MIBAEBEEODAZBATEL L, £
Hrr—Fty FER—NEDERFEDT—FLTHT L,
AARZEF— &ty b EBEHEFETFT—F Yy MIBARFBER &L THITH
T AEBELTFEHOTF —FEDOENEREELF—DEEE L,
La— K, La—FoOIEFYL 2 o057 —4ty METR—&$5
b, kB, F—Fty hOESEERXEEFET—FEy MIHTD
HOD|HBEDHAT IV,

FEHFET—F Y MO RAARBEEICKY T IETCIE. EEOT
— 2 TII RN &S S ) 7eBFESCES ( TJAPANESE TEXT IN
SOURCE DATABASE] %) %##&#NdHZ &, T—FZRODOMIRDZD,
AARTET — 4 ZEBEOEHEUIEEO v a— NI T THRRMT 54
ERH LIPS, BEETF—F Y bRORET B Lo — Rz T
WHEELTINEBMT D2 L,

= D#TEFH| ( TJAPANESE TEXT IN SOURCE DATABASE] %) 131
HECIE—BLTR—DbOE AN, T—2 A RXFT—F &y

. FoE#FEE (define. xml) IZHRTHZ &,

AAZELSHEREBESCa— FY 2 MEHIGT S ERTHCIEY 72 58
RTEECFFN BT DL, o, BEBXFIN2BMT 2%
&, FOEBLFHEAHELCETHILERD SR OIE, REBICE
%o 57 SEBNEY ARG Y (]« [JAPANESE TEXT IN
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
021 ) . TOBRAEL ORIBHTET —FHA FEITRT I L,
HEETF—H Y NEFTED 7 NV ZIE&DBHI L, SDIMT—4FF
v MosHET 2 BAEF—Z ¥y ML Tsdtm_j] 74+ AFIZED,
ADaM T — & & v MIxtind B BHAET —F &> ME lTadam_jl 7%
NEZEDBI L, T—FEy MAERORTNVLIT 207 —F &
v hTCR—DHDEHWDZ &,

HEABEEZ S LRV KA VIOV TEHERFOF —F Y bO
BEBFED T ANFICED, BEETHT—FEy MERHLRWTD
Eo

2. JERIE LTHAZET —H 2OV TIE SDIM &Y ADaM & & 12 RFEo
BFETORMT S L T 50, BARET — 4 2B URKRRBROT —
B ERETDIFEND L BHEITIE. TOHMBEAZIT OV TEHIIC PMDA Aic|
KT B ENEE LYY,
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4.1.6 TulFrOEBIZOWT
4.1.6.1 BHITDZSar I A

CDISC AZTEICHEIL L = HFEE 77 — X ICEE T a5 4L LT
4.1. L3 \ ORI HIE, BEMEOFERERELOEE - B0 ﬁ@mm
B D ERRRBE R 15 D T2 D DB OV T, ADaMF—& ¥ v MERA
07 AR 0 7T LAORMERD D, K707 T 5T, FENR
FEAT R DB ER DIBRE DRSS, f#F7 /LU XL DORERBER B TH
D, T LY PMDA OBREIZBWTEDEEETT S L BNHEERFEAR O
NEE UTIRHTA20E T2, T, EDY 7 h =703~ g T
RIES 2 D TIIR2VD, 70l T batEilk, ETUREE (HHLEAR
=g VAT L VT MU T ROED/RR—T a ) (BT AE8RIzo
WTHRECT = A FIZBW TR 22 &, w7 uzflLE a s
BPEEALTVAHEE, ~7u7ur5 AL TIRNT 2 Z L8 E L
B, vrararZ AORMPRERGE, £, T4y bTrnrs S
LOVERR B (% SESERICRRE L TR Y 7 1 75 L B IEOBR S REE 55
FBIL, TN TY) AADOHAHARESORHETE LT RN,

4.1.6.2 I F I L6077 ANV

4.1.6.1 TRTERBY, 70l I AIFEEDY 7 b= T7oN—V g T
FRIET D DO TRV, 77 A NVAIIIRITY 7 N7 = 7 M5 U ikE
FEEDDHI L, WIEFIRNT 7 A NEADOBEITT 7 A NERICEET 530
B&ET—2 A RIZghbz L,

4.1.7 B 1HEREBR, FRREIERBG OB R ORRREHEEROBITICET

CDISC HEHEIC I U 7= BT — # ZT O\ T
AR, RIS OB R O R EREER O IZE$5 (DISC

R LR BT T — A EORVHNT 4. 1.1 75 4.1.6 LEHETHD
D, FRCEE T REFEEUTIORT,
4.1.7.1 SODMT—F kv b

FBRE ST A — 213, TR BENESICETHHEERTT—4 & LT
EHABNDZ LD, BYBET— X ERMILIE PC RALATZ, &
H SN TWENRE T A —4 % PP AL AT LU CIRETA 28, PC R
AL L PP RAAL L DF—H ¥y SOBRIZ, SDIM I 1ZE-5% RELREC 2 1E
AR U CRBAT S Z L8 LU, SDIM IG (2 E S B S R e i A
WIIT—F A FETHHETH Z L TELIT RN,

7%, CDISC HEUEIZHERL L7 ToREMDF — &t~ bE PC AL & PP
AL CEBR L TRHT B8, PL—3 U5 0 i+ 558 (PC
RAA L& PP RAL OIERENE, BEMOBREDPC KAA & PP KA
A ANTEENBFROBR) 2T —FHTA FETHRHTAZ L, B, FL
—HE VT 4 ERATSET, PC AL U LEYEIRE T A —4 %
BT 2 0BT,

41.7.2 ADaMF—FEy b

107 R ONR IR BE L2 B 2 SR EhRE K OSSR Eh R /S A 7 — 2 2

F % ADaM BT 285813, IBMOMNTERRE T ADaM F—F & v b
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12 L BEMERBRE RO THIUL., ZhbDF—F 50 ES>DT7T—F Y |k
IZEEDTHRRITRHLTH LU,

SEMTREZ FAV - ADaM FERDISA DT —Z 2 b & AFRHFERAC ADaM B
o4 U CIRE T AEE . BT AVWEZT— 4y FORHIIRETH
%, EEL, F—%ty MEDO R L—PE ) 7 SETNEZRATSET
HRRESECHIESIT. YF—Fy hERH LU ETHIT5Z &8
TE 3,

4.2 #11RR. BREERERS O R CEREEEROMITICEE T 5 HiFE

FT—FEIZONT

[EREE RSB O E T — & N v — VS| I ON BRSO B 5

BIF—ZROT 1T T LEOEAHRRENRIZONWT, BT~ BEEZ L
TIRT,

4.2.1 TR EBEIROB T — ¥ Ry 7 —URHAE ] [To0 T
(R EBEROBEFT —F/y r—VHAE] X, BEETT 4%

e kW xf VAT AT L VBRETABICR—Z YA N ETATSND

EEpR A EBR 7 — A RHEANAEOESN S PDA MERTHZ &b, XEELLT

BHTAZ LEIRETHD, BB, VAT LABERLERICET TV ANV

2T ABICIE, 3.7 IR LEZERBY, TSV 77 ANVEREHT S Z

ETEv,

PMDA 1B\ C TEREEEROET T — & Xy r—ViAE] Z1EKT

A HERERIITRHREOLBY TH D,

e Study ID (FHEBREHAIT 53CFF) _

o TrANNA (TrANEEEGL) , BB, F— b U zA VAT AIX
77 A VR A K BEIC R ASA T T2, T 7 A NS ADATNINETR
A

o  EMiShI-fENOFELE (STS (EEMZEYENREMNT) . PP (FBEEM
fEHT) . PBPK (AEFRZFEUSMEERTE T /V) NI Other (Z2DOf) @
Bla. BEEAVWTAATS, ) . 2B, SIS I[CIIMERNRIEMEIE
FRAT & [FIAE D 7 1 CRENT S h - i sh e/ 31 i 2 8 T,

. 774»@Wa®%% BT 7 ANDRABRLMDT 74 VL ORAKRE
NEETEXLLI)ICHEMERRT LI L, BB, ANTELIRRIF
% 100 XFTH B,

4.2.2 HEEBFT—F DEENRBRHARIZONWT

TEUER 7 S B REARAT . FREE MR ARAT B OVE RS R 3R 13 BE 7 %7»%%—

DFNFINC OV T T REFE LD TIORT, RE, T O=EIC

59, F—F & F% SAS XPORT N CHRH 3 A BRIZIX, 7~&tz%@

T ANZBIER—ETHT L,

ek, F1HERER, %%ﬁﬁ%%#@ﬁ%&@%%%ﬁﬁﬁ@Mﬁ
T AHBEEFTFT—HDH L, (DISC BHEICEH LT —F owfm
4. 170D 2 &, N
4.2.2.1 EHER 72 SKY B RBARAT
R BB REARATIC B A BB E T — Z 12D\ T, ADaM ISR OTEK
T — 2 v NERET RS, T —4ty FRUT—F Y ME
HEOFHMITRO LB TH D,
O fEFT—FEv b
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HMBRRSUITES T A — 5 ORIV f#T T — 2y FRO
IRMENRE IR ST/ 3T A —F O FEH RN W ffhr s — &
Ty b GERMHEOEHOLEZIToT25EI3R<) 2RET5, 7
7 ANERIL, FIIELLTORRDE 2 55,
e SAS XPORT JE= (k. xpt)
e ASCIT Format Data Files
*  Phoenix Projects (k phxproj)
*  WinNonlin Files (k pmo, *.pwo)
@ F—Fty FERE
o T—Xty FNEHEEILZ, P ELEBARUEREOBAE
EOHZLEL, B4 ESEBIMERTDHZ L, B, MITE
RBEEZFCERDPHIHEIT. TOELHIA—TVEWATRT
HZETELIZR,
o Ty AR, K], eCTD @£ K O eCTD BV @I K -
TEDOLIWTWAPIF &35 EBEFE LYY,
4.2.2.2 BEAENR (ETNICESLYI2r—Tar 28, )
REMEITICET 2 RREFT— ¥ 2IRHT B4, i —4% >y b Rk
VF—&ty NEREOHEMIITRO LY ThA,
@ Rty —4FEv b
BERET I, BRETNVEEERT DRIV, 4.2.3.2 O
WCRTETADT AT T LT 7 A IR LT T — 2> P&
- T3, 7 ANVERL, FIZIEUTORRNE 2 b5,
e SAS XPORT JEZ (% xpt)
e ASCII Format Data Files
@ FT—Fky FEHE
4.2.2.1Q%BRT5Z &,
4.2.2.3 £EFHEMEERETNVEN (ETAVICESVIab—Y
avEEt, )
A TRER SR B T T M EITICRE T A BRERE T — F IR T DA
BHET 77 AN, Tty RO —% 1y MEREZSOFEMIITRED
EBHThHD,
O BFICAWTEETVDOBE, BRELLEMRCEER AT A —FD
B, T FIESCHERORESITEOBERNBEENDE 7 74V
77 ANMERIL, EEOWRTELIZ IR,
@ MHPRET—7E%52EEERRROT %y b
EDY 7 Ny =7 TR cE 3917 —%ty MEEFRSUIMT
L TWAEEITHE, UZEF 7 71/ (Simcyp PE Data Files (xml
R) %) ZRETHIZENEE LY, BB, HEDOY 7 by =T AIC
F—F v FEERSUIINTIL CORWESD 7 7 A AR, £E
DR TELZ LR,
® F—Fty NERE
4.2.2. 10 8BT5 &,
4.2.3 ul 7 LEOREMBRBHARIZOWNT
4.2.3.1 HERRN 2K ERBRENT
FREh RE S I B e /3R BT A MR AR E ST U HE U TR
TREFROFEMITROLBY THD,
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o EITTATY XL (FlziX, BYEENRT A —ZOEHGES) °°
EETRREDOT —F OBIFLE, i UEATIc B4 2 3aEHR
EELbDTHD, BB, BT —4tEy EFRICUFZERSEE
nAE4E (Phoenix Projects (k. phxproj) ® Text Output %) X,
FOEERHERTHILETELE LR, o, BTHEEEICHX
BHNEENIHEEIT. THOEEREHETHIZLETELIZIR,

o TrANBRIE, EEOEXTELIARY,

4,2.3.2 BEMARKT (EFNMCESILKvVIal—varzEte, )

FHEMBTIC BT A HEBETTT — ¥ 2RRHET A5/ ONT, Tu s 74

Ty AN, FERERPHODENTZT77ANVKROT 0 s T LAFEEED Y

Ral—va BT E7 s A VDI TROEBY TH D,

DO FulSLT7rAL
HEREFIL, BRETNVEERWBTEO 0 s T 57 7 A NVEHR
B3, 77 AWVERE, BIZIZLLTORRDBE 2 LD,

o ASCII Format Data Files

© FELRBERIHHDENTZT 74 (NONMEM output %)
ERETI, BT NEE RO EPSENSH N T 7
ANERET D, 77 ANVERIL, EEOHRTELIZRVY,

@ vIal—ValBETAT7 AV
Ialb—a il TAT7rANE LT, YIal—vari—#
ERESRDDOTT T LT 7 AN, YIal—a COERIT
AW alSh7 7 ANVKROY ab—Ya URERER LERIED
VR 71 75 57 7 A NVEERIET D, 2B, 7ul 7 AR REHTE
RUVNESIE., TATY XLARGPHEERRETHZE, Trr T
LDT 7 A NMERIE, EBOFNTE LI AR,

Fie, s 7 AFIEELRE L, TOFEMITREOLEY L5,

o Ul AERFETTIHLOOEMFIELTIHT IO THD,

o Hilb, TuSILTFANERRT ST AORAEED
Brlll, BfkS 2BBIERT DI L, b, RSN
TS ABERTAICHo T, NALOIRES., K7
HZAT O MBERRWIEAICE, BRI 1 7 T AFIEEDR
HIZARETH B,

HEEE T 7 —F % L CID & DEURIZOWT
5.1 HFETT—FEL D DR
BHIE LT, E@COHBEFT XX, eCIDRy 7R —rnbBRIND
TN EYITHAB, LALRE, eCID BEAE G eCTD B W EANI R T H
BEIZX D eCTD ZHET A1, eCID Ny 7 R— 0 KN eCTD 7 # V&
ICHEBFT— RO BRIIT 7 ANV EEDRNIE, EL, H1H
DT ER—EICEET2HBEEST — A ORHOFELZREZET LICRH
TBHZ L,
5.2 W—HF VP A M LD eCID ZMHEBOEE
eCID ZHRHT AL, R—FNY A b LERICRHTE B K CSERE
WAEASI L, CIDZMNESLZRET I L, LERBFROFIILITOEY T
H5,
o HIFEMHODIRGEA
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REER Sy

PRI —EHFEDR

AR, BEDH

BT EH

5.3 W—Z %A &S L7z eCTD DI

eCTD DRHIZH =V | HEFIIAIMERE R —FZ VA b ETHRE, BIR
XIIANT D, AIEROFUILLTOEY TH B, 2B, RTHOERBIZHOW
TRHEDOTZNCER G, BIRUIATIZRD D H DO TILRW,

o IEXR, &E EX, FI7 b, EHZZE0H|
VAl WESE-20E3c
eCID ZA1E 5
SRS
R (=2—F)

FREEX

H &g H 0— R4 H

HEIL B Dik5E4

TANAF x o BT BB

M AV AZ AR (CID Ny 7 R—2) OF = v 7 LR
B eI

SR M T OY eCTD HAfFHE 24 D&M S

N E _

LEEZRE, BRUIANLIZE, BETS CID O by LT 41
FuER—ZNY A F ETREL, PDAICEET S, R—FAY A F DB
B2 BB OWTITRIR R T,

5.4 R—Z VYA e U TRHE &N CID DZE

PMDA 132 E L7z eCTD IZR LY A NAF 2 v 7 RONY F— g & ET
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BUHE 2

HATENE £ 5 WaBHER b 52 DHl

Domain

Variable

CDISC Notes (for domains)

Prefix Name T Type Description (for General Classes) fore
g Reason not done. Used in conjunction with --STAT
eS| --REASND Reason Not Done |Char |10 b N T DONE.
Relationship to An opinion as to whether the event may have been
B3 --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
Cco 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 E?Egt;;ie ga;?e g Char Ve:rbatim medication name that is either pre- Req
Thera printed or collected on a CRF.
py
v Modified Reported . |If CMTRT is modified to facilitate coding, then
bt CMMODIFY Name Sha CMMODIFY will contain the modified tex‘f o
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION.
EX EXAD] Regson for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT lslsggt;t:geName o Char [Substance name. Examples: Cigarettes, Coffee.  [Req
Sy SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name laced here.
SU SUDOSTXT Substance _Use Char Substance_ use consumption amount.s ora rgnge of] Perm
Consumption Text consumption information collected in text form.
AE AETERM e U Char |Verbatim name of the event: Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
nE AEMODIEY | Char | A EMODIFY will contain the modified text. |/ o™
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE AEFACNOTH 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 term for th dical
MH MHTERM the Medical Char | oroalim or preprinte term ot the Medicalipeq
] 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

CDISC Notes (for domains)

Prefix Name VaE gl (g Description (for General Classes) Fore
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 st eras | e 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 &L

[, FCaIT—HEE)




B 3

H

N

T B et T DB

#l1) BAZBOEMIHAZELERETZOETERMTIHE
AE FAAL Y (EEFET—FEY )

. BARFBCTF—FNELETFFA PEBIZOWVWTIEFEXFS ( TJAPANESE
TEXT IN SOURCE DATABASE] %) %##19 % (AETERM %% BAFE CTIE) .
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|2005-10- 2005-10- )
281 PG 12310112 SOURCE DATABASE |13T13:05  |13T19:00 B
: JAPANESE TEXT IN Pulmonary
3 |ABCI23 |AE 123101 3 SOURCE DATABASE |2005-10-21 embolism
Row |AEBODSYS AESEV AESER[AEACN ALREL
1 (cont) |Nervous system disorders SEVERE N NOT APPLICABLE |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 |AEOUT AESCONG |AESDISAB|AESDTH |AESHOSP [AESLIFE |AESMIE [AESTDY|AEENDY |AEENRF
| (cony| RECOVERED/ i 5
RESOLVED .
RECOVERED/
2 (cont)| R ESOLVED L 1
RECOVERING
3 (cont) /RESOLVING Y X 9 AFTER

AE RAA Y (ARET—FEy )
. AARETTF—FINELETX R FMEBICOWVWTE, BAEEEDOEERNT D,

Row |STUDYID [DOMAIN [USUBJID [AESEQ [AETERM |AESTDTC AEENDTC AEMODIFY [AEDECOD
1 ABCI123 |AE 123101 1 V-7 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- .

2 ABC123 |AE 123101 |2 AR 13T13:05 13T19:00 Back pain
3 ABCI123 |AE 123101 |3 JFEELE 2005-10-21 Pulmonary embolism
Row |AEBODSYS AESEY AESER [AEACN AEREL
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE |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 AESCONGI|AESDISAB [AESDTH [AESHOSP [AESLIFE [AESMIE |AESTDY AEENDY |AEENRF
1 (cont) RECOVERED/ 1 1

RESOLVED

RECOVERED/
2 (cont)| R ESOLVED ! :

RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER

B 2) LD HAFE %%nﬂﬂ‘é LAREETHY ., HEATS

TAHUNEND DHBE
QS ALYV (FsFr—Fty )

REECFI 2 AR A

Row |STUDYID [DOMAIN _ |USUBJID QSSEQ QSTESTCD |QSTEST

1 ABCI123 |08 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEO1L
2 ABC123  |QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABC123  |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS RAAL v (AXFET—F v h)

Row |STUDYID [DOMAIN  |USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123  |QS 123101 1 QSTEST1 B4 CHHE 8 ET 5P

2 |ABC123 |QS 123101 2 QSTEST2 ESXAPIIETEETH?

3 |ABCI123 |QS 123101 3 QSTEST3 GO L THFERTTN?




HIAE 4

: (B3%) 7—&ty MNERE
Dataset: : XXXXX ( [XXXXX] 135 —%t v F)
No.  Variable #! 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

2 = Parent drug

3 = Metabolite

6 CMT

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)

X1 EEAERWTHZ &,
X2 BROBHAETH T DL,



B 5

(3%8) v/ 7 LFREE

No.

Program file name

1

Description *?

L
XXXXXX

FERAYZ7 by =7: OO Ver.@
FERBR: - - AW,
ERRROBER
T NT Y b T ANERATE T AN T B TROTTEET %,

XXXXX <~ "/ A4"
oo DF—FTTANERET BT AN T ETROITTHEET 5,

XXXXX<- "IN A"

s FEOITE T 1T T bhEFEITT B,

exportData(XXXXX)
HELETANVE (xxxxx) (KHAESHE CSV I 7 A0 ( Txxxx] ) 5t
LT, YIab—val D« « 7740 (xxxxxx) ZETT D,
TNy FT7FAN (xxxxx) 2. LTHELE744VF (xxxxx) 12
BT 5. |
s FTROFTFNO a5 h0ETEHFREL. RELET YNy b7 74
U xxxxx) ERHZ AT D,

xxxxx <- importData(XXXXX)

XXXXXX

ERY7 b7 OO Ver.@
HEHER . -« - THWE,
EAREOEE A

X1 : a7 s ANEBERETDHI L,
X2 FusSA0BE ERY T hy o7, EREN. EABOEERS) 2RERTL,



