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O 5 L RMENTRA 7057 5 O ERD D, &7 0575 AL, FhFn
A F DR AE R DB FE DRI, M7 NI X LAOTERNF/2 BN TH
0, BTLH MDA OREICRWTEOEEERT S &gkl LN
R & U TR T 24030, T, HEDV 7 T 7oN—-Y3 Uiz
RETDHOTIRWD, 70T AEER ETURRE {(HH LA
L—3alidAFh VI MIZTROFON—Da ) BT 558HIcD
WTHH T —F A1 RicBWTIRMT 22 &, v ozflilLi=7ns s
LAEFEHLUTOWAEA, 70707 AHHETIRETAZEAEEL N
7, ?bD7D77A®ﬁﬁﬁ@%m%Q\ik.?—&tv%%ﬁmﬁﬁ
LDER R 2B R L TH D 7Oy S A B RORIE R84
T, AT LU X ADSD BRSSO TR LU A 20,
4162 0S50 7 74K
4161 TRTEBD, 7075 LAIKFEDV T Fo7oN—Ta 0T
BET B HDO TR, 7 71 INAIIRTY) 7 N = 7 MG U fe kiR
FEFODLI &, WEFIRWT 7 NVAOEAE T 71 VBT 55
WETF—FH1 FIcgndl L. '
41.7 %15, HERERSERLE R OB EEROBITIZET 3
CDISC BEIZHEHL L 7= R BT T — Y HII DT
B T ARG, PR SRS oD s K OB PR SE SR M ICBE T % CDISC
BHEIZHEI L o BT T — YOO EWNE 4 L 1 25 4 1.6 SRETHS
A, BB ETREFEHEUTFICEY,
4171 SIIMF—Ftw b
YT A—F %, ENEED SN T oY EETT—FELT
EOZENBTEND, HYBET— S ERMLE U RALICE, &
SN BEYTHEN T A—F % PP FAL AL TiREd22&, PC R

AL EPP RAA S DF—F by FOBSRIE, SITM 16 2345 RELREC &4F -

JRU T A Z XD E L WAS, SDIM G I Erkh s i &t
T —F A RETHAT D ETELIAA,

758, CDISC BEMEITYEI L 7 AN DTty b & PC RAAL & PP
FAALZEHBL TIRETSEEE. bL—YE )51 2B A3H (PC
BAA PP BAA S OERFNE, ZEEORREDPL FAL L EPP RX
A B ENHEROBR) 2T —F i1 PETHIEATAHI &, B, b
—H VY UTF 4 EZHETHEHNT, PC BAL O LHYENE/ NS A—F 2 FH
B g BRIV,

4172 AMT—Ftw

AL AR B ONPR FR R VT B 4 2 SE M B AR Ky ORIy ETE /3K ) ST T — &
b Z ADaM JEsCTIRING 2581, BMOM TEIRET ADM T—F v b
REBHEMNABE S RO THIUL. INESOF—FE2VDEDDT—F Ty b
WEEDHDTHRHLIZEBHLTH XN, '

AR VA e ADaM A O F—F 2w b 2RISR ADaM g3l
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L TERET 286, EROMITICEWET—F 1y ORPBEAETH
B, BEL, F—&twy MEO ML —HEU T4 REHAEEHHATH LT
HALERTHAEEE., MET—vEy MEREIILE L wu%?‘ﬂ_&ﬁ\
TE5,

47 1R BREMFRSEORALGERESEEROMITICETSHEE
%T“&% IONT
Fﬁmﬁwﬁmwﬁ?rwyﬂj&~y%w¥JiUk%WﬁWﬁ@@ﬁm

BFTF—AROTOY S LEORFRNIIEHAEIZDWT, BT REBIHEZLL
TIZRT.

4.2.1 [EEREEEROETT—F /Ny & —DHBE ZoWT .
(RIS OBTT— ¥ /Ny r— VB, X, HEETT—5%

R VAT AL T BRICAR—F Y1 P ETATENS

R T — SRR DOBIMN S MDA MERT A Z&Emb, EELT

BT AHZEHEARETH D, B, VATFLEERERFICETF I 7%

WIFEH T AT, 3.7 WiICRLEEBD, TSV 7vM 28T 5Z

ETEWN,

PMDA 2 BWT THREMERDEFT—& /Ny r—JPHTAHE 2ERT

LT HERERIITROEBOTH S,

o Study ID (BRBRZRDT 5 XFH) :

o TrAINNA (T A NEGESZD) . BB, F—FTx1 AT AT
T A NNA R BEMICHAAD =0, T 71 IISAD AT ES
by,

. iméMLmﬁwﬂﬁ(ﬂSW%mmﬁ%QMMWmIW(%%H
fiE4T) . PBPK (AEFREEMISEYHERTTIL) XL Other (Zft) @
w%‘%%Emmrxﬁ?%a)omﬁ\HSK@%%%@%%%%
fRAT & R OO 5 1 TRAT X iz B/ 38 S 2 &0,

e T7AINORNBOHMH, &7 7 1INOHERCMD T 71 & OBERE
NFETELLEICHEMERH T &, B, AWNTEIRAXE
B3 100 XFTH 5,

4,22 HFEETT—F OEEMZRHARICONT

FEHER 72 SR W IR MARAT, REERMAT R O A M2 R SE MR B 3 & 7 VIR AT

DEFNFRITDNTHEITREEHZLFICRT, 2B, Mo HEICk

59, F—%tw bZE SAS PORT BATRHT 2RI, F—F bty b

ET7rAINABEE—-ETEI &,

B, BT MR, R PR SR S B oD pfR R TN E PR S P R O R AT I R

THHBEEFT—IDS5 5, (DISC ERZHENL T —FI2 DWW T,

LTRES 2 &,

422 1 EXENEYSRAENT

e 3R IC B O B IR E T —F I oW, ADaM IS DK

T T—4 v FERIET2EE, T —F 1y hERT—51y MNE

BEEOHMIITROEBOTH S,

© T —Ftv bk
SEAE 1ﬁﬁ%n7x &@ﬁmhmmtﬁﬁrh&ﬂ)hkv
SEMTRE I3RS/ T A—F DA W fith 75— %
tvh(ﬁLﬁMEwﬁwwaéﬁot%Am%<)EhﬁﬁYO
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7 A BN, AL FOERNE L 515,
»  SAS XPORT 730 (%, xpt)

o ASCII Format Data Files

»  Phoenix Projecls (. phxproj)

» VWipNonlin Files (+ pmo. * pwo)

@ F-Fty hEs

s F—FLv hEHHRIC ,mm<&%%&ﬂ&0Wﬁ@ B 7
BHHTEEL, N4 ESBITERT B &, b, TS
Rk %%Kﬁﬂ@%%ﬂub FOEEZUR—VEHART
HZETELULZARN,
o T, AL eCTD A1) eCTD Hudl Wil L -
TEDONTWBPIF & B EMNEELYY,
42,22 BB (EFMVIZEDLIIal—aasd, )

BRI 2 HEET T — 5 2RI T 2846, fithiy—5ty b
DF—Fty MEREOHMI Pt LB TH S,

O s —Ftw b
EARET), BICETIVAEEERT DRI, 42320
WRTETNDTOT I AT 7 4IRS LI T—5 2y - &2
H95, 77V BIAZPTORAD#EL 505,

»  SAS XPORT jEat (% xpt)
»  ASCIT Format Data Files

@ F—Ftw hEHSE
4.2.2. 10288 I B &,

4223 EHENEYEERTTIVENT (ETNICEIL I al—Y
areagil, )

A B ER W R R T OVARATICRE S B ST — ¥ 2RI T B EA.
RTDT7) T—F 2y FRUT—F &y MEBEEOFMIT TR
EBOVTH 5.

O BIICHWEET VOIS, RELEEDRCER/)NS A—-F 0
(EN ﬁﬁ?%%ﬁ%@ﬁ&ﬁﬁ%@nﬁ# ENs57 71
77V EEOERTELIZ AN,

@ mMPBEFT—yEEEDEERRBROT—F v b
KFEDV 7 b7 THHTELL DT —Fty MEERXIINT
L TWBEEITIE. SEZETF 7 71V (Simeyp PE Data Files Gml B
) &) FREHITAZENEZTLY, B, BEOV I NI THID
F—&ty N EERIZNT L TWARWESD 7 71 VBRI, £
DENTE LA,

® F—Ftv hEHR
4.2.2. 1@QBHIBHIL,

4 2.3 TS5 AzEOEERIZRBHAREICIONT
4.2 3. 1 FRIEREMEBET

SEM T e TSR B R/ SE 2RI B 9 BT EEARE N F I e U Tt
FTAREGFHROFHI N ROEBD TH 5,

o TN IYU XL (WA, SEMEENNS A -7 OB FESE) ©
EE NGRS OT —& QR WS, S2i U =T icBE 5 2 SR
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EFEOLDTHS. 2B, MirT—5 &y bERIZHESE %Iiﬁi‘ﬁ“i
N5#E (Phoenix Projects (% phxproj) @ Text Output M) 1
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BEFfATIc B A HBET T 2T E8IIDOWT, Tad 74
T4, EERERA T EINE T AR T O S AFIHEED Y
Ral—Ya iCETE7 71 IIVOFEMII TR EB O TH S,
O SoarlsL7r1N
BAEET), BETNEERWBNBOTOT 50T 71 V&R
g3, 770 NERE SIAEUTORERAEZ 515,
» ASCII Format Data Files
O FHEREERNHEH N7 71 ) (NONMEM output &) -
HAETI, BEEFILEERAWEREIROERENEENL AT 7
AINERHT S, 771 IVERL, EEOEATELZ RN,
® yIal—a iTlTBETF AN
3Xal—3a iklEdB 77 AIELT, ¥I3al—aT—%
ERESHDEHOTATILT 74N, P2 al—a  OEHMIZ
AWETOFSATrANVEDY I ol —a o asR e R L EKED
ER 7O 5L T7 7 A NEERNTS, B, T075 LAANRINTE
WA, T OdU ARG B R RETAZE, TS
LAD7 71 VBRI, EEOETELZARN,
it TS5 AEEEDIZEN L, ZORMETROEBD ETS,
L TS AERFTTAEOOFMTFEERKT S5O TH D,
o &b, TOTSATTANGERIT TS LADOHRAEED
HZEEL, HIS Z2BBIERT 2T . BP. HBILENAE
TOT S LAEEATHIIHEo T, NAALDIRESE, Feilisil
AT O BRENRRWIEEITE. BEAMNICT DT S AFIEEOR
HWEARETH S,

HRETT— 7% L efID EDOBRIZDONT

5.1 HEFETFT—¥ZE (1D OFAtR

FAE LT, £ TOHFETT—FE, e(IDNy I R—neEHand
T ENEETHD, LnLiaits, eCTD ma kX eCTD B WAz 294
& 12E D eCTD ZEHT AT, eCTD Ny 2 R—2E W eCTD 7 4 IV HEE

m%?T“ﬁkﬁéh%Kﬁ??ﬁﬂéﬁ@Em;& tt =

@%HﬁH*w BT BHHEETT— Y ORBOFMEREE I IR
THIE,

5.2 Bm—F YA Mk D e(TD ZABEORE

eCTD ZEI T 2L, R—F )b+ M SEINTRETE B R ORI
HEANL, (IDBMNEHEE2MGTHIE, HERHROFAIZLITOED T
- BB, '
o HFESE ORI
o HFKS
o HIRHE ST EHEED]
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o RHIEEIRE
o« fal (O—F)
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LEBETITDHI L,
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HEEEFT — Y IIHEBEBICRATREEHO - THB M, HHEE
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ER-
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By,

6 DAt
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| H#EARBRT—5
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| =%ty E8BUF—%FEy M)
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| | Y#iiF—FEy b (ZADaM F—F v h=ADaM Iz LBF—FEv )
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LF—&w MERA 7075 A
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CDISC ##5°—4 (=CDISC Iz L /=57 — &)
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| | Y@ty (SADMMF—F v h=ADaMIC L2 F—¥tv k)
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| =%ty EREF—FEv )
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| FEERERBLAINET I
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Fidr R U FNICTHY T/ ES D)
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| Habi | 7oy 5 A
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AR 2

HAGENE ZN 5 AN D 22 HDH

DVTERM

Term

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

Domain  |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. : Reason not done. Used in conjunction with --STAT
343m --REASND Reason Not Done (Char | o = 0 NOT DONE.
Relationship to An opinion as to whether the event may have been
H38 . |--RELNST Non-Study Char |due to & 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 conmment. Text over 200 characters
CO COVAL Comment Char can be added to additional columns COVALI-|Req
COVALn. ,
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char ithis unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN",
SV SVUPDES Description o_f  Char Description of \fvl_nat happened to the subject during Perm
Unplanned Visit an unplanned visit,
CM CMIRT gﬁgjt;iza;le of Char Ve-rbatim medication name that is either pre- Req
Thera printed or collected on a CRF.
By
Modified Reported _{If CMTRT is modified to facilitate 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 Ree}son for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT IS{L?E;:;SGName of Char |Substance name. Examples: Cigarettes, Coffee.  Req
SU SUMODIEFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT gubstance.Use Char Substance. use consum:ption amounts or a range of] Perm
onsumption Text consumption information collected in text form.
AE AETERM tiel’om"d Term for | | Verbatim name of the event. Req
e Adverse Event -
Modified Reported If AETERM is modified to facilitate coding, then
[AE AEMODIFY | oM BRI Char |, MODIFY will contain the modified text, 7™
Describes other actions taken as a result of the
| Other Action 7 event that are unre_'lated 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 ibut others, such as “Subject moved” will map to|Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UPR.” .
MH MUTERM fl{jeepﬁzfi?czfml for Char Verbfflt_im or- preprinted CRF term for the medical Req
) condition or event.
. History
Verbatim name of the protocol deviation
‘ ¢riterion. Example: IVRS PROCESS
DV Protocol Deviation Ch DEVIATION - NO DOSE CALL PERFORMED.
ar Reqg

TREATMENT DEVIATION,




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 nof

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.

(%% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 L\, FC#&IT—3B4m0%)




B 3

R = % )
HAFE 7 — 7 A H RO F
#l 1) BAFEOEMERAFEZERETEOEERNT HHE
AE RAA 2 (ERETF—F 2y )
2 5 = . 16 e 2
o HABTT-IRELETFAMHBIZDWTHEHIEGEN TS ( [JAPANESE
TEXT IN SOURCE DATABASE! %) Z#%#19 % (AETERM %% HAGE TR
Row [STUDRYID [DOMAIN |USUBJID|AESEQ ALETERM AESTDTC |[AEENDTC - [ALMOBIFY |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- .
2 |ABCIZ3 |AE 123lo1 2 SOURCE DATABASE [13T13:05  [13T19:00 Back pain
. JAPANESE TEXT IN Puimonary
3 ABC123  |AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row |AEBODSYS [AESEV - .. |AESERIAEACN- C AEREL: - .
1 {cont)|Nervous system disorders SEVERE N NOT APPLICABLE |DEFIN lTELY NOT RE LATED
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
1 (cont) RECOVERED/ ' 1 .1
RESOLVED
RECOVERED/
2 (o) R ESOLVED ! !
RECOVERING , -
3 (coni) /RESOLVING Y Y 9 AFTER
e - - 2
AERAAL > (HFEBTF—FEy M)
+ HABTT—FINEL7FA MEHI DMTM HAEETOXEHEMNT S
Row [STUDYID [DOMAIN |USUBJID. [AESEQ |JAETERM |AESTDTC AEENDTC. . |[AEMODIFY |AEDECOD
1 ABC123  |AE 123101 l T 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- R
B T
2 |ABCIZZ |AE 123101 |2 B [13T13:08 13719:00 Back pain
3 ABC123 |AE 123101 |3 FEEEs  [2005-10-21 Pulmonary embolism
Row |AEBODSYS B ) - |AESEV AESER |AEACN . = .. AEREL "
1 (cong){Nervous sysiem dlsordcrs SEVERE N NOT APPLICABLE DEFINI'TI"LY NOT RFLATFD
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 |AEQUT .. |AESCONG|AESDISAB [AESDTH |AESHOSP [AESLIFE [AESMIE [AESTDY!AEENDY [AEENRF.
| (cont)| RECOVERED/ B P
RESOLVED
|RECOVERED/
2 {cont) RESOLVED 1 1
RECOVERING ..
3 {cont) /RESOLVING Y Y 9 AFTER

#l2) FEXOBEAREE

o,

KRB 2 EAREETH D, BT B3

B A0 B X

ER-) ﬂ\%ﬁf HHEE
QS RAA > @ FEF—Fty )
Row ST’UDYI.D_ DOMAIN __[USUBJID QSSEQ .. |QSTESTCD |QSTEST . . '

1 |aBCI23 QS 123101 1 QSTEST] __JAPANESE TEXT TN SOURCE DATABASED]
2 |ABCI23 0% 123101 2 QSTEST2 __ |JAPANESE TEXT IN SOURCE DATABASEDZ
3 |ABCI23 [0S 123101 3 QSTEST3 _ [JAPANESE TEXT IN SOURCE DATABASED3
QS RAA (HEBT—FEy )

Row |STUDYID [DOMAIN __ [USUBJID QSSEQ - [QSTESICD |OSTEST _ :

I |ABCI23  |QS 123101 ] QSTESTL | (15 THHERIETH ”

2 |ABCI23 |QS 123101 ) QSTEST2 | €5 FAANHITEETH 7

3 |ABCI23 |QS 123101 3 QSTEST3 //imj,@é LTOFGCTH?




M 4
&%) 7ty hEESE

Détaset::XXXXX ( IXXXXX) 13577ty b4

No.  Variable * Description *2

! 1D 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 MDYV 0 = Valid PK measurement ‘
1 = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

Xl EBAETMRT I &,
X2 AROBRBETRT A &,



(B#) F055AFIES

No.
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