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MR, I OTOT S AORESRES S, . Py MeTns S
LOEREREATMEE IR L TH 0 7049 A RO W B4
FITIL 7 ) X L0 A ERESOERITE LR 2 700,
4 1.6.2 705 AD7 71 IR

L1611 TRIERBD, a7 T A3 7 R YeN—2a 17
W35 HO TRV, 7 71)VEITIERAT 7 N 75 L 7= 3
TEFHDI &, BEFRRNT 7L ILAOEEL T v 1 VIERICEE T 538
HaTr—5 71 Ricgdb T L,

4 L7 55T tHES, BEERSEIERABASE o B R OO PR S I O MR I B8 5
CDISC BRI L 7= BB T — Y &I DT
o T AR, SRR S O BRAE N OV DR S B Ak OO R AT IZ % CDISC
BERITHEIL L R Y OO 4 L L 25 4 L6 ERETHS
A, FHIRE T EHIHEL FIORY,
4171 SIMF—Ftwhk ' o

BENRE/ T A=, FNEAERICE T o MAERIT—5 L LT
LHABNDIENG, FWERET - RBIRLE PC RAL A, &
SNSRI /N TG A—F % PP RAL AU TIRES S 2 &, PCR
AT EPP BAA D r—F1w SOBMREE, SDTM IG o372 RELREC #4F
kb’(‘h{tﬂﬂ?‘% EMEE LWL SIIM LG WS W B W I E &%

Lj:j—‘—')’—’jj/r }‘i{gvc‘ruﬁﬁﬂﬁdé ZETE LA i,

28, (DISC Iy L - A OS2y 1% P RAAL & PP
PAAAZERL CTRINT 258, M3 U T, 2B 251E (P
BAA & PP BAA S OIERRTENE, A OBUREDPL BAT S EPP B A
A TEENLHROBR) 27 - Y HA RETIHATAZE, b, ML
—HEU T BEHTSHNT, 0 FATL O SEYER/ ST A—2 51
BT 207,

4172 ANaMT—Ftwv ]

I e TAR R | - wﬁéﬂ%ﬁﬁﬁa%%% NIRRT — 5
I z Al LTl T 23551 ﬂbl@bﬁﬁ#’-ﬂ%i‘%‘( ADaM F—F 2w

;é%WM@@%m®T%M@‘CMB@?~ﬁ&OaD®?M&ﬁy%
WEEDTHHAITRBLUTH I,

FEATIRR L2 VT ADaM BT 07— & 1w b & ER HIEEINHZ ADaM Ttz
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ERUTRINT 586, FEOINCHVWEeT 5y ORIEARTSH
%o 212l F—Htw MEO R L—HEY 7o SRR EHIHT S BT
A MW Th L, WS Yy bR L LTHHT S Z L0

T=E5,
4.9 B TAHRER. PRSI O AR R O RS MR O fT I B T S
FF—HEIIDONT

MG BRI O — /Sy & — A N O i PR 58 B S oD #R 5
BT —& RONT YD LNEOBERITIRENEIZ DNWT, BT REFIHZLL
TIET,

4.2.1 [ HIR OB T — 7 /S r— R 12DoWT

MR O BT — Ny =B i, WEErT—5 %

e b A VAT AL OB ARICR—F N1 F ETANEND

g R B — A IRIBA O S PMDA AMERT A 2 & s, FEELT

BT A EERAETH D, B, VAT AMERERCETF T 1R

BRI 2B, 87T HIioRUEB0, ISV 7y a1ibzielliT42

& TV,

PMDA i B W T THEEIEMER OB T T — & /v r— Vil 2ERT

LRI HERERITROEBUTH S,

o Study ID (B AN T 2 CFH)

o T ANNA (TrANHEESTD) BB F-hU A AT LR
T AR EAMICERAD 2D, 77 A NINADANITHETR
W,

o ORI N ORRSE (STS (BEEYERy/n By EhaEmssT) . POP (REERHI
i) . PBPK (A MRyl it 7)) Xid Other (F0Of) @
B, WHERWTANIT S, ) o B, STS W IdERAEN 7 S B AR
TRATY & RIER O A7 T CRAT & 7z S84 B ie /38 ) AT 2 & 80,

o T 1ILONEDORH, BT 71 IIVOHEPMO T 7 & ORRTRSE
PEFETED LD M AR 2 2 & 2B ANTESRKIT
#3100 XFTH D,

4,22 HEEBTT—F CEENRRIRNFICONT

RN O T REARAT . REGE HRAT f OV B AR SR S T T VIR AT

OFNFNITDWTHEIRT REBLEEL FIORT . 728, ORIz E

5%, F—&tw E SAS XPORT B TR T 28I, 5—F 1w M

ET7ANKHER—ETEI S,
feds, o T REABR. MRPR S AR S O i B VR DS S5 ML Al O fe AT 12 B

TAHREETT—ADO 5, (DISC EBUECHAL 2T —FIZ DWW T,

4 LTIIIED Z &,

4,22 1 BRI Y B RBREAT
REAER 7L SR BB B g AR E T — F 120 W T, ADMPAS DT
T — 41y R EERT 288, -ty FRUT—Fty bE
FKEOHFMII Pl EBOTH L, '

O wmir—~tw b .

SEEe S AT A OB AWM Ty BRD
SEMTEESUI IR )R85 A —F OFEEHFIN ARSI W ffTr— &
o b GEREROREROREIT - BEAERR) ERENTS, ¥
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71 IVEEIE, BRI FoEEZ 5D,
e SAS XPORT je= (*.XDt)
o ASCII Format Data Files
«  Phoenix Projects (* phxproj)
e WinNonlin Fifes (x puo. * pwo)
@ Ty hiEmE
o T—HTw MEREBITIE., P & OERA R UL OFHE A

FHMESEITRERND L EEE. TOB MR-V RIERT
B ETELEAIN,
o Ty A b, HIL eCTD AR eCTD BB VAT £ -
TEDOLNTWSPIF & T57 &MHELWN,
42.2.2 BRERAMT (EFNICETLvIalb—2alE8h, )
RERMAATIZ BT 5B T — & H1RH T 284, IFF—-5t2v Mg
OF =&ty MEEEBOFTHIITFRO LB TH 5,
O #HF -5ty b
AT, BT T IV ER T DB, 42320
RS ETNDTUT T I7 71 VI U s — 1y &g
D, 77V, FIAEL FoBANEZ S ha,
« SAS XPORT = (% xpt) .
¢ ASCII Format Data Files
@ FT—Fty bEmH
4.2 2. 1QBRTH &,
4203 EHEREYEERTTIVEN (EFVCEILT3IaL—3
arvEeEt, )

B i T VAT T BT S TS & BRI T D154

BT LT 740 =5ty NET—4 1y FERESOMIT TR
EBNTHD, '
O A WETT I OKE, BE LB R OENIT A—5 0
i, BT PSR OBRESNSORENEENS Ty 1)
77 A IVERR, (B0 TELUL N,
@ MABE 7Y EHEE2EOlERBOT -y
OV 7 MUY THITTELL T =&y SAERIINT
LTWSEAIZHE, AFETF 7 71V (Simeyp PE Data Files Gl
) &) ERHTAZENEHE LWL, B, EoV 7 hyen 7
F—& oy MEERSGINT L TWhinwEED 7 1 VBRI, 15
DA TELZ AT,
@ F—Ftv hrEHE
4.2.2. |D%BWI D2 -,
423 7ol o A EOEENEIRENEITDONWT
42,3 1 BRI Ry BB
SEVBITE S IR RE /S 152 T B B AT (AR B T2 B U TR
TAREHHOFML PO EB D THS, '
o MRATTILT UL (A RPERR)SNT A~ OB RS
FE B P RRAS OF — & QR WS, i L 2 AR I BT 2 R s
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FEDHOTH B, b, Wiy —4 2y FBERICYZEHRNE X
N5 (Phoenix Projects (% phxproj) @ Text Output &) W,
FOEEIRT A ETELL AW, F=, MFErmEEil i
NS ENDEAE, TNS 2RI 2 ETELUZARN,
o Ty, BB TRELA IR,
4.9.3.2 BERMIT (EFNICE T Ial—ary2E80. )
R BT A BB T 75— 2T 25610 0WT, TNd 54
Ty A, FESERSIAENE T v AIVEINT T T NREIRERO S
Tal—Ta BTSNV OHEHMIE RO EB0TH S,
O Ty LT A
HATT) . RBHEETINEE WO T 0TS L7 7 1 )V Ele
W s, 7y, FIZEE oG HEA S5,
» ASCIT Formal Data Files
@ FUrakEBLHU AN 7 71 )L (NONMEM output &)
EATT I, mEEFIINEEH W OEENEENDIN AT 7
AN ERETS., 77 IVERR, (FBORATELI AN,
@ YIal—Tarit@isrrAfib
SRal—ia ilETs Ty IELT YRal—Yaryr—4
ERESBDHEDOTONTTLT A ), I al—a o OERIT

R TS5 L7 7 AINVSEERT 2, kb, 075 LARETE
NIEEE, TV Y XL AR ERENT A &, 0TS
LADT7 7IERE, EFEOBATELZARN,

£, Uy AFEELRLNL, FOHIL T EOEBD ET S,

s TNH G AEETTARDOENTIEETH T L2HOTH S,

o DinEd, TTIATTANARNT TS LORIREED
HT L. BIES 2BHIMERT 5L b, Rl
TS LBFEHTAIZHZ T, NAGOREE, Rl
AT IREN T WEAICE, RIS AR OR
WA ETH D, :

HEETIT— % (1D EOBBIZDNT
h1 HEEET Y%L (1D ORER%

ERIE LT, £ TOHFEEFT—2iE, e(IDNNv 7 R—2heBMans
ZEMETH S, LinLiains, eCTD WA N eCTD T WBEANTR TS
HEIz kD eCID 22T A8 A, oCTD )Ny 78— TR e(TD 7 2 )L & #iE
CHEBT T Y ICRAEM I 7 vtV eEDianwl &, 220, B

O ER—EICMET A EE T — 7 DR o EERER T i
TAHI L, '

5.9 RS A Mk B eCTD B BB O

eCTD Z A1 T BIRE, H—g 1 S BATICHE T it H RO T
WEAD L. I ZNESERGT ST &, BEARBEROPIZL FOMO T
5%,

. H ORI

. RS

. UL O
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o EA, BHOY
o RHYPTH
.3 IR—FITA REN L7 e(TD DIEH
eCTD DIRANT B2 0, HIFFEH I IWER 2R —F L1 b LTHEL BN
XEATIS S HIFHROVIBETOBRY TH5, ab. 2TOHAK DL
THRMOZNTRE, BN A N 2R 2 O TitRle,
A BHE LR RI7 b, EHMASOH
o N R HRE :
o e(TD=ZMES
® :[’;3:: 1L._1’JL§7?
o Hal (O—F)
« RS
o HIFEME ORI ER
b II{Eﬁﬂrﬂ]H@wi}b’ﬁ
o A IVATF 3y Z T SR
o XMLTALY A (el Ny I IR—2) BF xwy Y AEEE
o BMERERRERSE
o BRIRFHMEIT K TR eCTD Htfrie 243 Ok o
B i
Rl A e, EIRXEAN LR BITS D O by L7 3 )1
FaR—& ) N L T8EEL. PHDA Lﬁ?é h— &ﬂﬁ%hL@H%
HIZ B DWW TP R T,
b4 W= )P FEAMLUTRBENE o1 024
PMDA 13245 L 7= eCTD } ﬁlﬂ?ﬂ']fx%?x w7 RONU F—3 g w8
b TORGRE EDIT eCTD ZHETE OGS B4 BHFIOEET 5, 01D
ﬁ&fﬂUfwv:/W@ . FHME LT PMDA @ WEB Bk
(http://www. pmda. go. ip/) ICABIT 2 elTD RV I OIIET =2 7 )
CHFEBEITE A,
5.5 eCID SA 71 7 IV EHFBETT—F ORELG
HEREF 7 Y IR T REERNO - THD 2 & e, HESE
Fr—F ZEH GEL %ﬁliﬂ%)?%%% ,ﬁm%&ﬂ?% s
WU TH S, ellD EHHETT— 7 200 TIRINT 2848, 3.3 I RTHEE
BT FITRA MR R ELT 52 2T, ﬁ&$ﬁ%¥?—?&%@?
»5 eCTD OIFEDTTREE 25, HEBETFT—F 20T 3105720, IF®
13“}3'31@ 7 e &
@ eCTD WIEHE IS T 2 B TR —
AER NI T A 0EETFT 4 2421 L. AR S BEETF—¥
SHIEAE B2 T Iz, W T S BT - A A e i
TAHEIEETTERN, :
@ BETHTLRFICHFTT 2HHEERTT—4
RS SRR HHEETT— 13, FEO eCTD S2H g
HFrr EBE I ST, IA@&H%H&LTT A FEALTRE
45,
@ elID SGTRRIC IR T 2 Il 5 — %
o  FR@TRINLEHREETT— 9@5%1MM$@HD&%%K%
DHBHDOELUTHOIoDI, (T SrTRITIERTIENT 5,

13




o R OHREELT Y EOESOHERBT D, PLETOREHEL
FE TR UATHE T —F 2HERL T 256810,
o HHBEBTT—YLSNCTHEBT % eCTD) BERINEIE LIRS, il
FE T oW CERRTIC PMDA IR T 2 2 &,
s PMDA M5 HEE T/ ZHEERE 2T B, SR S
ERET APEE T AR TS 2 &Lf%mm
o EHILIABICHEET T Y RRINT 2 IEAHOFIRITK D
5.6 HWEHETFT YRR OEEE
CTD i e(TD UeiT R s E-F 7 — & &l T 2 S, TR O K
DEBOMEBIRT ORI DONT) CERR 22 £ 12 A 27 HENTEMESE
mN%1uﬁjﬂﬂ&Ar£%F%W“té&%ﬁ$ﬁﬁﬂ)%%@6mﬁ
TR, YHHHEEF T -FIrOWTERT AL, T0EE, BIBT
@%T®7?4W%%Emuﬂﬂ?7ﬁﬁ@m<\%mﬁ B Y S TS
FF & R OGESHBTENE I W, L. URERPEOE T —
PRI T 2EBNFEIIOWT (ER2THE 4 H 27T HE A&
0427 55 1 BEASMHARECRRFEEFNEEEA oo 2. Q) FiT
LT =R A ATFLAERRWTHEET L/ CID #8417 586813, 2008
i,

ZF Dl
BB T — Y O ERDAHMRBE DD B, KEHHERAERSSLT
LH D ThHsZ &Ek@TMEM%anMVC 5% i H O AGR HIEERA
ERIZ2S THET DI HECIDETNICRBT A ZENTES. FOHGD
HRERHH IR B R OERE) 2B TR I DWW TSR 7,



AR 1

A RTHWLHEOEKR

BFY 71N GR—FNENLTIRHT2ETO T 7))
FARHFEHROBTYT—Y (HEETF—%) O BERENTIE 75— &8
Hii e iR 7 —
F R T—5 OS5 bR EMERORFEBLT — ¥ ThnbD, |
|  FCDISCIEMT —% (=CDISCIZH#IL 7=F—4)
| | Bty (=85t )
I I 1 FDIMF—FEy k (=SDIMIcES7—%+w 5)
I | | Y#FsF Pty b (=ADMM F—F v h=ADaM Iz L 27—t w 1)
| | YEswm7 71 (=definexml)
| kLA —F—%
| | =%ty
I ] LEs#gvya
[ 7oy sn7y-1
| FARAT AT 7 T1 75 1)
I b — &y MERH 7175 A
L [ e 8k @%mwmm%?fw&](Mﬁmmm%ﬁﬁmﬁﬂ%méMfm%ﬁ
%, RHERENT. BHPN SR EESR TR ST A PR E T —Y)
FCDISC #El5— 4 (=CDISC [Z¥ L 75— )
| =%ty b (=8EF—%+v )
| | FSDIMF—=#1t v b (=SDTMICLBFT—Ftw )
I lxL%W?“ﬁtvb(:NMM?“§tvF=NMMK£%?“§ﬂvF)
| YEs7 71 ) (=definexml)
FCDISC #MELIA DR DT —F (= MhMuﬂwmffmﬁT HAzw s E
| T 20T —2)
| FF—-%Ty b (=T y )
| | HEHT—5Ey b (SADMMUAOEROF—F v )
| | YErr—%tw b ThnwF—rtw b (ERRSERHY EE R TR
I TRl L7z 3R K TV BN S A — & DI OB
P -ty NERE
| FEERRRSE ST v
| Lyzal—raricldsa7y1)
| L7 ng s A TiES
AT (U ENICHS T 5 B2 a0 0E)
AR/ N R )
| AR 0y 5 4
| Lyr—&tw MERR DY 5 A
LR AR OB F T — & /Sy r— UERIH g
LRl %0
FaCRE {Annotated CRE)
L — & A4 B (bW S Reviewer's Guide)
FSDRG
LADRG
FeCTD (WEBT7 -7 2HE<)
[“'FD %liuﬁT 57
L [0, R—2NENh L TIRINTS80, ]
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Al 2

ARG E ENDTREMEDN S 5L L OH]

Domain |Variable Variable Label Type CDISC Notes (for domains) Core
Prefix Name, ’ ' Description (for General Classes)
BEl] -REASND Reason Not Tone  [Char 5;‘:?3;;32 C}S;CO‘E]SSCE);}EOHJ unetion with —-STAT
Relationghip to An opinion as to whether the event may have been
JEE -~RELNST Non-Study Char |due to a treatiment 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 jcan be added to additional columns COVALIL-Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char this unplanzed Element. Used only if ETCD has|Perm
Element the value of “UNPLAN,
gV SVUPDES Description o'f ' Char Deseription Qf \‘vlllat happened to the subject during Perm
Unplanned Visit an unpianned visit.
oM CMTRT %iﬁ ;jfﬁleiid;?e of Char V?rbatim medication name that is either pre- Req
; printed or collected on a CRY,
Therapy
- Modified Reported If CMTRT is modified fo facilitate coding, then
CM CMMODIEY Name : Char CMMODIFY will contain the modified tex*é%I Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |{Perm
HYPERTENSION. ‘
EX EXADJ Rezltson for Dose Char Dgscribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Repo-rled Name of Char |Substance name, Examples: Cigarettes, Coffee.  |Req
Substance
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substancg' use Cf)usum_ption amounts gr a range of Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported Term for Char |Verbatim name of the event. Reg
the Adverse Event
Modified Reported | ., If AETERM is modified to facilitate coding, then
AE AEMODITY Term 1 Char AEMODIFY will contain the modified text.‘g 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 CART 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]Reg
Event controlled terminotogy in DSDECOD, such as
“LOST TO FOLLOW-UPR.”
Reported Term for Verbati preprinied CRF term for the medical
MH MUTERM the Medical Char | Yerbatim 01‘ preprintec erm for the medica Req
L condition or event.
History
Verbatim name of the protocol deviation
criterion. Fxample: IVRS PROCESS
Protocol Deviation | DEVIATION - NO DOSE CALL PERFORMED.
bV |PVIERM Term Char The DVTERM values will map to the confrolled Req
' terminology  in DVDECOD, such  as
TREATMENT DEVIATION.




Domain  |Variable L ) 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 vatue should be NORMAL.
PE PEORRES Examination Char |If the examination was not performed on aExp
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 Question Name  |Char questions used to obtain the measurement or Req

QSTEST

finding. The value in QSTEST cannot be longer

than 40 characters.

(%% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 PAF¢. 2odkiZ—14ms)




I 3

HARE T — 5 #N RO H

—H* =

1) HATE O EEMFURH 5 A 08
AE RAAT > (FREFETF 5ty )

& \ﬂ'@#'c' @D i i*%%ﬂﬂ-

CARETT S WELETFA FPEBIZDWTIEAHE TS ( TTAPANESE
TEXT IN SOURCE DATABASE] %) E'»F’é%fﬁrfa@“ % (AETERM 5572 HAG TR
Row {STUDYID [DOMAIN [USUBJIDAESEQ [AETERM AESTDTC (AEENDTC IAEMODIFY |AEDLECOD
. - JAPANESE TEXT IN o
1 ABCI23 AE 123101 i SOURCE DATABASE 2005-10-12 [2005-10-12 Headache
. - JAPANESE TEXT IN|2005-10- 2005-10- o
2 [ABCIZS AR 1232 SOURCE DATABASE |13T13:05 [13T19:00 Back puin
, ’ JAPANESE TEXT IN| Pulmonary
3 ABCI23 AR 12310813 SOURCE DATABASE 2005-10-214 embolism
Row |[AEBODSYS AESEY AESER|AEACN TAEREL
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 {cont)| Musculoskeletal and connective tissue diserders i MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont}| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row AROUT AESCONGI!AESDISABAESDTH [AESHOSP [AESLIFE [AESMIL |AESTDYAEENDY |AEENRF
{ (cont) RECOVERELY/ 1 1
RESQOLVED
RECOVERED/
2 (eond) R ESOLVED ! !
RECOVERING .
3 (cont) /ROSOLVING Y Y 9 AFTER
AE RAA » (HFEET—F 1y B
5] Reom 7 WTEE T 9 .
v AERETT—ANELZTFFEA NEHICODWTE, OFEETOEIBMT 5,
Row |[STUDYID |DOMAIN {USUBJID (AELSEQ |[AETERM [AESTDTC ARENDTC AEMODIFY |AEDECOD
1 ABCI123  |AE 123101 1 iz 20035-10-12 2005-10-12 Headache
. 2005-10- 2005-10- .
~ AL FE o
2 ABCi23 |AE 123101 2 jurgrifs 13T13:05 13T19:00 Back pain
3 JABCI23  |AE 123101 |3 MEFEA [2005-10-21 Pulmonary embolisi
Row |AEBODSYS AESEY AESER [AEACN ) AEREL
| {cont)|Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont)iMusculoskeletal and connective tissue disorders\ MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (eont)| Vascular disorders MODERATE ;Y DOSE REDUCED PROBABLY NOT RELATED
Row [AEOQUT AESCONGIAESDISAB [AESDTH [AESHOSP |AESLIFE AESMIE |AESTDY|AREENDY |[AEENRF
i (cont) RECOVERELY i |
M RESOLVED . .
L |RECOVEREDY
2 (cont) RESOLVED 1 1
RECOVERING )
3 {conl) RESOLVING Y Y 9 AFTER
1 B A S SR BT H e = ~a"
#l2) FHXDH Zbiaﬁ-t;v&ﬁ)\'“f% ZENHEETH O, EHT S FES 2 AR
T AHLEND HEG
QS RAA Y (FRFT—FEy b)
Row [STUDYID [DOMAIN USUBJID QSSEQ QSTESTCD (QSTEST
| ABC123 Qs 123101 i QSTESTIL JAPANESE TEXT IN SOURCE DATABASEO]
2 ABCI123 0S| 123101 2 GSTEST2 JAPANESE TEXT IN SOURCE DATABASEOZ
3 ABC123 Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASED3
QS RAA Y (HAHEF—FLzv b)
Row |STUDYID |DOMAIN USUBJID QSSEQ QSTESTCD  |OSTEST :
I ABCI23 Qs 123101 1 QSTEST! 5 CHEFFETH?
2 ABC123 |08 123101 2 QSTEST2 FEFEABIHITEETHT?
3 IABCI23 {08 123101 3 QSTEST3 SIGHMEELTHPETI MY




AL 4

BE) F—Hy MR

Dataset: : XXXXX ( IXXXXX] 13F—%tw )

No.  Variable ®' . Deseription 2

! ib 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
WNumber of the compartment where the parameter was measured
1 =Daosing

6 EMT 2 = Parent drig
3 = Metabolite
Missing dependent variable data item for DV

7 MbV 0 = Valid PK measurement
} = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

Ml EBREERRT S &,

w2

BROHEBPERRERT S 24,




(BE) 055 LAFRE

No. Program file name ™' Description 2
EHY 7oy s OO Ver @
MOTHE : -« izl W,
i TTIRFOD R 54 |
TR Ty R A NENTE T 4 Y ERROITCHRET 5.
XXXXK <- "IN A G
e DT I AINERETE T VYR FRROIT TEET S,
xxxxx<- "IN AL"
! XXKXXX CTFROITETIOT S LhEETT 2,
exportData(3XXXX)
ARELZ 7 AN Goood) WHASIECSV 710 ( Txxxx) ) 2k
LT, ¥Fab—a3 @b « » 7r1 (omxxx) BETTS,
TR Ty b7 AN xxx) B, ETHELE 7215 Gooxx) 12
BT 5.
TFROFMS IO LOERFEENL, RELATY IRy T 7o
boxoxxx) A AT 5.
xxxxx <~ ynportDatal XX XXX)
fEHY 7T 0 OO Ver. @
fEHBE® . - - TRV,
X XXKXXK

HRHMFOEES ¢

M1 TS A7y 1 IRERIKRT S &,
¥2 . Fas I LA0EH ERY 7T, ENEN, FRKOEENS 2T sT &,



