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(DISC FEAEIZHEILL /- R BT — 2 ICldld 570/ 56 & LTH
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4 113 IZRTAERNE, et oTEASERUEE: - BEOREORIIC
B S EEARABE R 21 D D DT OWT, A5tz MERRA T
D75 ARNERA 707 3 AORILERD S, 7075401, FnEhn

AT OB RAER QR OHURES, M7 )TV X AOHESES 3B TH

D, HTLD MDA OREINBWTEOEERTT D I EAReER RN

N & LTI T B 46330, Fi2 BEDOYV T R 7e/—Ta Uiz

BEY 2O TRV, 7075 AEER, EfTFLRE ([FHLE4R

L—aliAThL VI M IT2 7 EIEDON—2a ) 2T BRI D

WTHFRTF =11 RicBW RT3 2 &, ~27OzffL- 0y s

AZERALTWAEE, /0707 I AT TRILT S EMNEE LW

A, O 7ars AOREAREIEE. £ Tty Ty s

LD EEEIEBNCEREL TH 0 0S5 ABRKRORE RS S

L BTN T U XA BRI TE LR X730,
41.6.2 TOYIADT ¥4 VB

4 L6 1 TRTEBD, 7075 LMEEEDV 7 b 7RN—a iz

RETDHOTIIRNWS, 771 VAT 7 b = PTG LR

FEEDDHIE, IFRETIHIRNT 7 A IINVGOEEIET 71 IIVBERICET 55

BETF—& 11 RizgHa I &,

4 1.7 % 1 HEER. BEREESESORER CEEEIEEEOMTICET S
CDISC BEHEIZ B L = R BT T — Y ZIC DT
8 1 AR, S PR SRS SRS oD B R OV R SE B AR DSR4 12 B 9% CDISC
EHEZHEL L - R BT T — Y EOWOBNE 4 LI 25 4. 16 LFETHD
B, BB T NEEHE L FIORT,
4171 SIMT—%twhk
SEMENREIN S A—F 1, FNEANEFNIRAT 2R ERTT—YELT
ESABNDT ENG, EYNREST—Y ERMLE PC FALTmA, &
HENZIYTRE/NT A—F % PP BAAL ZRML TIRIE S 2 & PC B
AA S EPP BRAA DT —F 1w ~OBRIE. SDTM 16173 0% RELREC & 1E
FR L CEREAd 5 Z SN FE LAY, SITIM IG DWW ERA R R &%
Wi —S A FETHET DI ETELI AR,

758, (DISC EEHEIHEM U - IR DT —S 1w k& PC KAAL & TP
RAALAZEHBUTIRET2E8E. FL—YEU T4 BT 53 (¢
FAA AL PP RAA O, ZREORFEEDI RAALEPP RX
ACEENDEROBER) 27— 5 A FETHRATHZ &, b, b
—HEVT 4 AT ZEHNT. P RAT > EEYHEENT A—5 2 H
BT 2508 R,

41.7.2 ADAMF—Ftv b

1L R DR PR RE | B 3 5 SR e T RS E /S i T — Y 2y
~ 7% ADaM BRI B 5EAE. BN TENRIET Al F—F v k
W EBRNAEELROTHNE. ZheOT—4E2D0EDDOTF—Fw K
ICELHTHHLZIZEE L ThE,

IR A VA2 ADal AN O F —F 7w b Z KGR HEEEFZ ADaM Jstiz
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LTINS 256, EROMTICAVWET -5ty hORINIAETSH
5. T2l 7—5’“12 v bED b L—HE) T4 AR EHRHT L LT
FREEHTHLEME, SBF—F 1y MERRINLA ETEIRATHC &48
T%%O

42 51 MR BRREMEFEBSORGER NEREMFEROBITICEAT 2 HHE
FF—FEIIDNT
(RS DB — 4 /Sy o — Uil | M VT I35 R S G 3R oD HA &

BT T—F RO 0075 NEOQRERREHENAII DT, LT REFHEL,

TIIRT
4.2.1 MEREEEROETT—F /Ny —YEl#] ITonT

(PR EMEE OB T —F Ny r—VHAE 3. BEETT -5 %
="z VAT ALK T BRICA—F YA R ETAENS

BRI T — S RILNEOHEENS MDA AMERTE s EMSE, XHEELT

HBRTAZERRETHD, B, PATABEREBIETF I 7 TIE

BT BRI, 3.7 HITRLAEERBYD, ISV 7yt 2RIT5 2

ETEN,

PMDA IZBWT TFEREMEHOBF T —& /Ny r—UFHE] 2ERT

6W WAETRBRREATROEBOTH S,

Study ID (BB ZE#IT 5 3XF5)

s Ty AINZA (F71INBEEZD) . ’B, F'— P Iz AT AR
T AN AE AR ESAD D, 774NN ZAO AT SHER
Y,

o REBIN-MFATORME (STS EMEN Iy ERMELT) . POP (RHEEH
fit47) . PBPK (AEEESMISEMEERTTIN) XX Other (FOf) @
N, BEEHNTANLT S, ) . 4B, SIS ITITREHEN ) TR
IRATT & [FIRE D77 1 CIRAT & 17 SEMI T i/ 35 1 34T & &80,

o Ty ANORNEBOHHE, BE7 71 NOHEBELMDT 71 I &EDREHRE
NEETELLEDITEMERLRT 2 2 &, 7aB, ANTTEDIRRXF
¥iL 100 XXFTH 5,

42,2 HEEETT—F OEERZIBHNZICTONT
BEHERT T SR BB ARATT l%@ﬁﬁ&ui@?%ﬁ%ﬁJm%Twmﬂ

DENFNIZDWTERTREFHELTIORT, 2B, ﬁﬁ@ﬁﬁ

579, F—Ftv % SAS XPORT A TRINTBEIZIE. F7—F kv H‘%

ET7ANABER—ETB L,

B, BT AR, RIS AEE O R B O R S IR I D AT 1 B
THHBFEETT—FOSE, CDISC EAIZHNL T —FITDOWTIL,
4 LTRSS &,

4.2.2. 1 BHERNREYEERAT

AL SRR NTIZRE G B HGHE T T — 7 12 DW T, ADaMEIS DTk
TR —5 2y bERETREE. i —5ty NEUT—Fty ME
BEOHANI FRRDOEBVTH S,
© frTr—%Ftvhk

EREHE SN Z/NT A—F QEBICH W T —& 2y bR
SEADBNRE TR 22/ T A — & DR BRSO W AT T — &
v b GEREHBOBEHOARET - EBEEERD 2RNTS. 7
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71BN PRSI TOERPEZ 5D,
o SAS XPORT 7zt (. xpt)

»  ASCII Format Data Files

» Phoenix Projects (+ phxproj)

* WinNonlin Files (* pmo. * pwo)

@ F—Ftv bEFES

o FT—Hty bEZTFEEITIE, P EHEREAERUEROBRE
BHDHIEEL., YA EBHBIHERT B & b, HITE
R EEEICTRNH 2 EEIL, TOEEEYR—DrART
BT ETELERARN,
o Tyl FAL eCTD @M TN eCTD B W EANT L -
TEDLENTNDPIF &EFTHIENEERLI,
42.2.2 BEFFYT (EFNCEIL VI al—Taryz2g. )

FHEFRATICBE S D BT — ¥ 21E 584, hir—%tv Nk
DF =&ty MNEREOHMII TROEBOTH S, \
®© MRF—Ftzv b

HAET ), B ETIVEERERT DRITREAIC AN, 42320
WRTETFINDTOT S AT 7 AT L T T—4 7y &%
5. 771 SIZIELTFTOERNEZ 515,

e SAS XPORT &= (*. xpt)

* ASCII Format Data Files

@ F—&ty hEEs
4.2 2 1QBRIT DI &,

42.2.3 EHZERNEDFEERTTINVEN (EFNCETLIal—
g rEED. )

AR EE R B S T VIR IC R S 2 R T T — & 2R T RS,
RHTH7 7100 5y PRS-ty MEBFELOFMIT RO
EBVTHD, _

O BATICANWEZETIOME, RELEZEYR VLIS A—F D

fl. RS HRORESITEOHRASEND T 71
77 BRI, EEOERTELIT AN,

@ mMPBEF—YE2EDERBEHROF—F Y
Hﬁ®V7FWIYT%ﬁT%%£5;?F&tjbéﬁmﬂiml
LTWAEARITIE. SEF 7 71V Gincyp PE Data Files Gl JB
ﬁ)%)&ﬁ&?égtﬁﬁibm BB FEOYV T MU T A
F—&ty REERXENLIL TS0 7 714 MBI, %
O TELZARN,

® F—FEvy hEHE
42.2. 1@%BRTB &,

423 7Dﬁ7A%@E¢%ﬂﬁﬂWﬁLDmT
4.2, 3 1 BHEER Ry SRR

| SEY e TSR BN/ 2 I BT A AT AR E T FNITHE U TR
_TN%%%®ﬁMMT%®&BDT%%Q

o MTINTUZL (BIAE. EPEENS A—FOEE S ©
“E$@$E®TP5®W&W# T U 7 AT IS 5 5 IR
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EFEDHOTHD. 2B, T —4ty PEKICEEERNEE
N5E4E (Phoenix Projects (. phxproj) @ Text Output %) Ii\
FOEEWHRTAHIETELZA RN, £2, MITEEEEIT YN
WS ENDEEE., The 2R NTHIETELEARN,
o Ty L EEOEATELEA LN, .
4.2.3 2 BEMAFRN (EFNWIKETSIIal—aE2a80. )
RHERFATIZ RT3 ST T — & 242 3581 O0WT, FOs oA
Ty, BERERNMN SN T vV EOTOT S NEREED S
Ralb—a iEATET7 IO TRROEBD TH b,
@ TnryshTrAN
HAETI, BTETFNEERNEHTREQ T O S AT 71V e
Wes, 771 IERE. ﬁlﬁi"&?@ﬂ’i&?ﬁfﬁk‘i 535,
» ASCII Format Data Files
@ EERMESHHEINZT 70 (NONMEM output %)
HATTIV, BETIVEEANWRRITREORENEEN LT 7
ANERLT S, 77BN EEOBXNTELIA RN,
® YIal—La iKETBH771I
PRal =33 ilTA 7 rANELT, YIalb—arT—%#
EREIEAHEDOTOTILT 74N, 2 al—a OFEMIT
Whtﬁmﬁib774w&3&ﬁav—/3/#%%%bhlﬁ@
ERIOT S LTy ANEEZRDT S, BB, 7OV ILBMENT
HAWEEIE, 7T XA SEEEZENTSZ &, 7D07
LDT AN, EEOEATELZ AN,
e, TSI ATFIREDRLL, ZORMIITROEBD LTS,
o 0TI LAEETTEEOOEMTFIEETRTESHDTH S
o MaEd, TOIILTFAINAROT O S LAOHRATED
HTEEL. HIL ZBBITERTSH I &, B, FHENE
TOZ S LhEFEHATHIIHEo T, NAKRDIEES. Filiil
AT S HBERRWESITE, ERNic 0y s AFREZEOR
HIERETH S,

HEBETT—Y% & (1D EDREBIZDONT

51 HWEEETT—%E (1D ORtR

FEAIELT, @ TCOHEBETFT—7I3. %mhjﬁf—/#bﬁWéh5
ZENEITH D, LnLans, eCTD A& eCTD Tk WlANTRTH
QL&U%m%hﬁ?%%ﬁm‘%mﬂvﬁﬁ~>&U%m7%Wﬁ%ﬁ

VR %?7* WA RBHEXII T 7 NV EGDRNT &, EL, EL1E
DR ER—EIZEE ST 2 FET T — Y ORHOAREREGE Z &Ik
T5 &
5.2 BR—# )1 Mok B elTD 2B B OWE

eCTD 2T BRI, V=LY M SERNCRETE R R OVATER R
WEANL, e(IDZMABEEMEBTHI &, LEREROPIILLTORBO T
H5,

s  HEREORTEA

. HEKS

o FHEEXIE—EHFE DR
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o IER, BEOD
+  fETEH
5.3 H— &wﬁ4b%ﬁbtﬂﬂD®ﬁﬁ
eCTD Digizd 20, WFHFIXTINERE R —F )01 b L THE, 5N
Rfikb“ﬁ‘% fTEHROBPILLTOEDTH 5. 7B, STOEAIZ DN
TR O NTEE, BRIIANERD DO TN,
+ IEA B ERX FIT b ERZEOH
el VA B Nk
eCTD =% 5
R HseE S
X (@—F
LG =)
I3 b B O— B FR
Hisdmm @[Ui%‘gl
TAIWVATF .y 72T SR
ML A AZ A (elID Ny ZR—2) DF x5 4Bk fE
T EMERRERSE '
ST M T O eCTD A Y 35 DK 46
i
Eid ek, BIRXIAHLUEE, 20T (D by TV 731
FER—F I M ETEEL. PDAKRRETS, d—F)LH1 F Lo EK
HZ2 BRI DWW TR T,
5.4 B—& YA bEASUTER Nz eID O
PMDA 12Z{E L7 eCTD § ﬁbﬁ%»Z?IJDkUAUT~va/Eiﬁ
U, TOREREEDBIZ e(TD ZEPIE OO Z2 P ITERK TS, eCTD
WWRTaeaNYF—2 a2 AAEE. FE &L T PMDA @ WEB -1 ~
(http://www. pmda. g0. ip/) IZBIT % eCTD REY —IINOBIET 2T L.
LEBEIITHI L,
5.5 eCID Z1 7Y 7N EHFEEFT—F OBR
HEET T Y IIHBERICRMTREENO - THBZ NS, HHEE
FTF—FE&ZEHE (GEM. BHRXIIHIER) T8, (IDERITTHIEMN
B TH B, elID EHFHETT—F 2T TRETS ES, 3.3 IRTHE
BFTF— I RRAMAMEREZIRNTE & T, YRPHETF 7 SBHT
% elTD OREMNREL T2 D, BFETFT— Y 2T BICHZ0. UTO
RICEETAHZ &, ‘
@ e(ID #IEHR R ICIEH T D HHETT—4
AR HIZEE T 2 HEBTFT— Y 2L, PDADSHEETFT—F
SMEME  ZRIC, EHEHICEEE T B HEET T — & 2B
TBHENTER,
@ Bﬁ‘*kﬁfﬁ—%@*‘“kﬁ?ﬁ@_é HEETT—%

T BEEICRMAT EHBETFT— 213, BED eTD $HIHES
%ﬂ&%iéﬁ? HEORMERE L TR~V FEMNLTRT
95,

® eCTD HKETHFICIRHN T DHEFEETT—F
o LEE@OTREBLAEHEETT—F D55, HM&ﬁeﬂD&Jﬁh
DELDEL TRD=HDIE, eCTD WETHEFIZ WY 5.
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o MEHOHHEETT —F EOELDOHERNT S, LARTOREIE
e CTRELZHHEETT —F 2HERE T2 03 R0,

o HWHETT—FLUMEET S e(T) ERNEELZVESIE, 2
FEEIZ DWW TERIC PMDA MRS 5 2 &, .

o PMDA S HIFFETT — & ZHEKEZIT BRI, SRR S
ERHT A ET T 4 FBIMHEH T A Z L TERN,

o [EHNFEASBITHERTT Y ERETAEAEAHOEFIZES,

h.6 HEFEEBETT—VREROLER :

CTD X4 eCTD TG Ic R BT — ¥ 21T 2851, THIEERODE
BEAEOHEMIRIL ORI DTS (IR 22 4F 12 A 27 BT SRS
1227001 F3TI7E0E ABERE MEEERA SRS MERTA) RO 6 IR
TEFEIC, YUEHEBTFF—YIconTafds &, c0&E, BT
BETOT 7 A I EEEEIZHGRT 2468 <, &RBRICEANT 5 H7HE
FF—y g TENE LW, 2L, URESHREOETT—
SIERNIICETAEENEEIZOWT) CER2THE 4 A 2T HETEATAIE
0427 56 1 BEAEFHREE R RFEEEMRERMG) OO 2. (@) TIT
ARIT—b I A AT LEMWTHET L (1D ERNTIBERE, o8
il

6 Foith
HEHETT — 5 OREZRDHHRMEBD DB, RKBPHIHRCERPHT
L (D THBZEEZRDTHAENDDIZDWT, B EHORBHFRNM
BEES CHRETDIHIECLVBEBFRICRILT 2 ENTES, TOHED
AR R BB O BN R B LRI D W TR R T .
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illh: i

EHA RTHWAHEBEOKSR

BF 771 (R—FINENLTERBTZ2LTOZ 71)1)
FERBHEROBETT—F (=HEETT—¥) (F : BRAHATIE MEFF—¥) &30
HagRER BT — 5
| F [ERABRT—F 0D BIEEEMEHROBHETT—F TRLDHD, ]
| | [CDISC#i#F—4 (=CDISCIz##tL /=5 —4)
[ I | =%ty E8#ET—%Ev )
| | | | FSDIMF—Fty b (=SDIMIZEBTF—FEw )
I | 1 | YFF—Ftv ] (=ADaMF— &t/%—meI;%?wﬁtvb)
| 1 | Y“&E#77-1) (=definexml)
| [ FL A —F—4%
I | | kFF—%Eyhk
| 1 | wwm#Errri
[ | Yrorysszr1i
| HEVTE 70275 A
| Ly —& oy MERRHE T T 5 A ,
| L EREEEEOREETT—F] (RSB mr 233821 & - R
| B, BN, EHEMNEMESR TS NS T A HEETT %)
| FCDISC #:#l 57— 4 (=CDISCIZHE L /=5 — &)
| | =%ty E7EF—FEy M)
] | | FSDIMF—%ty b (=SDIMIKELBF—F&v )
[ | | LYy —+ty b (=ADaMF—# ¥ hb=ADaM | J:%’JT v )
| | LE#ET 71 (=definexml)
I FCDISC #EIELISL DR DT —F (=ADaM A DIER TIRFTF—F v b &2
I | T 285057 —%)
| | FF—-4tv b (=#EF—FEy ) :
| | | HEHFF—FEv b (=ADaM DS OERDF—F v k)
| | | MEHFT—FEy b ThROTF—Fy b (SRS T TR
| I W TaE LIz 8 R N 5 A —& OEOEERES)
] | =%ty bExE
[ | FEERERSHEIENET 1)
I | Ly3al—ya icBles771)
| ] L7075 AFNEE
I b b (CUIFNICHYE T2l Z2 S8
I Frass 07710
[ | HESFTRIarsA
I I LF—& 4y MERE 05 5 4
| LG R EEEROBT T — ¥ Ny r—UHAR
LR o &
FaCRF (Annotated CRF)

|
|
|
|
I
!
|
|
l
|
|
|
!
|
|
|
|
|
|
]
[
|
|
|
|
|
|
|
I
[
|
|
|
l
|
|
| Ly —& 4 B (WD Reviewer's Guide)
]

!

-FSDRG

LADRG
FeCTD (FHEETT— 4 EHR<)
I'FD "F‘ s '3-3“" 5’ .

L [Z(Ofl, R—FNENALTHRETSH0, ]



il i

HARBNE TN WERENH 2ERDH

Domain

Variable

CDISC Notes (for domains)

Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
T -
FLam REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
B --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 COVALIL-|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”, _
gV SYUPDES gescrlptlon of ' Char Description of \fvl‘lat happened to the subject during Perm
nplanned Visit an unplanned visit.
Reported Name of . L .
cM CMTRT Drug, Med, or Char Ve.rbatun medication name that is either pre- Req
> printed or collected on a CRF.
Therapy
Modified Reported _ |If CMTRT is modified to facilitate coding, then
M |CMMODIFY  |\ame Char | CMMODIFY will contain the modified text, || o°%
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION.
EX EXADIJ Rez.ison for Dose Char Deiscrlbes reason or explanation of why a dose is Perm
Adjustment . adjusted.
SU SUTRT IS{S{)’SSESGNE‘““" Of \Char [Substance name. Examples: Cigarettes, Coffee.  |Req
SU SUMODIEY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here. .
SU SUDOSTXT Substance‘Use Char Substance: use cgnsumptlon amounts or a range of] Perm
Consumption Text |~ consumption information collected in text form.
AE AETERM Reported Termn for Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AB AEMODIFY peppy Char | \EMODIFY will contain the modified text. | oo
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char |study freatment. Usually reported as free text.|Perm
' Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocel 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 o .
MH MHTERM the Medical Char Verbz_lf_lm 01- preprinted CRF term for the medical Req
. condition or event.
) History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Dev1a’F10n Char DEVIATION - NO DOSE CALI. 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 Vaniable 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 a|Exp
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 Réq

finding. The value in QSTEST cannot be longer

than 40 characters.

(% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 DI, Cif1d—3F408)




A3

#l1) Hz

A
nrs

ODEFFC T R 2

HARET —5 R EDH

S

~Hil= =

IR

AE RAA Y GEFEs—Fty )
Fl A& TF
TEXT IN SOURCE DATABASE| %) ZH9 2 (AETERM &% HAGETING)

IR L FFR MHBKR

METEDEEKMNT S

DTS

%J:LA

W EH] ( TJAPANESE

Row [STUDYID [DOMAIN JUSUBJID]AESEQ JAETERM AESTDIC |AEENDTC |AEMODIFY [AEDECOD
TAPANESE TEXT IN
1 |ABC123 |AE 123101 i e o [2005-10-12  [2005-10-12 Headache
JAPANESE TEXT IN|2005-10-  |2005-10- )
2 |ABCIZ3 AR 123101 |2 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
- JAPANESE TEXT IN Pulmonary
3 |ABC123  |AE 123101 3 e e o [2005-10-21 o monar
Row_|AEBODSYS AESEV ___ |AESER|AEACN AEREL
T cont)| Nervous system disorders SEVERE [N NOT APPLICABLE |DEFINITELY NOT RELATED
2 {cont)|Musculoskelelal and connective tissue disorders| MODERATE |N DOSE REDUCED PROBABLY RELATED
3 {cont)| Vascular disorders MODERATE |Y DOSE REDUCED __|PROBABLY NOT RELATED
Row |AEOUT AESCONG|AESDISAE|AESDTH |AESHOSP |AESLIFE |AESMIE [AESTDY]AEENDY |AEENRF
tcon| RECOVERED/ : 1
{cont)| RESOLVED - -
RECOVERED/
2 (cont)| g ESOLVED 1 !
3 (cont) O RO Y Y 9 AFTER

AE KA1 > (”*umiﬂj'—'yt‘y )

© ARETT-AWHELETFANABIIZDOWTIE, OAEBZEZZOEERNT 5.
Row (STUDYID [DOMAIN JUSUBJID [AESEQ JAETERM [AESTDTC AEENDTC AEMODIFY |[AEDECOD
I ABCI23 |AE 123101 [ T 2003-10-12 2005-10-12 Headache
- Lt 2005-10- 2005-10- .

2 ABC123  |AE 123101 2 A 13T13:05 13T19:00 Back pain
3 ABCl123  |AE 123101 |3 FHZESE |2005-10-21 Pulmonary cmbolism
Row |AEBODSYS AESEV AESER (AEACN AEREL
I {cont)|Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 {cont)|Musculoskeletal and conneclive tissue disorders| MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE [Y DOSE REDUCED " {PROBABLY NOT RELATED
Row |AEQUT AESCONGIAESDISAB |AESDTH |AESHOSP JAESLIFE |AESMIEJAESTDY[AEENDY [AEENRF
1 (cont) RECOVERED/ 1 4

RESOLVED

RECOVERED/
2 (cont)| RESOLVED ! !

RECOVERING .
3 (cont) /RESOLVING Y Y 9 AFTER

. = i o
#l2) HXOHAEFEZIERNT DI ENRMETH D, HHT 2IRECFAEHEITEB
TBBENH 2B
> B ™
QS FAA Y (MEFET—F v )
Row [STUDYID [DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST
1 ABC123 Qs 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEQI
2 ABCI23 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCI123 Qs 123108 3 (QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3
QS RAAL Y (AAEF—FEv k)
Row [STUDYID [DOMAIN _ [USUBJID QSSEQ QSTESTCD |QSTEST
"1 ABCi23 Qs 123104 1 QSTEST! H TR EEFETN ‘-’

2 ABCI23 Qs 123101 2 QSTEST2 T EFANHTTEEFT P
3 ABCI23  |0s 123101 3 QSTEST3 7‘.?3%5512- LTHFEHTITN?




HIFE 4

(BE) 7ty beEdH

Dataset: : XXXXX ( IOOX] 1E5F—41t v M)

No.  Variable *! Description *2
! D 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
6 CMT 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement
| = Other (missing or invalid value, dosing event, start of urine sampling) -
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