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RTBTENEFE LN,

41.6 TOF5LORHITONT

41.6.1 T3 075 A
(DISC REAkCHEM L =BT T — 4 ICEHd 570/ o5 50 & LT

13



4 1. L3 WRTAEIME oo rTaERRUED - AEORFEORIL
Bl B GRS R 2 15 5 o O DFITIC D WT, ADalT—4 12y MERH S
073 ARNERH 00 S5 AORKERD S, 7075 Ak, FnEn
R OLEEAEROWIE DI, ST 7 ) TU X LAOREERNEZENTH
0. HTLH DA OEEIZBWTEFOEFETT S T Lot/
AEE L TRIET 20BN, £, BEDY 7 by 7RoN—Va iz
RET DD TRV, 707 I LEER. FTUEREE (ERLEAN
L =3P ATh V7RI T RFON—a ) [T SEHRICD
WTHETT—FHA1 RlZBW TS 22 &, v/ 02RALETOY S
LZERALTWAEE, v707/al I AL TRNT A &0 LW
A, 707075 AOQRENEERES. i, Ty bTOysS
Awﬁmawéﬂ%%% ﬁﬁbT%U7D07AE%®ﬁmmﬁﬁmﬁn

12 BT DY XAOHN B EHESEOIRE TR LA,

4162?uﬁ5ﬁ®774WKﬁ
41.6.1 TRTEBRD, 7Dﬁ7Aﬁ%ﬁ®V7%ﬁz7¢h~ya/L
R 2 bDO TN, 7 71 VRN T N = 7 DM L7 3
FEHEDDLT &, WEFWIWT 7 NVADEEIRT 71 VRT3
WaEr—7 1 RIZgHaT &

4 1.7 %1 A8k, FEARSEIEIEREE O B DR SR O BT IC T 3

CDISC EEEITHEM L o BT 7 — &I DINT

85 T FHEAER, [GPRIE MUEREREE OO i ey DV S P sk O ATI2 B9 5 CDISC

F&;mmbtm AEFT—YSOmMDENT 4 L1215 4 1.6 EFEBETHD
» RHCEE I REFIHELITFIIRT,

4L11 SOIM F—F 2w I
SMTNIE/N T A—Fid, TN AEISERNCET 2R ERETT 521 T
ELALNDHTENS, EYNBET -5 2L PC RALIomz, B
HENTZIEPTERINT A—F % PP RAAL AZERMRLTIRNTSZE, PC R
AA 2 EPP RAAL 2 DF—4& 1y SOBEFRIE, SDIM IG W& RELREC % 1E
FRUTEHIT 5 2 EMEE LA, SO IG icH Wi B s i A
T —F A RETHHET DI ETELEZARN, '
728, CDISC BREZHEM L 2PN DT—4 1w hE P RAAL & PP
RAAATEBUTIRETAEAE, FL—YFUF L IZHT2EH OC
F%%J%ﬁPF%f&@%ﬁ?@(%ﬁﬁ®%%%@90Fxfy&WF%
A ANCBENLHHEROBER) 2T —F U1 RETHATHZ &, b, b
B EYT 4, Z2RIHTSEHIT, PC FEAL NS ERTIE/NT A—F 2H
EHT AT,

4172 AaMsT—%tw b

1A R PR IRAE 17 B85 5 SR EhHE B O SR T e/ S A T — S
% ADaM U TIRINT S BE1E. B0 TENFET D F—Ftv b
L DEMAPEGZROTHEINE. CheDT—5E2DEDDT—FEw b
ITEEDTHALIZRBL Thlly,

Rt Ve ADaM I DA DT —H 7 b EIRERHIEHERC ADaM iz
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LIRS 5IEE, EROMATICHAVW T =4y hORTIIERETH
Be 121U, T—Ftw bEO b L—HE) T4 OMTNEZHHTS T
ﬁmm%ﬁv%&%ﬁw.%%?“&tvbé%mbt£T%%?%:&ﬁ
T&ED,

492 & 1HER HEEEERBRSORER OEREEEROMTICET S HFEE

FF-FHFIDONT

[EE RS DB — 7 /w7 — i | 3 ONC I PR 38 B SR O M 5

EBEFF—I RSO S LSO BARIEHRASIT DOWT, HTREFEE L,
FIZART. .

4.9.1 (EER K BEIROETF T /S —UFHAE] l2onT
[GERIEMEIROBTFF—y N\ r—VHE) X, BFEEFT—5 %

F— b 1A ATF AL ORI TARBIZR—=Z N1 R ETANTEND

PR B T — AR IAOEN S PMDA AMERT B Enn, XHELT

BRT2ZEERAETHD. b, VAT LABEEREBIIEF I 71V E

IR AR, 37T HIZRLEBD, TSV 7yl ziglT5 2

ETEN,

PMDA I2BWT THREMEROBTT—F Ny r—AE 2R

LB HERFERIITROEBOTH S,

o Study ID (&&BZEFNT % 3F5)

o Ty ANNA (TrANBEEE) . BB, F— Uz VAT ALK
TrAIWRAEABRNCHEAAD D, 771 IS AD AT ER
VY,

o EEIN/MMATORE (STS (EMEMNRIEEmEMF) . PP (FEH

- @A) . PBPK (AEHIEMZEMEEMEST L) Xi& Other (Z0Ofth) D
BE, BEEHWTAANT S, ) . 2B, SIS IZIEHER 7/ S Bih e
RHT & IAE DT B TR S N7 LT ie /38 ) 2 R4 2 880,

s TP NVOREDHH. &7 7 INOHBRMDOT 71 & ORRRSE

L O BEBETELSLICHMAERRTA L, BB, ANNTELRKAF
T 100 XFETH B,

4,22 HEETT—FOEAKNERBARIZONT

BEHERY T 3 T B MR, RPN B OV B 2R I S BE R E 7 )V AT

OFNENIZ DV THHLTNEFIEEL FICRT. b, MTOREEICE

579, F—&1tv & SAS XPORT WX TIEHTBEIZIE. F—%Ev b

ET7ANBERE—ETH &, -

7B, 8 D AHERER. BRSSP O A R Vi DR 3 1 AR 4 D A AT V2 BY

THHBEFTF—IDSH, (DISC EUETUEIL L /=25 —F 12D W T,

L 1LTIESZ &, ‘

4.2.2 1 ERENZEKYTRMT
FEHEA 72 S B REAR LB B HFEE T T —F 1220 T, ADaM B DIk
TR T—5 2y bERETHES, Tty NRUT—Fty bE
BEDOFHIEX FREDEBDTH D,

D #MHEF—FEy b
SR SUI AT A—F QEHITH W T—F 7y bR
SR IS AN T A —F ORI Wi BT T — %
v b GiEsEOEHOAET o EHEEERS) 2RINTS, 7
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7 IR PIZEL TR % 5.

o SAS XPORT JB=L (+. xpt)

* ASCII Format Data Files

» Phoenix Projects (+ phxproj)

» WinNonlin Files (% pmo. #. pwo)

@'T &ty MERDS

F—Hty MEBBITIE, DR ELERAEVEROFHZ
m@é:t&b Wik 4 ZZHBITERT D2 &, b, BT
5‘1%& #Lunﬂﬁﬁ‘aﬁ%jﬁAi %@Eﬁ é::%.%&““?‘/“%f[%:l;j—
HIETELIZTIRN,

o TyANELE. Bl eCTD WA KN eCTD Bl Wilalz
TEDSNTWBPIF &ETBH5ZENEELWN,

4.2.2.2 BEMAFBT (EFNIZEIL I al—arz280, )

BRI BT 2B T4 21T 3185, MFr—y vy M &
OF—&ty MNEBREOFHMIZ RO EBDTH S,

O HhF—-&tv b
EARETTI BET I EEERT DEITEKMI AN, 4.2.3.2 D
WCARTEFNDOTOT S AT 74 NIRB U BT —5 2y b %48
M5, 77BN SIATUTOERNEZL NS,

SAS XPORT JZ2( (% xpt)
» ASCII Format Data Files

@ F—Ftv bhEHH
4.2.2. 10%BRTHZ L,

4223 EMENEMBEERTTINVEN (EFNICEILIIalL—Y
a vEED. )

A BRAER IR R BE R T T VAT IC B S D IR BT — 4 AR T BB A,
RIS 2771 =%ty bPERUOT—-Fty MEZRELEOZMITED
EBODTHD,

@ FHICAWEETII OWME, RELAEEYRETEBNT A—F D
i, fEATFIRSHEOBREMNTEOHRNESEND T 71T
771G OB TELZ AN,

® mPBETF—YEE2EVHEREBHBOF—Ftv b
Hﬁ®V7F©17TWﬁT%%£9k7*&t/%%W&Ximl
L TWEHEEITIE, S%BE TV 770 Sincyp PE Data Files Gml JE
i)#)%h&?é EMEFELW, BB, BFEDOV T M THIZ
FT—&ty MEERXIENLLU TWEWEED 7 71 JLIERIE. {F"’
DA TELZ AR,

® F—Fty bhEHLk
4.2.2. Q%R H L,

423 05 E0EENBREARIIONWT
42,3 1 FIERNEYEIRBMRT

Y RE T E %%ﬁmW%Lﬁﬁéﬁﬁ&ﬁilm%hkmbff
TAREGEHOMMITiEOEB D TH 2,

o BATTINIUXL BRI, MBS A—FOEBHEE) ®
ER NRAMOT —& OB WE, FEfL 2 ENFICBE T 2 555 R
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EEDLOTHD, b, T —Fty FPERICUEBRNESE
N5E4E (Phoenix Projects (%. phxproj) @ Text Output &) 3.
FOEERWRTDBIETELEARN, Fin, TErmESITHU#
BMNEGEENIEEE. FNESE2RINTHIETELIZARN,
o TP, EEOBRTELEAL,
4232 BEMARYT (EFNWNEILIIal—area0, )
BHEFMATICRET 2 HEETT— ¥ 21 1T 2881 0O0W T, 70 oA
Ty, EEREREAL SN T 7RSS AFIREEDY
2al—2ariZATA7 7 IIVOFNITRROEBOTH D,
@ JorsnarvAN
HAETI, m%%rw#émmt%ﬁﬁwfmﬁ7b774%%%
B3 3. 7710 BRE AEU TOEINHEZ 515,
» ASCIT Format Data Files
@ TERRERNAHhENT 700 (NONMEM output &)
HEAEF). BEETINEE AW RO IENSEN LM T 7
ANERRT S, 7 710ERIE. EEOEATELX AR,
@ Xal—ia itETa771IV
2 al—3a iRBETA 7 v ELT, Y3 al—arT—%
EREXRDZEDOIOTILT AN, P2 al—a  DERHIT
AWETOTS ATy ANKENR S al—3a  iERERLIERED
ER TS AT 7 A NVEERITS. ad, TO75LMRHTE
AWEAE. 7ILOU ARG S IS EHTs s, 0TS
LDT7 7 IVERNL, EROETELZZ 2N,
¥z, OIS LATIEELBHL, ZOFMIITROEBD LTS,
o OGS AERTTHEOOHMFEEEETKTSHDOTHS,
o MirEh, TRISATFANBROTT S LAOHREED
BT EEL. S EBEBITERTHIE. B, ek
TS AEFERTIICHEo T, NAGDEESE. Rl
AT SRR NGRS, AWK 7D07A$W = DR
WEAETH S,

RAEBFT—FEL (1D EOBEKRIZDNT

5.1 HIESETFT—FZL eCTD DOREE

FAIE LT, ETOFHFETT—FIE, (DN 7 R—NEBREND
ZENHEYTH D, LLaNS, eCTD BATE TN eCTD B WBAI/RTH
Iz LD eCTD 2T 2B AL, eCID Ny 7 AR — RN elTD 7 4 V5 HE

$%$?? 5k%6F%Ri774»éﬁ®mm;&°tﬁb 91
@ﬁﬁéﬂ BT HHEET T — ¥ ORINOF M EREE T TR
THIE,

5.2 R—=F)NYA MiZkB ellD ZABEORE

eCTD R T BRI, V—F P M SBERICIRHTE B RSB
HEANTIL, elDZAEFEZRETHI &, MEK[%®M@MT®@@T
H5, : .
o GG E OIRFESA
o HIFERS
o HRER L HEE O]
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o JEKR, BHEOH
. EiTER
5.3 R—&F YA hENLE eCID DB
eCTD DEEHIICH =0, HFEF IR ER—F U1 b ET&E, BIR
XIFAHNT B, FAINEROFEIILIFOEY THS, A2b. £ TOHEAIDW
TRIBOENZEE., BIREATZRD B HO TN,
e &, 2%, Tk, R57 b, #2505

o - ABMNEE

o oCID ZfEH

o RRINEERGE

o FEl (O—K)

o HIFERS

o HIFEEREHO—RREELER

o HEHSAE OIRFES

o TJAINAF v IIZEET DR

o XML AZA LD /INy ZHR—2) OF x5 LBEEdE
o TEMERIRE

o EEIHMEER TN eCTD BelvA 2 ORI
o i

FRle ek, BRI AT LR, #1195 (D O by TV T 50V
FaEiR—F 1 b ETREL, PDAICRET S, R—F) Y1~ LOB&k
M7 BBl DWW TR R T, .

.4 R—& )i MEALUTIREEI N 01D OZfHE

PMDA WEZE L7z eCTD ITH LA NV AF oy 7 BN Y F—3a 2 2ET
L. ZOEEEDIZ ofTD ZHEUE QMM R %2 fzsic8ikd 5, eCTD
T H5NUF—a AEE. EHEUMEL T PMA @ WEB B4 k
(http://www. pmda. go. jp/) TN T 2 elTD MY — N ORI =27 IV
LESEITDHTIE,

55 eCID S 791 7 EHFEETT—F Ok
HEBT T — S IIHEEICRMTREERO-FTHB NG, HEEE

Fr—F &% GEi. ERIIGR) 28813, CTDERFTTH &M

HYITH D, e(TD LHFFETT— 2SI TIRIET 284, 33 ITRTHE

BT TS ICRLANEREZRETHCET, UBHEHETT— ¥ BT

% e(TD DRENTEELR S, HHEBFT—F2RIETAIZHAZD. LTD

RICEET S &,

@ eCTD MIEFRHIFRIZ IR D HFHETFT— %
AEHERIC BT A HEEETFT — Y 2R HE L. PNDALSHBHEFT—4
A E TR, PEERICEET 3 HEET T — 4 BN
TBIEEFTERN, :

@ WM THEBFICRMNT2HHEETFT—F
RERITHTHMEEIZRGTH2HFET T —FIE. FED 1D 12i1uiE
HELEEZET, AEORAERELTR—F U1 bEANL TR
T 5,

@ e(TD ATHRFICIR N D HEETT—¥
o FERQ@TRULAEHGMEFT—FD>5, PMDA »° eCTD ETHICE

HELDELTEDEDDR, e(TDEGTRFICERICIRBT S,
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o BERHBONEETT —F E0OEHOHEIRNT S, DUITOIRHHERE
FECRELEZBHHET T —4 2 HERET 20537300,
o HHEBEFT—ALSNCIEET S (1D BERMNFEL LAEWEEER, 21

. FIEIZDWTERIC PMDATHRT 2 Z &

e PMDA DS HEBTT— ¥ ZEEKE BRI, YRR
EHET BHEETT— Y EBMNRIET 5 2 EETERN,
s BEHGUABIIHFRETT—FE2RET 200 EAXHOFIHIZRE D,
5.6 HEETT—FREFOLER '

CTD Xid eCTD AT MG IR BF T — 7 2R 285813, THEEROK
FEEOMEBIRINOMERIZDONT) (FHK 22 F 12 B 27 HANFIBRE
1227001 B0 377 BOE A R 5 IEFHSAHE S BRI Rl A) 3RO 6 1R
TREEREI, UEHBETFF S onTEfkdssd, T0&EE, BRET
BETDT 7 A NVEERFEICHETHLETRS, ERBRICEE T 2 HiEE
FF - ROFEBHHTENET LN, 5L, TREFEROETT —
AR ET AEBMNERICIOWT) CER2TE 4 B 2T HENTEATAETR
0427 %5 1 BEAMHEEREACRHBBFEEMMEMA) 0D 2. (2) 7T
REF =PI ATATLERAWTHEI L CTD 2T 5863, TO%
ki,

6 FOih
HEEFF—y DIRHE RO ZHMBRBEO S S, RKIBHEHRAERINT
LD (D THBIEERDTVRNHDITDOWT, HiZhkE ORBHPFHIRM
BRES THETAHEICLDETHICRBTAIENTES, FO5E50
JRRH IR B OEEN 2 ET LRI DWW TSR Y. '
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FA4 KTRGBABOER

BTFI 74N (B—FNENLTERTZLTOT 711)

Fm£$mM®%¥T“§( HEEETT—%) G BERSEA TR TEFTF—F1 &k

HE R BT — &

F [@ERBRT— 03 R EMEROBEZFEFT -y TanbD, ]
| FCDISCHET—4 (=CDISCIZHML /25— %)

| | FF—%tyb (=REF—%FtEy 1)

| | | KSDIMF—%+tw bk (=SDIMiIZLSF—F vy )

| | | YsHF—Ftyb (=ADaMFT—% v h=ADaMizL2F—F v )
| | LEZT 71 ) (=define.xml)

: FLHiy—5F—%
[

I

|

I

| =%ty bk
| LEg7 v
L7oss5 8771
ki O 5 A
LF—Ftw MERE 705 5 A
L (EiPREEHMEE OB T T — 4] (EUERZ 3K BB AR T 232 5l & 7= I Rt
B, BEERIEAT, AR IR T VAT RIC BT AR T T )
FCcDISC #E 5~ 4 (=CDISCIZHE L /=F— %)
| =%ty (=BEF—%tv k)
I | ESDIMF—%Ev h (=SDIMIZLBF—FEw k)
| | YEtiF—%tv b (=ADaMF—%t v h=ADaMIc LB F—Ft v )
| Lw®z7 7)) (=definexml)
FCDISC ## LA DI DT —% (=ADaM PN DIER TR T—F £y - &4
| W5 BE057—%)
| =%ty b EREF—FEy )
| |  HEFF—FEy b (=ADaMUSAOHBRDOF—F v )
| | YT —%ty b ThnF—Fiy b (ERPREEES TR
|| W TRE LIS DM 5 A —& OEORHEE)
| FF—%tEy Exd ‘
| FEEGSERARISNET 71
| L3ab—3aitl§tTs771)0
I L7075 AFIEE
it bR (3 Fnic MY T2 E2aTE)
Froysnzy1
| Mt 7 o7 5 A
I LyF—#t v MERH 7055 A
o LEREIEIEOBTT— 5 /Ny r—UHii#
LATREY B
FaCRF (Annotated CRF)
L¥—& 31 R (Wb 3 Reviewer's Guide)
FSDRG
LADRG

HGD($ %?? & &R <)
I_FD FH nH
L [Z oD, T—&w%ﬁbfﬁuﬁfﬁm ]



A 2

HAENSENDTEEND XK OH

Domain  |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with ~-STAT
i -
i REASND Reason Not Done  |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
RSl --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
coO COVAL Comment Char |can be added to additional cohunns COVALI-|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 \f\rl}at happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of -~ L L .
cM CMTRT Drug, Med, or Char V(’,:lbatlnl 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 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 EXADI] Regson for Dose Ghar foscnbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT Islsggtl;tﬁgeName of 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 consurnption 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 T
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY g Char | \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 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 centrolled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for
MH MHTERM the Medical Char Verbatim or preprinted CRF term for the medical Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Reg

Term

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

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 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 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, SDTM IG Ver.3.1.2 LAB&, FRkIZ—E&mR)




M 3

#l 1

H

ATEOEREIRAE &
AEFXf/(%ﬁHq
- HAGE

HARET — 7 A AEOH

.4 o

y{.

HiZzDoWTIXEiE

RETEOEERMTOHE
M)
—FWRLZTFFA MH

W] ( TIAPANESE

'EXHNKUMEMUMM%J%)%%@760@HRM#%H$WTWK)

Row [STUDYID [DOMAIN JUSUBJID|AESEQ [AETERM AESTDTIC [AEENDTC |AEMODIFY |AEDECCD
JAPANESE TEXT IN|
I ABCI123 [AE 123101 1 SOURCE DATABASE 2005-10-12  |2005-10-12 Headache
JAPANESE TEXT IN|2005-10- 2005-10- .
5 :
2 |ABCIZ3 AR 123101 2 SOURCE DATABASE |13T13:05___ |13T19:00 Back pain
- JAPANESE TEXT IN Pulmonary
3 ABC123  |AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row |AEBODSYS AESEV 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 ALESCONG |[AESDISAB [AESDTH |AESHOSP [AESLIFE |AESMIE |AESTDY|(AEENDY [AEENRF
1 (cont) RECOVERED/ - 19
RESQLVED
RECOVERED/ | :
2 (cont) RESOLVED 1 1
RECOVERING
3 {cont) /RESOLVING Y Y 9 AFTER
AE RAA 2 (HERGET—FEY M)
e - %
- HAETT— 5’45(% L7z F A MARIZDOWTIE., HABEZZOEERMNT 5,
Row [STUDYID [DOMAIN |USUBJID [AESEQ |AETERM [AEST DTC AEENDTC AEMODIFY JAEDECOD
1 ABCI123 |AE 123101 1 o 2005-10-12 2005-10-12 Headache
. e 2005-10- 2005-10- .
2 ABCI23  |AE . 1231010 2 AT 13T13:05 13719:00 Back pain
3 ABC123  [AE 123101 |3 BEEfE [2005-10-21 Pulmonary embolism
Row [AEBODSYS AESEY AESER [AEACN AEREL
1 {coni)| Nervous system disorders SEVERE N NOT APPLICABLE  |DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disordersiMODERATE [N DOSE REDUCED PROBABLY RELATED
3 {cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEQUT AESCONGIAESDISAB [AESDTH |AESHOSP [AESLIFE |AESMIE AESTDY|AEENDY. |AEENRF
1 (cont)| RECOVERED/ 1 y
RESQLVED
RECOVERED/
2 (o) R ESOLVED ! !
RECOVERING
3 {cont) /RESOLVING Y Y 9 AFTER

B 2) FXOHAHFEEERT B ENEHTHO, HHT HIGEXFHNEMEIZX

TENENRDDEE

QS RAA > (BEEF—Ftv )

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

1 |aBCi23 |qs 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASE(I
2 |ABCI23 |QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(?
3 |aBCi23  [QS 123101 3 QSTEST? IAPANESE TEXT IN SOURCE DATABASED3
QS RAAL Y (HAET—F v M) ‘

Row |STUDYID [DOMAIN  JUSUBJID. QSSEQ QSTESTCD |[QSTEST

1 |aBCI23  [QS 123101 1 QSTEST! B THBERTETH 7

2 ABCI123 [0S 123101 2 QSTEST2 S FANFECHFETH?

3 ABCI123  |QS 123101 3 QSTEST3 SITURELTHEFEIATIN?




I 4

(BE) Tty hEmE

Dataset: : XXXXX ( ITXXXXX] EF—F+t v 1)

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 drag administered
3 DV Plasma concentration
Number of the compartment where the parameter was imeasured
1 =Dosing
6 CMT 2 =Parent drug
3 = Metabolite
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 ..
X1 EBAERNKRTH &,
X2 AROTRAERKT LI &,



(B%E) Tnl3LFiE

No.  Program file name ™! Description %2
AV 7727 0 OO Ver. @
ERAR : - - AW
AR OBER
TR T R T ANERATE 7N ETROITTHRET 5.
XXXXX <- "IN A Hh
¢ DT T AIINERET BTN ETFROITTEETS,
xxxx<- "IN AH" :
1 | XXXXXX CTROFECTIOS I LEBETT S,
) exportData(XXXXX)
ARELAE 7N Goxxxx) WHIHERE CSV 77100 ( Txxxx) ) ITH
LT, ¥Talb—arAd - « « 7740 (xoxxxx) 2ETT 5,
TR Ty T A)) xxxx) EB. ETEELAET Y (oxxx) 1T
HET 5,
s FROTHS IO ZLDETEHML. RELET VN vy b7 71
TV xxxxx) EREA AT D,
xxxxx <- importData(XXXXX)
RV 7727 0 OO Ver. @
EREF : -« - ITHWE,
X

XXXAXX

AR OBER

X1: 7o A7 A NVAETRTAZ L.
X2 SIS AOBH RV T, igﬁfﬂ Hig, fmFogEas) #Rikdsd &,



