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41.6.2 TaFsh07 71 VR

4.1.6. 1 TRTEBD, O3 AREEDY 7 hI2 7NN — g LI
e G5 HDTIIRWA, 771 IR 7 b = PS5 U i5E
FEEDDHIE, JEEFNENWT 7 NAOEEERT 71 IIVERICHET 55
HETF—F 4 RIZg05H &,

4 1.7 1 +ARE, FRAESEIAERSE O A R O R MER OMATIZE T 3
CDISC HEHEIZHENL L F= BB 75— ¥ 512 DT
25 T AREAER, [P SE M R AE O A Ry OV PR SE PR AR DT 12 BE 3 CDISC
BHOTHEI U 2 BT Y SEOWONIE 4 L 1 S 4 L E[AETHS
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EOHZAENBEIENS, EYBET Y EIRMLE PC FAL A, &
I E N SETNRE /ST A—F % PP RAA T TGRET A2 L, LR
A EPR BAA DT —4 1 bOBAfRIE, SDIM IG ik 2 RELREC Z{E
LTRSS Z EAEFE UV, SO IG 23D W/ E R s &4
(T HA RETHPET S 2 LT LR,

758, CDISC BHEICEML A BEREADT—F =y hE PLC FAA & PP
FAALACER L TRBT2E8E. bL—YEUF A IZBETAEHE (PC
BAA PP BAA S OERTIR, ZREEOBEFEEDPL FAL 2 EPP KA
A ZEENSEROBR) 27 —F A RETHIHT S &, B, ML
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Hi g HAEERN,

4172 AMF—FEvE

M AR OVR AR EE 17 B g 5 SR Ehie I AR B/ SR i T — 2y
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W RBBMBARGROTHIEL. INSDT—F¥EVDEDDT—FEy
WCEEIDTHMAITBHLULTH I,

FRATRFIZ VA /2 ADaM AL DT —F 2w B 2 RED SRR ADaM Fgstlz
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ETE,

PMDA i BWT THREMEEROETFT—F /v I —UHHE) 2ERT

LRI HAERBRIITHEOEBOTH S,

e Study ID (HEBREFRNT 5 XFH)

7?4%AX(774W%%3U) m$\fw%¢I4yz%Am

vy,

o EEEINMATORIE (STS GENERYa3EMEredr) . POP (BMRM
fEdT) . PBPE (ZEHEZ2AOMHER T 7)) Xid Other (FDM) @
ME, BEEHWTARNTS, ) . &8, SIS IEHE s S e
AT & [FHEE O 5 36 TR X 7= SE 4 B e /38 ) Bt 2 2 80,

s Ty I NOREDHW, 77 TINOHEPMO T 71 )& OBERE
WHETEZALDITHMZRIRT D2, BB, ATNTELRKE
13 100 XFTH 5,

422 HHEEFT—FOEEHNRRBHEARIZONT
PR 2 SR B R MRAT . RREE I ARAT R OVEE B 22 (W S BE R E 57 )V IRAT

DFNZINIT DWW TG RERELE AL TICRT . 728, MITOMEICEX

59, F— ’)WE/ I~z SAS XPORT JERTRET2RIZE, 5~y M

&N %IM&& biEh R S5 P A B S5 0D Rl A R TN R 3 T o 4 0D AT 1 B
TEHHREEFT—YDSE, CDISC HMHITHEIL T —FIZDNWTIL,
L LTIIHED T &, .

4 2.2 1 FEEER Ry ER AT

LA SRR IZ BT S ETF T —FIZ0Wn T, ADaM P DB

TN —2 2y NEENTAEE, T -4ty NEUDT—5 2y MNE

BEOHMITFROEBOTH S,

O fiTr—Fty :

Y BRI I EE/NT A—F OENNZ AW T —8 1y B R
SEMTIEE X IISENZE/NT A —F O S REHI A Wi T — 4
v b GENHRBROFHOAET - LB EHERS) E2RINT S, 7
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71 IVIERIE, BIA LU FOERNEZ 55,

»  SAS XPORT JE=X (x xpt)

»  ASCIT Format Data Files

»  Phoenix Projects (* phxproj)

» WinNonlin Files (% pmo, *. pwo)

@ T*—?“IZJ N EFER

F—&ty MEBEICIE, P ELHE M%&U SRR A Z
ﬁ@é;t&b mﬁ4§%%kﬁﬁﬁé E. 3B, MRHTHS
RMELZRICEBNHE2EEIL. TOFEEZYUR—RURT
BHIETELIARN,

o Ty)VERIE. AL eCTD SEAT BTN eCTD Bk v Bz L -
TEDOENTNSPIF ETBHZENEEL N,

4.2.2.2 BEEMRT (E5NCE DL Ial—arEaE, )

FHEFIFATICEE T 2 HFE T — ¥ 2RETHES. itrT—% 1y ¢ E
DNF—%ty FEZHOFMI FROEBDTH S,

O T —%tv b
EAET )N BHEETNVERERT DEICEHMIC AN, 42320
WRTETINDITOT I AT 7 A INTHIE LT T —4 y &
1%, 77 VBRI, FIAEETORRSER 515,

o SAS XPORT 7={ (+. xpt)
- ASCIT Format Data Files
@ F—Ftv hEEH
4 2. 2. 1@z8RTHT &,
4223 EEBEHNEDEERTTIEN (ETNVICEIIIalL—Y
ayEIE. )

AR R E R T VHNCE T 2 HEETF T — Y 2T 254,
BT B7 71, Tty NRUST—Fty NEBRELOFMITTRO
EBVTH S,

O MHIHWEETIVOME, RELEZEY R AR )NS5 XA—-F 0
., FITFECEROBESTEOHEENEEND 771
77BN, RO TELZ AN,

@ MmMHPEEF—7E2EORERROT—FZy _
RHEDV 7 b7 T TEDELDIZT—F 2y MEERITINT
LTWaEEIZIE, HZEF 7 771 (Sincyp PE Data Files Gaml &
) &) 2RHTAIENEEL W, b, FEOV T N7 HIC
F—Fy FEERIINTUTWEWEED 7 71 IILERE. £58
DO TELUZ ATV,

® F—ty hEmpH .

422 108RTHZ L.
423 Tl 5AEQEERNREASICDONT
42&1%%%&%%%&%ﬁ

SN EEE S ISR B/ SRR AT AR R A U HE U TR
?N%Iﬁ@#ﬁi?ﬁ@&%@f%%

o TN ITVZAL BIZE. BYBENS A—FOBEEHES) ©
Eﬁ?@%ﬁ@?“ﬁ@ﬂﬁh# FEHE L 7= AT ICBE 9 SRR R
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EEDHOTH D, 128, MhiT—Fty PEFRIAKEENE X
N5%4E (Phoenix Projects (*. phxproj) @ Text Output &) 3.
FOEEWRTBHIETELTAR N, Ez, HTEHHEEITEX
BENEENDBE %;t FNEEEHTBETELEZZR N,
o Ty Ea@ﬁﬁfﬁbizmm
4232 BEEAST (EFICEDILS I alb—Talga280, )
ﬂ%UﬁM~%?é$ﬁ%%T*?%-ﬁ?é%AkOMT\7Dﬁ§A.
Ty, FERRERSH SN T A NEOTOT S LFIREED T
al—a BTSNV OFEI LD B0 TH D,
© SurshTrAI
BAETF I, BREFINSEAWEO T O S A7 7 1)V ER
W93, 77, BARD T ORI NEZ 5115,
» ASCIT Format Data Files
@ FELFEEBHSIEINAET 71 (NONMEM output &%)
FAETI, BKETINEEH W ATRORENEENSMAT 7
1IVERHET 2. 77 1IVERL. EBOETELZ AR,
® YIal—ariETa77 A
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EREIRBEDOTOATINT AN, P2 al—3a OERMIZ
AWy S A7 7 ANV KROI 2 al—a AHERERLEMED
ERTOT I AT 7 ANEERINT S, B, 7075 LHEHTE
RWESIE, 7 DU XLARShS SR EENTAIE, O
LD 7 71 IERNL, EROETELZ A2,
/-, TS5 AFIEELEHNL, FOEHMTFROEBDETS,
o TSI ABREFTTAHEOOEMFIEERLIET SO TH S,
o DlaEd, TOTSATFANVBERTOT S AOHNAEED
HTEEL, YL 22HBIERT S I &, B, BHEINE
T LhEERT 5 %tof INZ A DEES. ezl
e D BRENZVWERITE, EATT 0SS AFREOR
HITRETH 5,

HHET Y%L olID EDBRIZDONT

5.1 HEFETT—F% L oCTD DEER

BEHIELT, ETCOHBETFT—FIE, eIy I R—68Rans
ZEMNEYTH D, LM, elTD BT eCTD W WBAIZRT
Pz D eCTD 2T HEEE. elTD Ny 7 R— 2B eCID 7 V&
HEETT —YIIRBABERIE T 7T NV EEDRNT &, ttb 95188
OFATER —EIZEE T 5 HFEET T — 7 OREOFEEEREE L ITRER
THIE,
5.2 R=& )1 MMz k3 elTD ZHHFEOHE

eCTD 2RI AL, R— IV MO SHERNCIRETFE H RO
WEASTL, lIDBABEEEZMETS &, RERFROGIIUTOBD T
H5,

o HEREB ORGEA

o HIEERS

o BRI EREON
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TRIEOENIEE., BIRIAHTZRD B HO TN,

o IEA, B3E, FX. R57 b ERZIZ0M
-~z ZMNES
eCTD B
AN e
B (O—R)

Gy

A S B O— 02

HIF% B OIRE 4

TAIWAF v 7T AR

WLAAZ A @CIDINy 28— DF xy 27 1B
B ERERERE | .
SEEIH M R TN eCTD H71H 2435 O TG 5T
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FREEREL, BRI ANI LR, BHT2 D by 7LV 7 3L
FER—Z YA b LETREL, PMDAICRET S, R—2)T1 N EOEHK
R BRI D WD TIBIR TR T .

5.4 HR—F )t MEA LU TRIHE N eCTD OZE

PMDA WEZELE (D I/ UYMWV AF v 7 RUNYF—3 g 5 HETF
L, TO#EEEDIZ efTD ZEAE OO R E FHEHITEK TS, eCTD
g a2 F—2a yNER, EHIE LT PMDA @ WEB H -1 k
(http://www. pmda. go. jp/) WAEAT S e(TD MLV —IVORET=Z2T7I
HEBHEITTH L,

5.5 e(ID o4 7HA 7N EHEEFT—F DFFR

HHEETT — S IHBERICRATREZER O THBI NS, HHE
Fr—4& &BHE GENL BEIIIHIE) 256, (TDE2YETTHI &M
HYTH 5, el EHBFBETT—FEHNTTRETIEA, LI ICRTHE
BFTF—FICHRAMNEREZRETAIE T, YEUFHETF—¥ LEET
% elTD DYEMNAIEE LS. HEETFT—F 2BETAI0H20. LT
RIZEETSHZ &,

@ eCTD HIEHRILBFICIEE T HFEETFT—F
e MRS 2 HEET T — Y 2L, PDANSHESTT—%
SIS & 2RI, PEREICEET AHEET T — & 2B
TBZEETER N,

@ RAKHTHEECHRMNTIHFEEFT—4
R TH5EEIRMTIHFEFT—FIE. BEo eCTD FEHIHISE
FELBAEIET. BEOHRMERE L TR—F)LT1 bENMLUTERHY
T 5,

@ elTD KkETRFICIRIN S 2 HIGEE TS —4
o FROTHRHLAHEETT—FD3 5, PMDA M eCTD 2kiTH Iz

D530 ELTRDEZHBDI, elTD ETRIZIFRICIRHT 5,
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HIAE 2

HAGENEEZND RN D 2R D

Domain |Variable . _ |CDISC Notes (for domains) -
Prefix Name Variable Label Type Description (for General Classes) Core
. ' Reason not done. Used in conjunction with --STAT
b i -
33H REASND Reason Not Done  [Char when value is NOT DONE.
' Relationship to An opinion as to whether the event may have been
B2 | --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 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 0}? ‘ Char Description of \tvl.lat happened to the subject during Perm
Unplanned Visit . an unplanned visit.
: Reported Name of , L .
CM CMTRT Drug, Med, or Char V?rbatlm 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 | o\ IMODIFY will contain the modified text. | o
. |Denotes why a medication was taken or
CM CMINDC Indication Char |administered. - Examples: NAUSEA,|Perm
HYPERTENSION. -
EX EXAD) Rez_ison for Dose Char De:scnbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Rep o.rted Name of Char [Substance name. Examples: Cigarettes, Coffee.  |Req
Substance
sy SUMODIFY Modified Char If SUTRT is modifled, then the Imochﬁed text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substancei use consum_ptlon amount.s or a range of Perm
Consumption Text consumption information collected in text form.
AF AETERM Reported Term for Char |Verbatim name of the event. Req
the Adverse Event
[Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjusiments 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 controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for L _ , .
MH MHTERM the Medical Char Verbgﬁun 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 Deviation Char DEVIATION - NO DOSE CAILL PERFORMED. Req

Term

" [TREATMENT DEVIATION.

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




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,

(2% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LA, g3 2LE08)




A 3

HARET — & BB O

#l 1) HARFFEOEMEHEEZ *mﬁﬁ%miiﬁmﬁ e

AE RAA 2 @FERFET—FEy M)

© HABTT—SIWELEZTFFAMHBIZDWTIRKEFEXFI ( TJTAPANESE
TEXT IN SOURCE DATABASE | ) ##&#15 5 (AETERM %% HAGE TIE)

Row |STUDYID [DOMAIN [USUBJID|AESEG (AETERM AESTDTC AEENDTC  |AEMODIFY |AEDECOD
JAPANESE TEXT IN
1 ABCI123 |AE 123101 1 SOURCE DATABASE 2005-10-12  12005-10-12 Headache
JAPANESE TEXT IN|2005-10- 2005-10- .
2 |ABCIZ3AE 1231010 12 SOURCE DATABASE [13T13:05  [13T19:00 Back pain
. JAPANESE TEXT IN N Pulmonary
3 |ABCI23 A 123100 3 . |souRrcE pATABASE |*005-10-21 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 |AEQUT AESCONG|AESDISAB|AESDTH AESHOSP |[AESLIFE [AESMIE |AESTDY[AEENDY |AEENRF
1 (conp| RECOVERED/ - F |
O RESOLVED i
RECOVERED/
2 {cont) RESOLVED 1 1
RECOVERING , TR
3 {cont) /RESOLVING Y Y 9 AFTER

AE RAA > (HAEF—FtEy ) .
- AAETTF—AWNELAETFZAPEAIZDWTE, HAEEZZOEERNT 5.

Row [STUDYID [BOMAIN jUSUBJID [AESEQ |AETERM [AESTDTC AEENDTC AEMODIFY [AEDECOD
1 ABCI123 |AE 123101 1 i 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- .
> AT 7

2 ABC123  |AE 123101 2 gt 13T13:05 13T19:00 Back pain
3 |ABCI23 |AE 123101 [3 A |2005-10-0 Putmonary embolism
Row |AEBODSYS "~ |AESEV AESER |AEACN . |AEREL
1 {cont)|Nervous system disorders SEVERE N NOT APPLICABLF DEFINITELY NOT RELATED
2 {(cont)|Musculoskeletal and connective (issue disorders| MODERATE |N DOSE REDUCED PROBABLY RELATED
3 {cont})| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row AEOQUT AESCONG [AESDISAB JAESDTH |AESHOSP |AESLIFE [AESMIEIAESTDY AEENDY (ALENRF
1 (cont) RECOVERED/ 1 1

RESOLVED

J|RECOVERED/

2 (cont} RESOLVED 1 1

RECOVERING -
3 (cont) /RESOLVING Y Y 9 7 AFTER

B2 BYOHAEFEZERTASZENAEETHYD, FHTHSHEGECFEFI2HEIZKR]
T BREND DA
QS RAA Y (WEET—FEy )

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

1 |ABCI23 [GS 123101 ] QSTESTI JAPANESE TEXT IN SOURCE DATABASEOL
2 |aBCI123  |QS 123101 2 QSTEST2 . |TAPANESE TEXT IN SOURCE DATABASE02
3 JABC123 [QS 123101 3 QSTEST? JAPANESE TEXT IN SOURCE DATABASEQ3
QS RAA > (HABEF—FLv )

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

| ABCI23 QS 123101 1 QSTEST] BB THHERITET D 7

2 ABC123 [0S 123101 2 QSTEST2 FEIEABHETEETH P

3 1ABCI2Z3 [0S 123101 3 QSTEST3 S L TEERTIN?

-



B 4
BH) 7Tty rEEE

Dataset : XXXXX ( DOOXKX] WBF—41w M)

No. Varjable *! Description *?
1 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 ineasured
I =Dosing

2 = Parent drug

3 = Metabolite

-

6 CMT

- Missing dependent variable daté item for DV
7 MDV 0 = Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

X1 EERHREERT L
X2 ZREOBRAZERLRT L &,

o



N
(B%&) TulSAFIEE

No.

Program file name *!

Description *2

XXXXXX

iRV 77 0 OO Ver. @

ERBEN: - - TNz,

fili D3 5

TR T Yy "I ANEHNTEZ 73 EFRROTTHET %,
XXX < "SEA A" '

o DT T ANBRETE T A NI ETROTTHEET 2,
XXXXx<- "IN A"
s FROTFETTOT I LZETTS,
. exportData(XXXXX)
AEELIT7 4 I0S Gooo) WHIAHEN/=CSV Iy 1)L (ixxxx] ) b
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