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LR LU TWAES, <o7n7/ng s A TIRNTSZENEE LW
A, 0705 AORMPRERES, £ T-FEy T nss
LR BRZ AR L TR0 70y 5 LA BAKROIE ) W 8
LI, BT IV X LD A EREESEOIRHTE LT Z 20,
41.6.2 07550774 IVER
4 L6 1 TRIEBD, 7075 AMIEEDV T M 7RN—Ta iz
RETDHDTIIRWA, 77 A NVRIZEEIT 7 b7 o 75 U785k
TaFHdl &, WRFNENT 7 A IVADOEELT 71 VBRI 55
HETF—FH1 RIZEDBHT L,
4 1.7 B 1, FRRSEIMEEBRSE O pRE & NG PR S R D MR I B89 %
CDISC #RHEICHEML L 7= BT — Y ZIZ DN T
o 1 AEAER, RRPRSE AR O R N O\ PR SR P AR DA 12 B9 5 CDISC
IR L - R — Y HOWMOENE 4 L L 5 4 L6 SiETHS
D, FRCEE T REBIEHE L FISRT,
4171 SIMF—Ftw k
BWEEE/N T A—F 1L, FNEHEPNESNC T 25 e E£TT—5ELT
EOALNDLTENS, BYBET— Y Z2MLE PC RALTmA, B

AA 2 EPP RAAL > DF =4t bOBEfRIL, SDIM IG 122553 RELREC Z{E
FR U CitHd 5 2 EMEFE LAY, SDIM TG ICE DWW e R 8 &5
T =8 1A RETHWET S Z ETELF IR0,

7e8, (DISC BB L 7= I U DT—F 2w hE PO KA & PP
RAAAZEHBL TIRIBT 28613, ML —H YT I3 53E (PC
RAAEPP RAA S OIERTFNE, 2B ORBREDPL KA1 PP KA
A VCEENDEROBR) 27— 5 A RETHWHTSHZ &, b, bl
—HEU T4 ZHHTSHIT, PO RAA S HYBHE/N S A—F & H
R A A E VAN
4172 MDMFT—Ftwk

1L 7 % TNPR A R P VT BT % SEM e Ty DR ERE /SR AT T — S
h 7% ADaM JEATIR N T 281, SEMOI THENAET Al T—% 12y b
W EBBRBMNEZ RO THIL. ZNSDT—FE2DEDDT—F Y b
KEEDHTHHLIZIRE L TH IV,

FEMTIRRI AV 2 ADaM AN DT — & 2w b & kB HEERNT ADaM izt
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2L RIS 286, EBROMITIIIWET—5 7y ORI ETH
5, 7272l Tty FED L —HEY T4 SRTNAEZHHT S ET
ARER LA, MET—F 1y hERH U ETHHTHZ &8
T&E5,

4.2 B 1HER, BEREERBRSORER OCGREHEROMITICEET 2 158
Fr—FEITDONWT

GRS PRI DB T T — 4/ @i A E: | 3 N [ PR 358 B G D WG
BT T—YEONTTT T LNEOBERRBENAIZDONT, LT RERLEZL
T k_/J\@—o

4.2.1 REPR B EROEFT—F /N r— 9%@33} IZONWT e

(RO BT T — 5 Sy r—URNE) . BHETT 5%
T Uz A AT LKV RET DERIZR— 5Wﬁfﬁhflh*ﬂ7
%%ﬁ%?»&ﬁ&ﬁ@@hﬁ#bPWA%WW?@:&@@ XELLT

?uffﬁéw m 3.7 T Tbt&%@ HV774W%T ?7

EGra N
PMDA IZBNWT TR BROETT —& /Xy r—UHWE] 2IERT

LHBIZHERBRIITEDOEBOTH S,

o Study ID (&#EZFENT 53CF5)

T7AINWNA (T7AINVAEED) . BB, F— 1Tz A1 AT AKX

T 7 AIVISA B BEMIZHRAAD 0, 77 A IV/NAD AL ETR

VY,

o EEEIN-MMTORE (SIS (BN SEMEIREMAT) | S Abi|
M) . m%(i@TMK%@gm%TW)Xmomﬂ(%@m)@
ME, BEEHWTANT S, ) . 728, SIS IR 72 LY B
WM&H%@ﬁ&T%mémtm%ﬂﬁ/Ah%%mfé

e Ty AILONEDIHH, %77%»@%@%&@77TW&@%%%
WEETELLDCHEMZTLERTAIIE. 2B, ANITELRAFE
B3 100 LFTH B,

42 2 HEETT—FOERERRBHASIZDNT
REVER 70 S B BB ARATT . RESR MR B VAR B 22 Y 3K %ﬁxm%?w%m

DZFNFZDWTHERTREFHZL, MIRT, 2B, @ﬁ@ﬁﬁ

otg Moa s 5“!2 J %z SAS XPORT EATRETSBIZE,. 75ty l\%

m% ﬁfﬁﬁ% fiff PR 3K ﬁ@%éwﬁm&Um%ﬁE%W@%ﬁK%
TOHRHEETT D55, (DISC EHEIZHEPLL /= T —F 12D W T,
.7@:%.)k~&:
42 2. 1 BEEER IR YR mAT
FEUEN 72 S BHREMRAT IO R 2 HIGEEF T — 7 12 DWW T, ADaMPISL DL
T%ﬁ?w§tjbéﬁM?7% . T =%ty REOT—Fty biE
””” REOEIE FRED B TH S,
O @y r—Ftv bk
VBN X I NN T A—F QEBII AW T — 5ty RO
BRI N/ T A—F Oftat M EH N Wit T — %
v b GEbd¥EEOBEHOAEIT o S AR Z2RIETS, 7
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7 AIVERIE, PIASEL FOERNEZ 55,
«  SAS XPORT /B (x. xpt)

* ASCIT Format Data Files

»  Phoenix Projects (* phxproj)
 WinNonlin Files (* pmo. * pwo)

@ Tty bEEE
F—Fty NMEFEEITIE, D EBERE K OEROBH %
GHHTEEL. JIAESBIERT S &, b, BT
%m%%% ﬁﬁﬂ%éﬁﬁm\%®§&&%N~y%%%?

o 7;4»»&@ ﬁmmeﬂDE%&@eﬁDW&mﬁﬁK$o
TEDLNTWSPIF ETBHZENEE LN,
4222 BERGNT (E5NVICEDILTIal—valz2g, )
REMBITIZE T 2 BT — 4 28T 284, fithr—4ty MK

DT =%ty MEZEOHEIL RO EBDTH S,

O mir—Ftv b
EARETI, BRETIVEEERT BBICERIICHVE, 42320
ORTETINDTOT S AT 7 AIVCHHE LT — 4y %18
3%, 77 0VERIR. BIZEN FOENEZ 55,
o SAS XPORT =X (+. xpt)
» ASCIT Format Data Files

4221@%%V?é b
4223 EHESFNEYEERETINVEN (ETVICE IS vIal—Y
avEad. )
AR IR B i B T IVIRATICBE g D HGEE T — 7 21T 284,
RT27 7). 7%ty MEUT—F vy MEFEELOZFMII TR
EBOTH 5,
O BRICHWZETINORME, RELZEYROER/NSA—F D
B, BT FRCHEROBESMNEDERNEGEND T 71
77 1IVERIT. BEOWEATELEZZ RN,

@ MHBETF—IYEEEDHRKRBOT -y b
BEDY T M7 TR CEDLSITT— 5ty b 2RI
LTWEAITIE, HEET Y 77)1 Sincyp PE Data Files Gml B
X)) ) ERIBTAZENEELW, B, HEDOV 7 NI 7 HIZ
F—5ty NEERIIMT LU TWRWESD 7 7 IVERIL. (£5
DN TELE AT,

® T—Ftv hEHEE
422 1255 L,

4.2.3  T0U5L5EQEENIZIRBREIIONT
4231@@%@%%@%%%

?N%hﬁwﬁﬁiFﬁ@&%UT%é
. Wﬁ?ﬂjUfA(mi“\I%E A7X 5@%&%%@)%
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N5E4E (Phoenix Projects (. phxproj) @ Text Output ) (3.

BHRNEEND G, TNo2RUTHIETELZ AN,
o Ty AR, HEEOBATELX AN,
4232 BERFT (EFVIEILIIal—TarieEsd. )
FHERBATIZEIT B BT T — 5 28T 28810 T, Try IS4
Ty, FERERENM A EINSZT 7 AIVEROTOT S AFIREED:
2a2l—2a itETA 7 7O Rt B0 TH 5,
@ Jurysnrr1i
BEAET), BEETINEERWRTREO T O TS AT 7L IV 42
a5, 77 IVERE. SIZZLLFOEANEZ 515,
o ASCIT Format Data Files
@ FERFERLHIIENZT 7-1) (NONMEM output 58)
EAETIV, BRETNEEAVWERIBOBENGENLH N T 7
AINERHT D, 77 IVERT. EEOHEATELZZARN,
® vIal—Ta iBETBs771)b
32al—3a RETBEIrANELT, ¥3Ial—TaTF—%
EREIREEDHOTOTILT s AN I al—a  DERZ
AWETO7 577 ANVENS I al—va R ERLERED
ERR T TS LT 7 AINVEERET 5, B, T07 5 L08R TE

LDT 7 AIVENIR, EEOEATEL AN,

Fe, TS AFIRELIEHRL, FOFEMEITROEBD ET S,
o T TLEFETTHHOOMTIEEREKTHHDTH D,

o DiaED, TOTISLTFANARIT TS LAOHREED
HTEEL. HIS EBBITELT ST L. b, Riisnk

H2T 5 BRENZVWEAIE. AN YOS S LFIEEDR
HIEIAETH S,

HEET T — Y%L (D EOBMRIZ DT
51 HHEETT—Y%EL (1D OBEG

FHIE LT, & COHGBEETT—ZI1d, e(IDNy IV R—2NoBHEIN5
EMNEYTH S, UL, eCTD WAL eCTD Bk WB AN /RS A
WHEETT—YIROIBERXE Ty I 2adianl &, 220, 1
ORMER—EICEE T 2 HEET T — Y DR OA KEHfEEH T &2l
5L, '

5.2 R—=F YA Mk e(TD ZHHEOHUE

eCTD 2T DB, R—F )Y RS ERNTEE L T B R OB 2 4
HWEANL, e(IDZMBEEZRETHI L, LERBEROFIILLTO®ED T
H5,
Coe HIGEMHEOWGES
e HIEEKS
o BREE I EHFED
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« IEA BEOR

o fEHTIEH
5.3 BN—=FI Y1 FEMN LT eCTD DR

eCTD DHEhIZH 2 0. HEFFIIAINEREZ RN —ZIVT 1 b ETRE, #H
XEAHT B, FHMEROMIZE FOMY TH B, 725, £TORAIDN

TIRIBOL TR, B UIAS 2 KD S b OTHALN,
.+ A BE FR KIT b, ERASOR
N AN et
. el ZFHEH
.
. Bt (@1
. RS
o HGERE O BT
. S H OB
. OLNAF Ty ICET HHb
o XML AZ A Uy ZHE—3) OF x v 25 AR
. DRI |
o SR TN eCTD RS DS
. fik
AR, RFUUIAN L%, BT eCTD O by TLALT 4 )

FaR—2)01 b ETREL. PDAICEET S, R—F)LY1 h EO R
B BRI DWW TSR,
5.4 HR—F)VTA FEMLUTIRHEEINZ 01D D25
PMDA X2 B L7z e(TD ICH LU TANAF = w7 KON F— g > &#8EfT
U, TOFREKEEBIT eCTD ZHEAI S OFHAE R 2 FiEH IEE T 5, e(TD
xdaeanNyF—Ta ARG, HAEL T PMA @ WEB H 1 K
(http://www. pnda. go0. ip/) IZABT % eCTD MEEY —IIVDOEIMET =27 )L
ZEBEICTH &,
5.5 eCID 1 791 VN EHEETT—~ D%
HEETT Y IIHEEBICRfITREERO L THD T NG, HEEE
Fr—F 2L GB., BRGIHIR) T84, e(TDE®RETTHIEN
WY TH 5, e(TD EHFBEFT—F 20T TIRETIEA, 3.3 WRTHE
BT T —FICRAMIMERZIRETHI LT, SEHEET T —Y EHET
% e(TD OFENREE RS, WEETT — Y 2INT5ICH20. BITD
RIZEEBTAH I &,
@ eCTD #JER I RFICIR T DG ETFT—%
AIEHZMICBEH T 5 HEEFT — 2L, PDADNSHFEETT—4
SR R ZT 2RI, PRI T S HEE T — 4 2B
T HZEIETER,

@ WRIHT BEECIRMT 5 BT 75
BRI T B ES IR 5 A T7— 5, MO eCTD HR
FE LB T, BEORNERE L TR—F Y1 FEALTHR
T3,

® oCTD BATHHICIR T 5 BT —5

o EROTRHUAHEETFT -5 D55, PMDA &Y e(TD SiTHICHE
DL5HDELTHDZDBDE, eCTD BETRFICIERXITRINT %,
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o BHRHOWHETT—F E0ESOAERINT 5. LT ik
FETREBLZWHEET T —F 2HERNT 508 T20,

o HFFET T —YUIMERHT % e(TD BEENEELRWERIT. 2
FHEIZDWTERNIC PDA ITHRT S Z &,

o PMDA NS HFEETT — & ZHEEKEZT-BIC, YRR SS
R A HIGEET T — Y Z BT 5 & IETERN,

o BEEMTEBRIIHFETT —F E2RIUT2G5EIIAREHOFEIZHED.

5.6 HHETT —FHIRHFRFOEERE

CTD 3id eCTD SGTHFICHIGEE T7 — 7 28I T 2561, THEERDK
%*@ﬁ%%ﬂ@%aljmfj(¥i22$i?ﬁ278HHW%%
Mﬂwlhﬁiﬁ' AR O R B R READ BIRD 6 1R
R e M$£3?T ﬁ COWTRHT DI L, ZD&E, #IET
%}T@774W% CERICHIRE T 2 0 B <, SRBUCBIM T S HIGEE

FFr—4 —ROFENHTENLEL W, 2L, RBHFEROETT—
& EHICET 2RBPFEICONT] CER2THE 4 H 2T HENTEBRESE
0427 % 1 SEAFEHBEEEGREFEFTHE®RY) Do 2. () 7
T@‘ﬁ‘ P2 A ATALAERAWTHEI U CID 22T 25013, €08
g,

6 FDifs

BT T — Y DR ERDDZHEHBED S 5. KBHGERMAERNLT
LH D Ths &fk®fwmmB@ TDOWT, M5 EORFBHGERM
ERE S THET S HEBICXVETNICRETAZENTES, ZO5GD
@mﬁﬁlﬂnﬁ{ﬁffé‘ﬂmﬁféﬁf; %ﬂzfi—ifi’r IDOWTIRBIERT
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AR 1

AHA RTHWS HEOER

BFT 7 1)) (R=5Laf LTRIET 22 TO7 7 1))
FERHHBOETF—5 (SHEETT—2) OF : BAKGNTE (BFF—¥) i)
| kiR — 5

|  F [ERABRT—5 05 EREMEROHFEETT—5 ThRVHD, ]

| FCDISC T —% (=CDISCIZH#EHL 7= F— %)

I | %ty b EH#EF—F12y B

I | | FSDIMF—%ty ks (=SDIMICLSF—5Ev k)

I I | “s—%ty b (=ADaM T —# v F=ADaMIZ L 55—t v 1)

| | LEzErvr1)l (=define xml)

| kLHY—F—%

| | FF—%tvt

| | kExmuvr1ib

| Yoaysnaourai

| a7 01275 2

I Ly—& vy MERRM 7175 A

L (AR HEET-T— 5] (B 72 S B BARNT 7 S0 7= B B
B, RN, AEPRRYEESR T T IV SICE T HEE T —4)

FCDISC #4157 — % (=CDISC IZHEMLL /=5 — 4 )

| =%ty b =ERETF—EY M)

| | FDIMF—FEy b (=SDIMIZLBET—Ftv )

I | Y#Hhis—4%tv b (ADaMF—¥ v h=ADaM T E5F—% v k)
| LwEsr 7 1)L (=definexml)

FCDISC LIS DB DT —4 (=ADaM DS DR TR T— 5 v b %42
| BT 5856057 —%)

| =%ty (=EF—5tv M)

| | HeHrF—4ty b (=ADaM USNDERDF—F v )

I | YET—Fty b TRWTF—5 1ty b (EFEER YT 5L R
| | HTRELEEYRER)NT A= DEOEHRS)

| %ty bEH#

| FEERERANAEINET 7))

| ) L34l —3a i3T5 77 1))

| L7075 AFIaE

AT A SN E =
I HEb i 705 A
| Ly —& -ty MERRA T T Y 5 A
LG R R OB T — & /Ny r— U HE
LitRid 2 &
FaCRF (Annotated CRF)
L¥—& 1 R (Wb D Reviewer's Guide)
FSDRG
LADRG
FeCTD (HFEETFT—¥ 2H<)
FFD R T —%
L [Z0ftl, R—FNVENLTEBTSHD, ]



A 2

HAFEN S EN 2 ARl H 22K OH

Domain |Variable Variable Label Tvpe CDISC Notes (for domains) Core
Prefix Name P Description (for General Classes) |
3 o .y Reason not done. Used in conjunction with --STAT
Fea --REASND Reason Not Done |Char :Iwhen value is NOT DONE. J ]
Relationship to |An opinion as to whether the event may have been
HaE --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
CcO COVAL Comment Char [can be added to additional columns COVALI-Req
O | [ 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 of ’ Char Description of what happcned to the subject dur mg]
Unplanned Visit an unplanned visit,
ASPOTE NI Verbatim medication name that is either )re~l
CM CMTRT Drug, Med, or Char | . ' "l £ Tl P Req
printed or collected on a CRF.
Lherapy, ... = e
Modified Reported |, _ |If CMTRT is modified to facilitate coding, then|
M CHIMODRIEY Name i fhar CMMODIFY will contain the modified text. Fem
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, Perm |
HYPERTENSION. |
EX EXADJ Rez}son for Dose Char Df?scribes reason or explanation of why a dose is Perm |
e = Adjustment adjusted.
SuU ISUTRT Is{eported e Char |Substance name. Examples: Cigarettes, Coffee. |Req
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
_ B Substance Name |~ placed here.
U :SUD OSTXT Substance Use Char Substancg use consumption amounts or a range of] Perm
Consumption Text consumption information collected in text form. |~
AE [AETERM DR Jermiior Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
E ﬁMC_)DIFY |Term ’ N C}lff AEMODIFY will contain the modified text.c> i
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
i Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
M MHTERM glzp ﬁ:ﬁcﬁm} 10 Char Verbg_t'im or preprinted CRF term for the medical R
. condition or event.
- History .
| Verbatim name of the protocol deviation
i criterion. Example: 1IVRS PROCESSh
v - Protocol Deviation | . DEVIATION - NO DOSE CALL PERFORMED.
‘DV DyIRERL Term hes The DVTERM values will map to the controlled Req
termmology in DVDECOD, such as
L_ ey e | mnsll® [TREATMENT DEVIATION. |




Domain

Variable

CDISC Notes (for domains)

Prefix Name ManablTbel 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 O NS Char questions used to obtain the measurement or REG

finding. The value in QSTEST cannot be longer

than 40 characters.

(%% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 DA, atdkid—EL4m8)




AR 3

HARET — 5 #WMA HEOH

#l D) HAROEMLEAREZERETEORIBNT 285

AE RAA Y (BERFET—F1Zy )

- HABTT—FWELETFXA MHBIZDWTIZHEXFS ( TTAPANESE
TEXT IN SOURCE DATABASE] %) #I#13 % (AETERM %% H A3 TIE) .

[Row [STUDYID [DOMAIN [USUBJID/AESEQ [AETERM AESTDTC |AEENDTC |AEMODIFY |AEDECOD |

f = =

. . JAPANESE TEXT IN|

1 |ABCI23 |AE 123101 |1 COLRGEIATEsE [2005-10-12 1000541012 Headachc.__
JAPANESE TEXT IN|2005-10- 2005-10- .

: o ]

g B RE el SOURCE DATABASE |13T13:05  |13T19:00 jagk pain

. . - I JAPANESE TEXT IN| Pulmonary

3 |ABC123  |AE 123101 [3 SOURCE DATABASE 22051021 | hi |

Row |[AEBODSYS AESEV  [AESERJAEACN ABREL

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 o

3 (cont)| Vascular disorders  |MODERATE [Y [DOSE REDUCED _ [PROBABLY NOT RELATED

Row |[AEOUT  |AESCONGJAESDISAB[AESDTH |AESHOSP [AESLIFE |AESMIE[AESTDY[AEENDY [AEENRF |

1 (conty| RECOVERED/ 1 1

| CMIRESOLVED | | I | ; :

RECOVERED/
2% 5 .
2 {cont) RESOLVED 1 _ 1
—|RECOVERING v :
3 (cont) /RESOLVING Y Y S ) AFTER

AE RAAL > (HAFET -5ty M)

Row |[STUDYID {DOMAIN [USUBJID AESEQ [AETERM AESTDTC AEENDIC  |AEMODIFY |AEDECOD
1 ABCI123  |AE 123101 1 7 2005-10-12 2005-10-12 | |Headache
2005-10- 2005-10- | -
ABC AF AE S s ;

[ N [ HAH 11311305 13T19:00 |Back pain
3 ABC123  |AE 123101 3 Vg 2005-10-21 |Pulmonary embolism
Row |[AEBODSYS AESEV AESER [AEACN AEREL
1 {cont)|Nervous svstem disorders . |SEVERE IN  INOTAPPLICABLE |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 |AEOUT AESCONG AESDISAB |[AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY AEENDY |AEENRF
1 (cont) RECOVERED/ n F

RESOLVED =

RECOVERED/
2 {cont ’
2 {cont) RESOLVED i 1

RECOVERING | —
3 (cont) /RESOLVING [ Y Y B ‘9 ) AFTER

#l2) FHXOHAREZERT 5 ENVNETH O, AT I TFH 2 A I

QS ALY (JHFEF—5+ty F)

Row [STUDYID [DOMAIN _[CSUBJID  [QSSEQ  [QSTESTCD [QSTEST

1 |ABCI23  |QS 123101 1 QSTEST1 __ |[JAPANESE TEXT IN SOURCE DATABASEO] |
2 |ABCI23 QS 123101 2 QSTEST2 _ |JAPANESE TEXT IN SOURCE DATABASE(?
3 |aBCI23 QS 123101 3 QSTEST3  |[JAPANESE TEXT IN SOURCE DATABASEO3
QS FAA Y (HAET—F v 1)

Row [STUDYID [DOMAIN  [USUBJID QSSEQ QSTESTCD [QSTEST i
1 |ABCI23  |QS 123101 1 QSTESTI HA THEAZEOIETH? )

2 JABCI23  |QS 123101 2 _ |QSTEST2 EIEFATINLTEETH ? }

3 |ABC123 |08 123101 N QSTEST3 FEAMREL TLFLTIN?




AR 4
(BE) 5ty hEgEs

Dataset: : XXXXX ( IXXXXX] E5—% v ")

No.  Variable *! Description #2

I

ID 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 MDV 0 = Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

X1 EBAERBTH &
X2 AROHEMZELHT S &,

]



(B5) TurSLFlEE

No. Program file name ™!

Description *?

Ry 7 o7 0 OO Ver. @

HRAK: - - 2R,

RO E M

cTFTORTY NIy ANEHNTE T4 NI EFTROITTIEET 5.
XXXXX <- "IN A"

s DT I Ty AINERET DT AINT ETEROITTEET %,
XXXXX<- "IN AH"

1 ' XXXKXX s FRDITETTUT S LEEFTT 5,
exportData(XXXXX)
AEELIZT AN Goxxxx) KHAENAECSV 771 (Txxxx) ) 12K
LT Iab—a D« « « 771V ooxxx) 2ETT 5,
s TORTY N7 71l (xxxxx) &, ETHELEZ 741 (xxxxx) 1T
RET D,
s FROITNS T I LOETEHBL, RELETIYN Ty b7 71
IV xxxxx) ZRtH AT S,
i ] xxxxx <- importData(XXXXX)

FERY 7 b7 0 OO Ver.@
EREM: « - TV,

X XXXXXX HHEIFFOEE S .

¥1: T ShT v A NVAERRTL &,

X2 TS LAOFHW MRV 7 ooy, #HER., EAKOBENS ZRlTL L,



