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EEEDERRLa— sz%_ﬁmféﬁﬁkmﬁ@&ﬁ
ﬁxﬁ% SEFEF|ERBTA L, BB BEXFI RN 5%
&, FTOEFBLFHEREICKBTILENDH DR DIE, REBICE
EH o1 B EEBCHETZRRERY (B : [JAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . SEDBAEEL OIS ET—FH A FETRTI L,
e =y NEFTED 7 A NFIEDBT L, SDIMT—F &
v Mot 3 HARSEF —F ¥y M Tsdtm_jl 74 NVFZITED,
ADaMF—F v PRHETZAAE T —F &y ME Tadam_jI 74
NERLEHBIE, F—Fy MARUBZ VA2 -DT— 5%
9 FCR—DbDEBNB I &,

H A3 ﬁﬁ%ai&wF%%/kowfm%ﬁ%®7—ﬁt/b@
BEFEDZANFED, BETHT—F 2y PERELRWE
Eo

ﬁﬁxﬁ%&pfﬁi%f_ﬁKOWTﬂSMM&@AMMt%ﬂtﬁ@
BT CORMET 32 L LT 58, BAEF—F 2B UERRROT —
¥ BRHET A TFERDDIHEITIE. %@ﬁ@%_omf$mkPmA_m
BT LBEELY,
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4.1.6 T AOERHIZHOWT
4.1.6.1 BT HTR ST A
wmcﬁﬁu£MLt$?%%7~ﬁk%@T67uﬁ7AkLT#
4.1 L3 ITRTESM, BeoFERERRURE - AROREDRILC
B B EERBRE R 2155 T D OFTIT OV, ADaMF—& &y MERE T
v ST RO 0 /o AORMERD B, 7075 5%, EREh
FEAT A DEEAER OISR DIERC, ST AT X ADHEESER BT

D, %7 LH DA OREICEBWTEFDOEEETT B2 LN ARE
AL UTIRET BMEITIR, Eie, HEDY 7 Moo TR~V g Uiz
FRET D b DO TRV, 7'ulT AEERR. FUTUESE EHELEAS
L=y arYRT A, V7 M= TROEDA—Va ) BT 515
WTHRETT—F A FIZBWCREET 3 28, =2 uifELE v
LEFERLTHIES, w7/l A0 TIRHTA - EMN%EE Lin
D5, wraral 7 AORNBESRRES, £, F—FEy MNrss
LOVERL B NSRRI R L TR Y 71 /T A B RO SEEE S
Yl %ﬁ?»:)zAm\méﬁ%%%wﬁmrﬁbixﬁw
4.1.6.2 T I AD7 7 A VK

4.1.6.1 TrRTEBD, 7ul 7 L3EED YT N2 TR —Va T
RIEST S D TIIRVD, 77 A NBITIIRITY 7 7 =T AMtE Ui iiE
FEEHBHI L, Wﬁ%ﬁ&m774»z®%Ai774»%K R B
B&ET—Z HA RILgh i b,

4.1.7 %135, %ﬁ%ﬁﬁ&%@&ﬁ&ﬁ%ﬁ%ﬂﬁﬁ@%ﬁk@?é
CDISC BREEICHEIL U 7= REEE T — F &2 T
1R, BMREHERREORER ORISR Oz 845 CDISC
@ﬁkﬁ%bt$ WEF7T—HEOBROFENT 4.1.1 25 4.1.6 LRAETHS
R T REFRE U TILRT,
¢L11mm?F&ﬁvF

BB T A — 53, ENEENEANC TR RTT—2 L LT
LoZ2bNBIENDL, BMBET —XBHMLE PC FAL TN, &
H S ZEEIRE T A —5 % PP FAA LTIt 28, IC R
AL EPP FAA DT —&%y NOBMRR, SDM I iz#-3% RELRRC %4E
AU TRIETT 2 Z EREE LUV, SDIM I 1TE-SU - RS pis A e
(CHET—F A FETHITT D L TELILR,

723, (DISC I U I DT — &2y & PC FAL L PP
RAA ATEBR LU CRET 358, P—3 ) F 4 IicB+5=E (¢
RAAL & PP AL OERFIR, ZEEIOBIREDPC KA PP R A
A NTEENDEBOBR) 25 —F VA FETHRETAZ L, 2B, L
—P U T4 FHBFTEENT, PO FAL V0 LEWERE S A — 2 2 H
BB BT,

41.7.2 MaMF—FEy b
m*&UR@%Fk%#é%%ﬁ%&oﬁwﬁﬂ@ﬁwﬁ%#~&?/

k% ADaM S CIRIET 2 5E13, BMOMNTENRET ADaM F—& v k
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Iz X AFHTBBE RO THNEL, ThbD7—F 2 0L 207 —FEy b
CF EHTHRILITRHLTH R,

HRHC AV ADM FERESH DT —5 & D RGBS AT DM TR
P LTI 258, HROMTICAVET —& &y FORMIITRETH
Bo L, T2y MO M~ Y T RRTVEEBIIT 5 LT
ARREETHBHEE, YT —F ey MR U L OB 5 2 e
TED,

4.2 8 1HERBR, %ﬁ%ﬂﬁﬁ%@&ﬁ&uﬁﬁﬁﬁﬁﬁ®Mﬁh%?5$%%
- FF—FECONT

R OET T — &y o — VBBIE] W HRPREERRIRO B3
BIEF—FRUT 1 75 LhEOBENMREARICONT, BT REEIEEZ L
TIZRTS .

4.2.1 [ERERSEEEIROE T — ¥ Ny r—VRHE] o T
PR RBEROEF T —F Ay r—VBE] 13, FEETT—F %

Fe O xf VAT AL VBT IBRICR—Z VYA N ETATIENS

R T — X IRHPAOEH D PMDA BERTH 0D, XFLLT

EHT B LIERETH D, BB, VAT AEERERFICETF 77 ANVE

mOEHET AT, 3.7 HIZRLEERBY, TSV 77 A NVERBTHZ

LTk,
mmh%mfFﬁ%%ﬁﬁﬁwﬂ%rh&ﬂz#~/ﬁwéj%ﬁm#

AR HERERIITROLBY TH S,

s  Study ID (FRRABREIRBIT 5 FF) |

o TrANNA (TFrANZEBEL) , BB, F— MU =A VAT AL
757 A VR RE BEIICTRASAL D, T A VAN RDAATSER

Y,

o EMSNANTOMRIE (STS (RYERREWEIRRMEYT) | PP (B
AT . %m(éﬁ%%ﬁ%ﬁﬁ %Tw)xmoma(%®M)®
Bl %%&ﬁmrlﬁfé ) o 723, STS WidiERER 2 I ENRE
AT & Hﬁ@ﬁ?ﬁfﬁ@ﬁéhh%&b@ﬁﬁ/%ﬁ YT E BT,

o TrANORNEBEDRE, 7 7ANDRBRMD T 7 A V& OBMRE
PRETED LI ICHMZERT I &, BB, ANTEDRKIEF
X 100 XFTH D, ‘

4,2.2 HHEFT—F OEERRBHARKOWT

TEYERY 72 IR HEAEAT, FRAE AT R OV B A SR B %TW%ﬁ
DENENIZ O THEILTREFEZLUTIORT, 2B, SiroEEI
Bf\?—&?ybéﬁsmmnﬁﬁﬁ%m¢éﬁmm\?~ﬁ@yb%.
ETFANBIIE—ETHE,

k. 51 ARR, BAEENERLES O/ O REIEER ORI B
FTABRBEEFF—FD5%H, CDISC BEITHEN LT —FIZOWTIE,
4. 1L.7TWES T &, : ' ‘
4,2.2.1 EHERY In ZRYEhERARAT

WA IR IRBN BRI B85 B R R T7 — F 1o\ T, ADaM P DIER
T —& v bERET 55, %ﬁT*ﬁﬁzbﬁv?H&f/bﬁ
EHEOMHMITROEBY ThHA,

O @7 —&ty k
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TEBNRBSUIZES %R T A—F ODEBICAW- T — 4y PR
HHENE X ISIR 1T A — 2 ORI R REHT VO T A — &
v b ERHHECEHDAZE{ToHESIIRL) 2EHT3, 7
7 A MR, Wz@ﬂ?wﬁﬁmﬁxBné

»  SAS XPORT =X (x. xpt)

¢ ASCII Format Data Files

* . Phoenix Projects (k. phxproj)

~* WinNonlin Files (% pmo, *pwo)

® 7“—? v FNEEE :
7F—&Ey VEBEEBICZ, P L b EELRUOEHOBEAE
BHBHZEEL, Wﬁ4§ﬁ%k¢ﬁfé Lo TR, HREATHE
RBEESICRERHIBE81E. TOELEYR—UrHRT
BIETELIEZRNY,

o T ANBRIL. Emmemnﬁﬂﬁoemnmmwﬁﬂkio
TEDBNTWAPIF L3352 LREE LU,
4.2.2.2 BEMENT (EFNVEESIVIab—varial, )

BEFTICET A BRHEETT — ¥ 2RHET3EE, i —%ty bR
U5 =&ty MESEBEOMMIITRO LBV ThA,

@ Bty —FEy b

EAET N, %%%Tw%%wmféﬁk%%%kmwt\4232@
WWIRTETFNDT T T LT 7 A M LT T — 4y P2
5., 77 AN, FIZIZELTFORRSE L bh3,
»  SAS XPORT 4= (% xpt)
* ASCII Format Data Files
@ F—FEy FERE
4.2.2.10%2B3 5 &L,
4.2.2.3 AEZENEMEERETNVIEN (EFLVCEIK VI ar—y
avEgte, )
AR R T T VRN 2 BB BT — X iR T 3RS
’HTB 77 A1, 7“&?/F&Ufmﬁf/Fﬁ%%%®?ﬂﬁ?ﬂ@
EBYTHA,
- @ #EFTICAWEET ALOEE. &ELt%%&UéEA7% 520
B, STFIRECHEEORESTEOERBEENEZ 774V
77 ANFERIL, EEORRTELIX R,

@ mMPBRET—FELEDERABROT—FFy b
WEDI7 Ny =T CRITCEZ LTy b E2ERXITNT
LTOWABEITHE, YUEEF 7 74V (Simeyp PE Data Files (ml 7%
) F) ZEHTIZENEE LY, B, FEOY 7 Ny =THIC
T—5%y MEEXGEI T L CnWRWES O T 74»}[*’%@ =&
DR TELI LR,

® F—¥ty MERE
4.2.2. 1Q%BRTB ¢,

4.2.3 T T EOBEMREBARIC OV T
4.2.3.1 BRYER 2 Ky EhRRARAT

ZENRE S IR ERE /SR R B A AR R E T E I B U TR

TREFROFEMITRROE B Y Th B,
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o fRIFTATY R (BRI, BHBER T A —F ORHFES) X
EETREBEDT —F OB, i U72FimicB+ 2 5EmER
PEbDTHS, BB, BT —F 2y FEFICHURERNEE
N A4S (Phoenix Projects (%, phxproj)® Text Output £8) .
FOEERTRTAI L TELILR, Ein, FETHEESICHEE
BN EENDERE. ThLFRHTAIZETELIIARY,

o 77 AN, &ﬁ@%i‘t'@%bi’iif;n

4.2.3.2 REEHEBN (FEFTMIESK VI ab—variai, )

RT3 5 BB BT — & BRI T BRI ONT, Tur I A

T AN, EERERBHASNIE 7 7 A NVRUT 0T 7 AFIREEDY

I2b—a AT BT 7 A VOFEEITRO LB ThHD,

@ Fus7LT77AN
HAEF I, BREFNEEBWTREO T2 7 L7 74 VETR
W5, 774 NVERE, FIXIEETORRDNEZ b, ‘

. »  ASCII Format Data Files

@ FERBEEIHAESNET 740 (NOMEM output %)

EAET N, BEEFNVEL AW ORBRIEEThAHAT 7
ANERHT A, 77 AN, EEOBRTELXZR,

@ vIial—vaVvikBTas57 74NV
VIial—vaiRBTaT7 A e LT, YEal—Tai—H
EREISEREEDOTaTAT AN, ¥ al—a rOERIT
BWe7al S a7 7 A NVKROV ab— g VERERLEERD
BT 0 7T LT 7 A NVEERET D, Flz, YIal—Va B
BEOBRICETAF—F vy b EXBWEBAE. SHEREELT
—&F -y MERERTD, BB, ST ARRHTERVWEEI.
TN RAABGHDHIARELRETHZ L, 7u&7A®774w
R, EEOWRTELI RN,
¥, Tu ST AFIREELRHEL, %@“a‘érfﬁ}:t']“ﬂo)e:lb nE&T3,

o Il hEBEITTBIEHOEMFIEEZFERTIHDOTH D,

o DR EL, TUTTATFANAROT RS T AOBEEED
bl RS 22BIcERTHZ &, B, BEShE
Tul T AEERT B0 T, RALDIEES, [N

CBEETIMLERRVEAIE. BRI e ST AFIEEOR
HIZRECH S, _

5. ABHFROBHFEETT—FE L D LOBERIZONT

51 BHETF—FEL LD OBER -

EAIE LT, @TORBEFT—HiL. CIDRy 7 R—rnbBREND
S ENEEITH S, LU E, eCTD @AKE T eCTD Bk @I RT
I LV eCTD ZRITAEEIL, eCID Ny 7 R — R eCID 7 3V F 1M
ICHEEBETF T — X IBRBFHRNE 7 7 AV EEDRVI L, EL, B1E
OERMNER—EICEET 5 REETT —F OREOFEEZREE T LIZTH
TBH &,
5.2 H—HAA XD eCID ZfREDTE
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eCID ZHEHT B BIL, B—FZ ¥4 P b BERNICRHTFED RUSERE
ﬁ%ﬂﬁb\%mﬁﬁﬁﬁ%mﬁfé Lo BERFROFNILLTOEY T
H5bH,
o IS E OIRFEA
HREX S
TR II— B DR
EAR, B2ED5]
RHTFEHR
5.3 fu&»%%b%ﬁbtwm@%m
eCTD DIRHNT HT V| HE %mﬁMFﬁ%f~&w%4bhrﬁﬁ B’IR
XIEATT B, AIEROBIIL FOBY Ths, R, RTOEE IOV
TRHD 7 ICRE, BINUIATERD B b O TiTRav,
o ER &F, EX, F77 b, Bz Z0H]
T— U= AZFEE
eCID {7 & %
RS
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5%
i _%nu E @—‘ﬂﬁlﬁgﬁﬁ
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RO BRAEIC DWW TR TR,
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PMDA IZ{E LT eCTD I LA N AF 2w Z BN F—a v EET
L. EORERLE L HIT eCID ZEFE O R B0 BET 5, eCID
T2 TF—vavyAEFR, HAE LT PMDA @ WEB ¥4 b
(MW/NWpMa@JN)Lﬁﬁf@emDﬁTV_WQﬁﬁ?ﬂnTW
BEEBENTHZ L,
' 5.5 - CID FA 7HA I N & BHFETT—F OLHR
REETFT —FIIHRBFECRATREEEO—Thi b, HEE
Fr—-FEEE (BN, BESUIHIBR) 328581, CDERETTII L
 EITH D, eCID & HFEBEFT—F 2400 TRET 354, 3.3 IR HE
BT —FIRDIFMEREZEET D2 &0, YEHE %%7~5&@@?
6emnwﬁimﬂ BL2D, BEEFT—Z2RHTITHEY, UTD
RIEEETHZ L,
@ eCTD FIEMHZ HFFICIRH T 2 R ET7T — &
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BRI BRI, JEREICEETSHEETF — & 2 BNEY
TAHZEIETERWN, .
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BTk 3EE IR 585 %%7~&ﬁ ﬁﬁmemD%M@%
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TEEHEIC., YERBEFT IOV TRRTIZ L, ok E, BT
BETDT 7 ANEEBERICHRTT 2 H6EI R, FRBICHET HHFE
FF B = OFEREE]TEIT I, FE L, EBEm2. (2) 7
R TS — P VAT AERWTYET L CID 2RHT 2561, €0
BRIV,

6. BEEFBEROBRHELT—FEH

EEERERCRBETT — X2 EHT 5. B %%7~&%r3ﬂ
WEBBROBEET T — X EORBITOWVWT) D 73,4~3.7) OETHETS
FHECHE L CEFHICIRHT AN, BEEERERCEITS (3.1 BEEYT—4
%ﬁ&@%ﬁ%tfﬂj\&UrssTH&w%4%%4bt$ EBTT— 2D
B 1, UTosBh 293,

6.1 HMBEIT— ¥ ERYUOERN RN

BEEEIL, FEF7— Y RHmEAREEEATL ¢ L bic, FRAE L
THEEEREO1~3 b AR, EREHRICT, BRERE Lkﬁé$
F7— ¥ ORHEABRVEELE RS2 oVC PMDA LHREITIZ L,

ok, EREROERICHoTid, BEEERERICENTECHEETT
— ¥ ONE % hSriTEE A E K ERSRR SEESIT O MEEE .,
DR ELEOERBEREIZOWVWT) (R 24 43 52 AT FEESEE
0302070 EMTITBUEAER G ERERBOMEHEETREM DRIME 8 TH
RETT— X IRHEREREEESY PAVWTE LD, BHTHIL,
FO%, FHEEMERCRE L-EEERIETERD O b HEF 5 1 HRH
mif@ﬁkf*&»ﬁ%%ﬁ%$%¥%%ﬁ5gko%@%\ﬁwﬁWﬁ
A M TEEERBICEET SBHROAN - BERUCEFERRBICNERE
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h ECREG, BIRYIASTS, T EBROFIIUTO®EY Tho, R,

©19



éf@ﬁEkOWT%ﬁﬁtUkﬁﬁ BIRRIFIANZRD D b OTRERV,
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HEET T — Z SRHOEARN RN . RO 13.4 BHEBETT—FEDT 74
NFALR] W ToEBY &15,.

7.1 HFEEFT— X ERHOER TN

- HBERTETLEIR, BEEFT— Y ENEEERSERERTA L LI,

JRAE L CTHBRRERIBHOEMERIC T, FEEFT—F ORHNFEIK
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TEED, EHTHZ L,
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FHA TRV HABOER

BTF7740 (R—Z 20 LTRHETAZETOT 7 A1)
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FCDISC #4.7°— % (=CDISC Ic##L L 725" — %)
| ey b (=BHF—FEY ) |
| | FSDIMF—FEy b (=SDIMIZLBF—FEy )
| | Yy —F &y b (FADAMF—F -ty b=ADaMIZLBF—F v 1)
| LEBZ7740 (= define xml) ' .
kLt —5—%
| FF—%Ey b
| LEs®rzran
Ll h7y A0
HEWR v 75 A
Ly —% ey MERA 0 /5 A

L[%%%Eﬁﬁ®$%%%7—ﬁ](Fﬁ%#%%@%%ﬁm%ﬁéhtﬁ%%
B, BEEENT, SRPNEMEERTT R SCET 2 REETT—4)

FCDISC ##L7°—# (=CDISC Ic Bl L /e 5" — &)

| FFr—4&y b (=RHEF—ZEy ) '

| | FSDIMF—%%Ey b (=SDIMICLBF—F &y 1)

| | Y#i5s—Fkey b (=ADaMF—F &y h=ADaMIc L35 —&E v )
| LE#&Z 7 A/ (=definexml)

F-CDISC LA DOBRDOT —F (= mmm%%@?ﬁf%ﬁr—&t/b%ﬁ

| HTBEEGDF—#)

| =%ty b (=8HF—%Ey )

| | HRFF—FEy L~ (=ADaM PSS OBROF—F & b)

| | YW F—2ty hCRVWF—F 2y b (EEBNEYEERT TR
| WCRE LY R MER T A — & DEOFRS)

| %ty iEs®g

|  FEELREEMHAENRETFAN

| LWiar—vavicl+a7rz40

| L7 o /5 AFIEE
F%ﬁ&%%(xﬂ%hhﬁé?%%ﬁ%ﬁﬁi%)

| A=A NN eV

f MR 7 2 75 o

| Lyr—Z ey MERA S0 /5 A
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AUHE 2

AR EEND TR b B EHOH)

Domain

Variable

CDISC Notes (for domains)

terminology in DVDECOD, such as

Prefix Name Variable Labcl‘ Type Description (for General Classes) Core
e Reason not done. Used in conjunction with --STAT
b ] --REASND Reason Not Done {Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
438 -[~-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
COVALnN.
) 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?. '
VUP Description of Description of what happened to the subject during
SV 8 DES Unplanned Visit Char an unplanned visit. - Perm
Reported Name of . e e et
. _ |Verbatim medication name that is either pre-
M CMTRT Drug, Med, or Chiar printed or collected on a CRF. ' Req
Therapy .
‘ Modified Reported If CMTRT is modified to facilitate coding, then|;
CM  |CMMODIFY [\ Char | -\MODIFY will contain the modified text. | o
Denotes why a medication was taken or
CcM CMINDC Indication Char [administered. Examples: NAUSEA, |Perm
) HYPERTENSION, - '
. Reason for Dose Describes reason of explanation of why a dose is
EX EXADJ Adjustment Char | tiusted. | Perm
SU SUTRT Islﬁg:;;zgeName of Char |Substance narné. Examples: Cigarettes, Coffee.  |Req
' - Modified : If SUTRT is modified, then the modified text is |
SU -S-UMODIFY Substance Name Char placed here. . Porm
Substance Use Substance use consumption amounts or a range of]
SU SUDOSTXT Consumption Text Char consumption information collected in text form. Permn
AE AETERM Reported Term for Char |Verbatim name of the ¢vent. Req
' the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY . |peryy Char |4 EMODIFY will contain the modified fext, | o
Describes other actions taken as a result of the
o Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Takerl 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 . . . '
MH METERM the Medical Char Verbailt.lm or preprinted CRF term for the medical Req
) condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: - IVRS PROCESS
; Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
DV DVIERM Term Char The DVTERM values will map to the controlled Req

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 alExp
‘ 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 ° QuestionName  |Char questions used to obtain the measurement or Req

finding. The vaiue in QSTEST cannot be longer
than 40 characters.

(2% : SDTM Ver.1.2. SDTMIG Ver.3.1.2 &L
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Row BRI e | EEMODITEYE
JAPANESE TEXT IN|
1 |ABCI123 I[AE 1231010 |1 SOURCE DATABASE 2005-10-12  {2005-10-12 Hcadache
| JAPANESE TEXT IN|2005-10- ‘[2005-10- .
2 |ABCIZ [AE 123101 12 SOURCE DATABASE |13T13:05___|13T19:00 Back pain
: |JAPANESE TEXT IN Pulmonary
3 [aBCI23 JAE  Jizdl00 3 SOURCE DATABASE |*003-10-21 embolism
Row __ [AEBODSYS] AES TAESERAERGEN WERE
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE |[DEFINITELY NOT RELATED
9, (cont) [Musculoskeletal and connective tissue disorders|MODERATE 1N DOSE REDUCED  |PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBARBLY NOT RELATED
Row _ |REQT RS CONGIAESDISABIARS DR FARS FOSEI| ATSTEE SR AR SV NESTDN AT ENDYB AL BNREH
1 (con)| RECOVERED/ " p _
RESOLVED
RECOVERED/
2 (cont) RESOLVED i 1
. RECOVERING
3 (cont) /RESOLVING | Y Y 9 AFTER

AE RAL Y (BABEF—FEy b)
: 5¢%ﬁ$e&mﬁbt7#2bﬁﬁkowfm H AER &%@ii%mﬁé

Row DRILi DOMAINN U U B DY AES OB ATRERVE ARSI INDIIX MODIEYENEDECE
I |ABCI23 |AE 123101 |1 3 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- ]
2 |ABCI123 |AE 123101 |2 oyt 13T13:05 153T19:00 ~ [Back pain
3  {ABCI23 |JAE 123100 |3 BEER 12005-10-21 Pulmonary embolism
‘|Row

1 {cont) Nervous system disorders 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
1 (cont)

RECOVEREDI
RESOLVED
RECOVERED/ ~ : ) )
RESOLVED | .

RECOVERING
/RESOLVING Y ¥ 9 » AFTER

-1 -1

2 (cont)

3 (cont)

F2) BEXORAABEERTIZ EPRETHY ., FHTDHREIFS %‘:JFEE X3
TANERDDEE
QS FAA Y FFTF—FEy )

Row [SEUDRIDRDOMATNERE USUBIID OSSEC OSEESTCDR OSTES

1 |ABC1?3 QS 123101 1 QSTEST! JAPANESE TEXT IN SOURCE DATABASE(]
7 |ABCI2 |08 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 |ABCI23 [0S 123101 3_ -~ JOSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS 1~;z/r v (E!ZFETH&"IZ“/ H

Row |S _ 1] .“ I \ 2, o (o} __ ] T ‘ Y &

1 ABCI23 . 55:‘ T e EIET P

2 |ABC123 [Qs 123101 ‘ ESEFAPETESETH?

3 |aBCI23 [QS 123101 3 QSTEST3 F AR LT B CT P
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Dataset; : 000X ( IXXXXX] 1357 —& € v R4)

No.  Variable *1 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

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

X1 Tk PR Bk,
%2 BROUA SRR D T L,
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No.  Program file name *!

Description 2
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