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WB 5 %@tﬁtz&% Do
ADSL PAZR 0D ADaMl 57— & & l\ ik, B &I B A ORENT ORHEIZIG
UCRER RO L L VBAZ b, EHEERLT — T A NI
J:élﬁﬁ@ﬁé@%ihé%f%é_& BT ARETH D,
ADaM —“f“—ﬁfi/ MZBWT SDIM T —& v b LR UEEE HWTw
LBHICE, TOBBEORYE, NEEIERERE T L,
4.1.1.4 7—-%3/ rD 7 7 A MERIT DT
CDISC AEHELZ ¥ 17~ SDTM, ADaM ¥ — & & » FiX, SAS Institute 2%
BT LT —FEET A vy N TH D SAS XPORT 7 7 A /VBRIE T A —
< b Version 5 =R, (BLT TSAS XPORT JEz &5, ) T, 15—
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" Ay ME1TrANE UTRINTH I, B, SAS VAT AZLD
VERGIRIZ 1 SAS CPORT Procedure IBEFE L7V 2 &, BARIETOIRENS
BEPOBEEEZ LN AEH (T TEAREBEE] L), ) e
EFNLHT—F By MZBWTHRRICY 7 A AT SAS XPORT =t &
L, 77—ty MERRIZCHWON XX v N XEHBEFRETF
—BHA RILEDB L, |

. SDTM BTR ADaM F—F & v Mo oW Tid, FS—d ey hE e T 740
- BEER—ETB L,

4.1.2 Tty hOERZBERCEOMOMET S E
4l21 Fdty FOERE :

SDTM, ADaM ¥ —#& & v MZBT A EHEITZZHEN CDISC I2isit 5
Define-XML- JEZUCT KV, MBORRNEEERRA X A N — h~DEE
EELMLIERO 7 7 A MICEL DI LT, MG TAF— 4ty FEHE
L7V FICEBmAT AN — N ERIZEBHM L TRET A L, ©5%

CEBOT 7 A NI Tdefine xml] LT 5, EBEONARL LTI, 5
—Z b, B FHOWVBAE, LOHERAFEYCa— RICET

'6ﬁ%m%ihé BEREDBRICEA—Va v kEnhs o b,

AREEDIZDICHV LA PR IR W THER SN SIS 2
é‘:ﬂq’”z#ﬁi"““—%&/] climﬂﬁ’f—f‘@*m@ﬁ‘»&%'fjbé Eid, ERERAAERT
Mﬁ’%mb\fil_\nu\%‘ﬁ Mgz s57-H ICHEHEBECThH S, J:Of\
ADaM 7 &z MR A EEEITIE, 4.1 L3IRTHEDM., ok
OEBERFERECHE - HEOREDHEHL %bé%%%%#%%%

C DIZHDIRPTIZDWT, BITRER & ST AT — 2 e v R A
ENHEEE L OBRERTIRITER A Z 5 —4 (Analysis Results
Metadata) WEFENDZENEE LV, EFEEAX T —XIZBNT
it BENIC OO T TOEEREENS 2 EHRHE LU,

o IRBRIBEREFICR T INIMITER 2 TRIRIREZ LR URrRs
o RVTORNE & IR

e HHTANRTA—FHLa—R

C e fRATRER L R AR
o {HATAF—ZEw |k

Coe fRMTRISR L TR D Lo — NN YE
o SRETENEEBICK T ARG T B REH, BT 0 S5 A, T EEO

iALeS
o MEMTHIEICEHST BRI T 0 U5 A DRk

EMEEA T —F ORI TR TAREARIEY CISC 2k 5
Analysis Results Metadata Specification for Define—XML Z&E L+
TAZELTHRN, EEBCEHTIERHT A2 L BEEERES I

" eCTD (EAN K TR eCTD BV VIRENZ Lo T HAL T 5 PDF 12 L Y Bk
THIENAETHD; 2, EEEICBWT, MPL%S AR X
DIERENTWTHE LT Z 20, |
4.1.2.2 EERMG ZEFIMEE (Annotated CRF)
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R X RIS E (BT lAnnotated CRF] &5, ) X, CRF {Z.

IONEENAT—FDEERE, T—FEy NIEENLER X

RS ETERERLELOTCHS, CRF OE T 2488 & LT,
CDISC AUEIZ HEPL 72T — 4 T » MZOWTIE SDIM DX EE AV 5,
FEROEE T IEIC DV TEL, CDISC 2% SDTM Metadata Submission
Guideline (SDTM-MSG) M&H & 7Ap 5,

CRF (& W UNEE Sz 7 —# (EFHEZ2[R Y SDIM ¥ — & & v MTA&n
SNTHRHENAZDERHEE L, BHERBWT—FEBRHD
AT, Annotated CRF LTI T =4y MIEENLTVWWRWVWE
DB ERETHEELIZ, EENRVEBLET— 7 A FNIZREH
T AL, L, EOHEBLH %ﬁ\fcﬂ%ODb:Ob\féi%‘ﬁﬁT}*é%@

S AN ANE

Am]otatecl CRE @7 7 A4 e, FERI. eCTD eI TN eCID Bkl iE

L - TEDBNTWA POF & L, 77 A 0%0E Tacrf. pdf) &5
:&Dﬁ%&bf%m?F&tyb&@U71wﬁm%m¢6:&

4.1.2.3 —HIHA K
RSB OBRERICLATF —F 2y FORE, FEOBEMRE RE
TAEEBIL, FEEICLLAT 2y MEBICHm - TOT —F{E
CHEOR R R OB I B AR A FTRE & T A S sh, SDIM T —#
i/%&@AMMT“ﬁi/’@%@%ﬂuOWT F—HEy FOE
BEICMETF—FHA FEERL, RAE LTHIET DT —F Y
NERIL 7 4012 LTI 52 &,

SDIM F—# ¥ w MIT A5 —F HA RIZiZd< E B EATOmHA
hEGhAZ L LTS
o [EERFIRA. n.aﬁ‘ﬁbuﬁjr@éﬁ?@if
. Lnu :Etﬂjﬁ-"l E} B‘q J— Eﬁ}

Do b A V5, FEERL O DA D
. fﬁ%T K DERER
. S IERE~OMERPEIZ BT DR (N F =g VERICET D
ﬁﬁﬂ%)
Ffe, ADaMl F—F -ty MIBET LT —F A FIZETOEERE
CENRDTEMREELN,
ﬂuuﬁe—iﬁﬁfﬁ\ {f“?'éﬁﬁf I—Jiﬁﬁ%
'ﬂlll ’U\"T A b E"jlﬁ—j—%ﬂmu Eﬁ:?ﬁil' @Ej dqé EEU:]
quf\brh/ﬁ_ Ejg %tl:lt‘hl I:ll:l\ %%&U\ZO)/\‘”‘V-——J -
DT — 5y 1 #@Té%mh
?~ﬁty%@¢m B AEEA
Hz oy b O
ZREHEA~ DY B B (N F—va VR 5

SMMAMMTH&t/%%n%n®T FHA FOEBRIZHTD

CDISC AZEH Iz BT V=4 A RO R 3 v MIERESH
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TRV, FEHIZEDERFICOVTEE, BB 2858101

HBLENTED,

o SDIMF -4k y MIBETEF-FHA R
http://www.phusewiki.org/wiki/index.php?title=8tudy_Daté_Rev
iewer’ s_Guide

o AaMT—Fty MIBETLT—FHA T

| http://wew. phusewiki. org/w1k1/1ndex php7t1t1e—Ana1y81s Data_
Reviewer’ s_Guide

&£ 3CEE, RAN, wm@ﬂ&owmmmwﬁﬂ_kwrmb&nrwé
PDF THERE L, 7 7 A /41 SDIM, ADaM \ostis L T#FhER [study-
data-reviewers—guide. pdf | ranalysis data—reviewers—guide. pdf ]
ETBHEREELY, b, F—4HA FIXEARETERLTHE
LI, _

4.1.3 ERETHIBEHED - g | onT

CDISC {EMEC Mgl Lo F — 2 & v PR OVERZEER T 510570
45 CCDISC AWM RIS, RS oUNT L PMDA 12U TS i ARLET
Be/p/N—37a 1% PMDA @ WEB o I (http://waw. pmda go. p/) BT A
ZE, B, RN—=Va ORANAIERIE, HEAPKEAEECERRTS
$EH4E A H % BRI B,

F—HFFENTRQINAN—D g VEERTAZ EIELE LRV, FH—
MW%@WTiV—Ltnwa/%mwé & F—HEERARN O —E)
D RAALATONTHDNR—D g U E BB LEBEITE, AL A=Y
2 Y ROEOBRIZOWTT—& A FIZBWTHIAT A Z &,

'fﬁ%lrﬁmrnu%%@@ = ﬂ@’{}l‘@T‘—;‘"{?— v 22T i\ %Eun%%ﬁﬁﬁ@'?
— Ay RIRES NNV g VIRRp o T WA %A'CEI?)O'CT)\ H— LR
— Vg NIEVMERT D Z ko A=V VTR L TEBIR Lie =V
V@Eﬁ@m~ﬁﬁéﬂhya/#6wﬁﬂh%ﬁ HELI-AZE o0
T, F—A A RICERT ST L,

4.1.4 BERBEIROEREIZOWNT

CBIE, FERBERSE O —Z BT 50, L OBEBIZONWTE
FLENRBAEHERE (Therapeutic Area Standards) 25, CDISCIZ X 0 4%
BT s, BECEEENAR Sh TV AEBICOWTIEE DEEEF| A
THIE 75‘*(% B8, FH Lz >nWTiEy — & v hOEEER G
F—E A RICERHTH &,

4.1.5 B 7~5®W0&w_owr

BARETT —ZIE SR, »OFNEEBIIER LEBSII—EDHER
PBIERbNSBNAHAEHICONTIEL, BARE TOTLE B LE N0
THY, BARFECERBRLAET—F QT TAaRET—F] L0, ) &k
M52 ERTHETHD, HARBNE EI DTN b 5 EHOF & Bk
2ITTRTH, ZAUTIRD & DO Tikeu,

BAZBHEN FAA VIZEENABEEDEARE T —F DT —4Ey b~
DT IER R FIEIERNE LTUTOEBY &35, k. BI#S
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WP R R,

YWD ALY (F—EEy ) DT, ARET -ty b
B ONREEAE D ASCIL THESHh TWAXXZEE v O TR S
fosF—&ty N (BT [HEEEFT—FEy b W, ) O2O0
F—F¥y FEERT DI E,

EKiT Ay MIBAFBHEHBORE HAREE L, £/
B —d vy bER—NBROERFEDT—H ETH I L,
Hﬁ B — Ay bR — Ay MIBAREEE & FRICK
o AR FEH DT — X R DOBNVERE S F—0OBEE L,
La— R, La— RolEFs 220075 —%ty FETR—&T5
ok, BB, Ty NOERERBEETT Ay MNORT D
b ODRHOHRT I, |

BT — 4y VRO BAEHEEICRYUTAEMICE, EROT
— A TR W Z ENA L NRBEFECFS ( TJAPANESE TEXT IN
SOURCE DATABASE; %) ¥+ 2 &, T—H4ROHIRDZDH
HAEES — a%mﬁmwﬁxi@ﬁ®VS~w’ TR B

TR LHEGE, "IRFT — 2y RO S L a-— FiZknT
WASBEE ST AR T A T &
Z DI H| ( [TAPANESE TEXT IN SOURCE DATABASE] %) %1

RBRTCIFT—BLCE—ObOEFN, F—2H A RXEF—#E v
FOEFRE (define. xml) WHRTAHZ &,
Hﬁﬁﬁaﬁﬁﬁﬁ¢m~r)2b%ﬂﬁﬁfé%%tﬁﬁ@&%
$Riﬁ% AR D 2 b, s, REESUFF A G A
|_1 N %CD—HM “J‘T']#;IHLFLL—E—*}B' ']—%)Z\%f) &)573-‘5 T;'L 5}‘}?‘ i%
B o) A7 EMBNCEE AR i A T Y (fFl . TJAPANESE TEXT IN
SOURCE DATABASE 01] . TJAPANESE TEXT IN SOURCE DATABASE
02] ) . JoEAEE OKIRMT & T —F WA PRI &
BET —F Py NETED 7 ANFIEHHIE, SDIMF —4 &
v MRS 5 HA L7 w4y ML Tsdtm_j) 7 VFITED,
ADaMF — &z v MG T B EARE T —F vy Mt Tadan_j] 74
N EDD \.,J:D Fe Ry NERRNT ST 2 ODT —F
v FCEi—DEOERANAS T b,

HAIEE 28 E RV R AL COWTIERTOF -2y O
HEMED7 A NFILEH, BEETH7—FEy MRIELRWT
L,

s, RAIE LCHAES —Zico\0Tik SDTM R UF ADaM & b1z B
WRTETORMT D2 L LT 508, HAET —# £ B UHKRRROT —

A REHTATENDHHEICE, FORMBEIC-OWTERNC PMDA 124

BT AT EMEE LY,
4.1.6 TrdI AOERHITOWT
4.1.6.1 BHTAS 0T T A

CDISC fEVEIZ YL L - FEsE 7 — A WCBET A7 e /o AL LTI
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a7 —F &y MERA 7 v 77 AR OMEITH 7 0 79 AORHERD 5.
£ 7T ML, EIVENENTH OEBAEROBRROIRSS, 7Y
R LOFERBERERNTHY, ST LH PDA OBREICRSWTEOE EET
D ZEFRERTEAR UNA L UCIRIT 2 0B, £, HED Y
T RO = TR g VCRET B LOTHAROR, Tu T L E, E
CATUEBRE A LA g VY AT L, YT R 2 T RO S
Ja ) CETAEHICIOWTHRETT — 2 H A RICBWTRET A 2 &,
v rEMALETR ST ARERLTWAES, v /r e s 700
CTERHT A Z EEE LS, w7 o a s T AOBHBEMAES . £,
Ty NTR ST AOIERLE A AMHEEICEFE L TR Y T r /T A
BAROERESEESBEETIL, SBATT T ) X LD DHIRES ORI
TELX AT,
4.1.6.2 705 ADT 7 AN
41.6.1 CRTERY, TRT I ATEEDY 7 M= TRNA—Va e
OPRET B LO TR, T 7 A NIRRT Y 7 - = 7 HMEE Uiekig
FEEHDH L, WIRFIRNT 7 A NEDBEILT 7 A MR T 58
W& —5 HA RIZEwAH T &,

4.2 551 HERER, %%%ﬁ%ﬁ%@&%&Uﬁﬁﬁﬂﬁm®%ﬁk%T6$%%
FF—FMTONT
THRRISHEROB T — 7 28y r— UHHE] W N ARG 0 i

%%7*&&07u/7A%@ﬁwm&kmm&uowf YRR~ & FRIE A LA

TIoRT,

4.2.1 (GRS OETT— & 1y r—VHRE] 12T

B VRIS OBT 7 —F Ay r—DRAE ] (3, HEFEETT
— X B e A VAT LTS D EHTABICR— 2 YA Nk
fkﬁéﬁé%%ﬁ%?~ﬁ%&ﬁ@@ﬁ%@ﬁWAﬁﬁﬁ?é:a
o, XELP LTHEBIAZLETETHS, b, VAT AREE
ACET 7 7 ANV BB ORHT AT, 3. THICRLELERBD

TSV 77 ANERT 5T & TEV,

. PMDA IZEWT (BEREIEM OB TS — 2 vy r—VHAE &

VERCT ST S ERFERIITEDO LB TH S, -

o Study ID (BBAERZE MBI 2 L) |

© Z7ANSA (TrANAREEL) , B, YU A VAT
AM?74»NX%E@%_mﬁ@Mtw 7 7 A NS AD AT
VR SN AR

o EME SN IzfEATOFEIE (STS (EHERY KM EhEEARYT) . POP (B
SEAFEAT) . PBPK (AEFRZRAUBEMI R ERRTT /L) UL Other (£
@@)QW%\%ﬁ%%WTAﬁ¢6 ) o TRds, STS iifEus
B 70 SR B RE AT L [FA% O J5 ¥ CREAT Soh 7= S BhRE /38 ) 22 M
et

o T ANDABDIFHE, B7 7 ANORABRRMOT 7 A VL OB
BENBETEAH L CHMERETI &, B, AHTED
BeRSCFHIT 100 LFTH B,
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4.2.2 WHEEFT—F ORBZRBHARITONT
TEYERY 22 B BN RERENT . 28 T ARAT S OV B 2 AN SR AR BE 5 %TWMﬁ_
DENENANCD W T SN EFTHA DL T IZ g, eds, R OEIHIC
5. F—& v F# SAS XPORT AR THRINT B BI0 T, 7~ﬁ?/k@
LT ANAER=ETHZ S,
4,2.2.1 PEYER) 72 S Eh R AT
ADeM PASHOFE S CIEHER 7R SR B AR L B 2 BREEE 77— & R
DHANTONWT, T — 5y NEOT =2 &y MNEREOEIL TR
ek Tha,
© T4y b
T A NEREL, PTFOWTRpOERETHZ EREE L,
*  SAS XPORT FEZ5K (k. xpt)
*  ASCII Format Data Files
*  Phoenix Projects (¥ phxproj)
*  WinNonlin Files (k pmo, *.pwo)
@ F—Fky NEBE
. ?ﬁﬁﬁybﬁ%%Km hip EHE M%&U”ﬁ@m%
S5 ekl Mﬁ4&ﬁ% HERT A &, Tk, RATHE
]Iﬁlﬂﬂ:‘ér%@ ZFC Ihk/ﬁ EHYAL j: FNDE &I % R B BAIRT
B ETHELIZIRN,
o Ty ANAEKE, KA, eCTD EENF TR eCTD Bk MBI L -
TEWDSHILTWAPIF 952 LREE LY,
4.2.2.2 HERFRT (EFCEIL VI alb—a EETe, )
FHEMATIC BT B BB — & 2R 2 551>\, 7T —4
v PR —5Ey MERE 0) SHMITRO LB Tha,
O BT —Fty b
77 A MERIL. UTOWFIhoRR 332 EnEE L
e SAS XPORT FE=X, Gk, xpt)
*  ASCII Format Data Files
@'T 51/%&%%
Zy NEBREICE, i ELBERARVELODIER %
a% ZEEL, Mﬁ4$%%LWﬁ¢ ZoE, T, fRETRE
REEEL NS DIBEAE, FOEEEY—VEHTRT
B ETELIZRN,
o TR, JRRI, eCTD AR T eCTD BV MEENZ L -
TEDLTWABPOF L9252 ENREE L,
4.2.2.3 ABMFHIRYBERETNVEN (EFNMZEIVIab—Y
av%ﬁh ) '
RIS T OV IATICER T A PR BT — 4 R T 5%
m WT AR RV R N TW&?/F&UT_ﬁﬁ/FE%£%®#
ML TR & B Thb,
O fRIFICEWETTAOEE, BELZRYR CEFINRTA—FO
&, T FIESHEROBESHTEDBRATEND 7 7 MV
Ty A AFERGL, FEEORRTELI LR,
@ MmMHRETF—ZEEE0ERRROT —F 2y

ib



HEQV/ 7 M7 CTCE A L2127 —4 1y FEER XTI
LTWAEESITIE, METF 7 74/ (Simcyp PE Data Files (unl ¥
) %) REHTAZEAEELY, BB, BEOY 7 =T HAIC
F—HE v P EERINT L CORWESD T v A AR, EE
O TE LI 20,
g @'7_5?/%E%% o
s 7 ﬁf/%miék \¢ﬁ<&%£&@&0£ﬁ®ﬁ%*
B EEL, BRAEBEIERTEIE, S, MTHE
BB EL SN D HIEAIL. FOE LYY — AR
BT LETHELIAR,
o Ty A ATERIT, Eﬂueﬂnﬁﬂﬁoeﬂnﬁﬂwﬁﬂ
_ TEDLITWSPOF & T5Z EBEE LV,
4.2.3 a5 NEOREREREBHANEIZOWT
4.2.3. 1 ¥Ry 72 IR BB ARAT '
SR BN RE S FRM RGBSy T B DA IARE SO BT HE U TR

TAREFROEMITROE BY THH,

o fEHTT ATV XL (FIZE, HYEREST A— & OB FIES)
EE FIREMOT — & O, i U EAT I B9 2 3EHE
EETDLOTHDL, B, BITT — 5y FBERICUBIERNE E
A4 (Phoenix Projects (% phxproj) @ Text Output %) Gi
%@’vm?ﬂé TR AW, £, BTEEESIC

FERPEENDIHEE. FhHERHETAZ kf%bizﬁw
e T ANERNL, EEOETE LI LR,
'4,2.3.2 BERAMET (EFAIEEIKVIab—variEte, )
REFEITC BT SRR E T — ¥ 2T A5/ T, T A

Ty AN, FEAKRREAENE 77 ANRET 1 7T KFIBES D

Ralb—va il %Téi74W®%miT£®&%DT%é

O TaloLTrANn
TrANERIL, THRA N7 7 AN ETHZ ENEE LU,

@ FEREEMNHAENZT 74 (NONMEM output %)

77 ANMERIE, RO TE L A0,

@ vial-varitl@ltTarzr AL
77 A NMERIL, FEEOWTELI R0,

Fle, TS LAFEEOHEMITTREO LY Tha,

o T TT AEEITTOHOOEMEIELEET A LOTH B,

o iRl TRITLTFANBRRT S T AOWAE S D
Hrerl, WE 2EFBIERT LI L, 28, BEHIN
PG NEERTAICH ST, SAADIES, 3740
AT 9 MERRVEEIC., ERNIL T n 77 LAFIEEOR
HIZRECH 5, :

5. HFEETT—H% L CID & DRIz OWT
5.1 HWEETFT—F%EL CID DR
FRIE LT, @TOBEBEFF—&iL, CID Ny 72 R—rhbBRENS
ZEMREEITCH D, LLARNE, eCTD WMaAE T oCID BV EBAICTRT S
HAC L D oCTD 2R T D HETEL, eCID Ny 2 B— 1 BTN eCTD 7 5 /b F
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WCHEEETFT — IRAER I T 7 ANEFDRNT L, 72720, FE1H
@ﬁﬁ%ﬂ BICEETAHEERT — 4 ORHOFEZBRESE D LIZERK
5L,

5.2 B—HFNH¥A M LB eCTD FZHHFDOEE

eCID 23R T AL, R—F AP A MO LEFNHIRHEFER R OUNERE
WMAEANN L., eCIDE NFEELTETAHL L, HEREROFIILITO®EY T
5,

. EIEI n%uu E] ODEEJJEI

s HEEXA

o HERREE ST RN

. Em\ﬁﬁmﬁ

s IBHTFER
5.3 A—FNHA &S L eCTD DR

eCTD DRI 0 | HEEFITAMFERE R —F VP14 N L TRER, B8R

iAﬁT7nHMMﬁ®WiUT®@DT%6 AN érwﬁﬁ_cw
THRHOZCICEE, SR EANEZRD S H O T,

o IEA, ,J\Eﬂ\b/7l\%&4%@%

B 0 o A T

o oCIDZ[HEE
o RRHHEREEE
« Cﬂh—l)
. HEERS
o HPESELE ORI TR
o HIEES B OREA
o U LATF ey B AR
o MLAARA (eC’ID/\,/ R—1) OF = w7 SRS
o EhEMEREREE
o BRI M4 T R eCID FEHTHL XS 2 DK ST
o g

EREARER, JIRSUIAD LI, %&Téeﬂnm%yfv«w7jw
Bl R—B Nt A [ ECREL, PMAIZIEET D, W—EZ A% A F EDRMAE
B IRIRIZ DU TR R,
5.4 TR—H VA PESLUTHRH &3 eCID D

PMDA {23218 L7z eCTD & ELWJWXT;/&&UA)THVJ/%iﬁ
L FORERE L BT oCTD ZEWE OFEER A BEFIEE T 5, eCTD

ﬁﬂéh)T—/J/W&i\ﬁ@&bf?@A@W%U%l

(httpl//www. pmda. go. ip/) IZABAT 5 eCTD MRFLEY — NV DER{E~ == T /b
LEBETLHI L, '
5.5 eCID FA 744 7 L HEETT— & D%

REEET T — A ITHEBEIZIBMTREBEO—ETHE I b, HEE
FT—H EEE (B, BEEGIHIER) 75581, CIDEWETTHZ LA
WETdh D, eCTD & HBETT —F 2T TRAHTAEE., 3.3 I THE
BT — X IR OMINEREPRET A2 T, UEHEEFT — ¥ L HET
% eCTD ORENFREL 18D, PHEETT —FE#RHET5ichicn, LTD
RGBS L,

O eCTD @B CIRE T2 HFFEELT —
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WIEHR I CRET A HEE T —F A L, Wmﬁ%$ AT —
F R G 2 e tkic, PIRRINICEET 2 BEET T — 4 £BNE
A EIETE RN, : ‘
@ MRS DEECIRMAT 2 HEETT 4
RENTHT AEBICHEMATH2HBEEFT —HIL, BED oCTD BHE
s o ME ST, EEORMERE LTHR—FAY A &N LTHR
C A,
€) wm&Jﬁhﬁﬁ#é% EET— ¥
L@ TCIRH LE-FEETT 7055, PMDA 25 eCID SETHRC
HALDELTERDIEL O, eClD METEICER T 5,
o BERHORBEETFT —# L DOESOH LR T B, LIRTORHMEGR
BECIRHLUERBEETT — 4 2 BERHT A BEIXR2,
o HEBETFT—F LSRR TS oD BENAEE L WEAE, Bl
) W OUNTERTIC PMDA ICB#ET A = &,
o PMDA INOLWHBETT — ¥ SHEREZIT-RIC, SHEHERES
BT D HHETFT X B IBINRHT A S LT E RN,
s EXELHESBICHEERET T/ eRHETIHEREEOFEEICHES
5.6 HIEETT —FRHRFOLTHE
CTD X 1% eCTD IFTRHC FEE T — 2 2 RHT A2 H L., TIFERKRL DK
NL.:{E:%T@LLEU_{}L@HLM ZoWT ] (—FEJZ 22 ﬁE‘ 12 B 27 EM J?@é*f%%?ﬁ
mmmi%mjﬁﬁ&AﬁimEﬁ%“%A%mﬁéﬁﬁﬁ)ﬂﬁwe_r
TEERIS, SEURHEEFT ATV TRRTO I L, ok E, BT
BETDT 7 A VEEBRICHIFET 2 LB 2 <. SRIRIC BT 5 H
FT7 RO AR C T L,

6. Tofth o
HEFEFT — Z DREERD SR HREED S B, ﬂ;ﬁ BT B T
Lb CID ThadZEERDTNRNEDIZDWT, Sk B 0GR B IR
EAE S TIRET A2 HIBC LV ETHIRET 2 ENTE B, TOHED
AR IR IR R OB R R BT LA W TSR T
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Domain

Variable

CDISC Notes (for domains)

Prefix _ [Name Variable Label Type Description (for Genera) Classes) Core
. \ Reason not done. Used in conjunction with --STAT
J13F - . ‘
Bee] REASND Reason Not Done  |Char when value is NOT DONE.
‘ Relationship to An opinion as to whether the event may have been
k] --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 COVALI1-{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”,
Sy SVUPDES Description o'f' . |Char Description of \"vl?at happened to the subject during Perm
Unplanned Visit an unplanned visit.
: Reported Name of e e
CM CMTRT Drug, Med, o Char Velnbatlm medtcguon name that is either pre- Req
_ s printed or collected on a CRF,
Therapy ‘
- Modified Reported . [If CMTRT is modified to facilitate coding, then{,
M CMMODIFY Name Chau CMMODIFY will contain the modified text. Perm
‘ Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, | Perm
HYPERTENSION.
EX EXADIJ Rea‘lson for .Dose Char foscrlbes reason or explanation of why a dose is Petm
Adjustment adjusted.
SuU SUTRT éRSE;l;ESGName of Char® |Substance name. Examples: Cigarettes, Coffee.  |Req
SU SUMODIFY Modlﬁed Char If SUTRT is moditied, then the modified text is Perm
Substance Name placed here. :
sU SUDOSTXT Substance _Use Char Substancq use cpnsumptlon amount.s or a range of Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported Term for Char |Verbatim name of the event, Req
the Adverse Event ' :
R Modified Reported _ [If AETERM is medified 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 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 . controlled terminelogy in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for . R ] ) .
MH MHTERM the Medical Char VBrbI:lt'lm or preprinted CRF tei.m for the .medlcal Reg
. condition or event,
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV BVTERM Protocol Deviation Char DEVIATION -~ NO DOSE CALL PERFORMED. Req

Termn

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

TREATMENT DEVIATION.




Variable

Domain . CDISC Notes (for domains) i
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 shouid
appear in PESTAT.
Verbatim name of the question or group of]
Qs Question Name  |Char questions used to obtain the measurement or Req

QSTEST

finding. The value in QSTEST cannot be longer
than 40 characters,

(&% . SDTM Ver.1.2, SDTMIG Ver.3.1.2 LI, ZakiZ— &%)




B 3

HAGE T — 2 i 7 i D4

#l1) BAFEOEMDREAELEFREPEOEEHRNT LI5S
AE R A A v (EFET—

‘ Eﬁﬁnr@;f:‘_

)

FINBE LT %A FEBIZ W TCIREEXES] ( [TAPANESE

TEXT IN SOURCE DATABASE] %) %’:1%{5’]@‘6 (AETERM % B AR TIER) .

Row [STUDYID |DOMAIN :[USUBJID -JAESEQ HABTERM -0 i i JARBSTD TG CHARENDTE::: G AEMOD‘IFY‘ KEDECOIY:
JAPANESE I’EX[' 1N/
1 ABCI23 |AE 123101 ] SOURCE PATABASE 2005-10-12 2005-10-12 Headache
: JAPANESE TEXT IN . , T
2 ABCI23 AE 123104 2 SOURCE DATABASE 2005-10-13T13:05  :2005-10-13T19:00 Buck pain
’ JAPANESE TEXT IN; Putmonury
3 |ABCI2ZAB 231003 SOURCE DATABASE |2003-10-21 embolism
Row AEB(‘)DSYSP?” o ARSEYE L ARSERHALACNY: s SR
| {conl) Nervous system disorders SEVERE N NOT APPLICABLE EEE%IEBLY NOT
2 (conl) Musculoskeletal and connective lissue disorders MODERATE N DOSE REDUCED  |PROBABLY RELATED
3(conl) |Vascular disorders MODERATE |¥Y  |DOSEREDUCED [[ROBABLY NOT
) . RELATED
Row AEQUT. sy e " TARSCONG L ALSDISAB |AESDTIL [AESHOSPAESLIFE JAGSMIE JAESTDY: [ATENDY [AEENRF:
1 {conl) RLCOVLRLD/RESOLVED - : -1 -1
2 {conl) IRECOVERED/RESOLVED 1 1
3 (conl) ?}ECOIVL:RING/RESOLV[N Y v 9 AFTER
AE FAA v (AREBETF—4 kv I‘)
© HEBETCT—FELETFA DL ﬁH;OWTi ET?&%@?&%%TJD
Row STUDYID{DOMAIN [USUBJID [AESEQ TAETERM - C[AESTDTC: 50 2 [ARENDTC 5 Y TAEMOMMFEY- IAEDRECOD
1 ABCI23 '|AE 123101 | T 2005-10-12 2005-§0-12 Headache
2 ABCI23 |AE 123101 2 A 2005-10-13T13:05  |2005-10-13T19:00 Back pain
- e e Pulmonary
3 ABCI23 |AE 123£01 3 SRS 2005-10-21 embolism
Row ALBODRYS! - R S ARSEV | ARSER G [ARACN S SADREL - inmn s
1 (cont) Nervolls system disorders SEVERE N NOT APPLICABLE EEE%!EELY NOT
2 (conl) Musculoskeletal and conneclive tissue disorders MODERATE N DOSE REDUCED  |PROBABLY RELATED
3(conl) |Vascular disorders MODERATE  |Y 1DOSE REDUCED [T ROBABLY NOT
asculs RELATED
Row ARQUT iy i il Lo M A BSCONG JAESDISAB |[AESDTH: [AESHOSP [AESLIFE | AESMIE  |AESTDY|ALENDY: " [AEENRF-
i (cont) RECOVI"RFD/RLSOLVLD -1 - -1
2 (cond)  [RECOVERED/RESOLVED | i
3 (cont) ghCOVER!NG/RE&OLV[N v Y 9 AFTER
e ~frhe =2 — b R e i 2
B12) WX OHERBEHERT D2 ERRMETH Y, ERTDHEEXFINEHE IR F
T D MEDD DA
QS FAAL YV (FEEFET—FEv )
Row_ [STUDYID. " [DOMAIN ... [USUBJID: . 7JQSSEQ .. [QSTESTCD :[QSTEST: - e T
1 ABCi23 QS 123101 ) (QSTESTI JAPANLSE 'I EXT lN SOURCL DAI ABASEO!
2 ABCI23 QS 123101 2 (QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCI23 | QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS FAAL v (AERETF—F v R)
Row ISTUDYID - i[DOMAIN. = {USUBJIDR " 1QSSEQ . |QSTESTCD  [QSTEST e R e
1 ABCI123 Qs 123101 1 QSTEST! Eﬁfﬂf,ﬁ?a‘}ﬁ/}"i’?"ﬂ* 7
2 ABCI123 Qs 123101 2 QSTEST2 ESEABNLTEET P
3 ABC123 Qs 123101 3 QSTEST3 FEAME LT ERTI P
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Dataset: ' X3OOXX (| IXOXXX) 1357 FF v M)

No. Variable *! Description *2

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 compartiment 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 .
[ = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

¥l BRAHERIRT B &,
2 OB AR A L,
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BE) Inr 7 LF E

No.  Program file name *!

Description *2

FEHY 7 027 QO Ver. @

FERBAEY . « « BV,

RO T E A

TNy R T ANEBWANTDH T AN ETROITCIRET 5,
XXXXX <- "IRAL

C DTG T A NERET DT AN T ETROTTRET 5,
KXKKK<- "IN ALY

! RKXXX FFROTE T 175 LB ETT S,

‘ exportData(XXXXX) ‘

CHRE LT 8 (ko) WIHASHECSV 77 A0 ( Doxx) ) ISk
LT, ¥YRal—iag B o« « Tr AL (Gooxx) 2ETV5,
TNy A (ko) B, ECHELEZ A Gooxx) I
RIET D, 7
* TROGFNL T3S 7 LORITEBR L, RIELET Y M7y b7 7 A
v xxxxx) &GRS Z AT B,

xxxxx <- importData(XXXXX)

EHEY 7 Ly =7 1 OO0 Ver.®
flEEr -« iTHWE,

X XXAXXX

BRI OB B,

Ml 7a s TAT A NMBERRIETH &,
2 72 ST AOHM BER YT hoeT ) R, ERBOEEES) ERERTAZ S,
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