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Define—XML U L ¥, NEDRTNRFERAZ A V¥ — h~DE R
EELNMLERD 7 7 A MIELHELT, METAF %y hEF
L7 NFIHZIAEZA N — NI L TRETRAZ L, &5
DT 7 A N4 Tdefine. xnl] LT 5, EXREONEL LTIE, 7
—FEy b B EROBRVBLE. RUOKFHATER=— FicE

| BEBNEEND, HBEOBRICIIN—Va L EEHBEI L,
AREFEDOLEDIZAVLON MFEEEHIB W RTINS BITHE
LIRS — b & OBROIBENES ThH D LIk, BERRS
—FERVWERBEEYHBICEDI-DICEETH B, Lo T,
ADaM 7 — & o MBI 2 EHEBITE, 4. 1. L 3ITRITEME, etk
DFELERRVORAE - AROREDRILICEDLAGERARERLHE
- DI DI DT, MRITRER &S 3BT — & = v FRoF A

ESNHEHELOBRFRETRIMFER A L5 —# (Analysis Results -

Metadata) BEFND T ENEE LV, BITHEREAZF—FIZBNT
. %ﬁﬁﬂ)ﬂ:ob\fu'l‘ﬂﬂﬁiﬁ BEENDIZ ENREE LU,
o BRRIEREBICRTINA TR E R TRRESLERUVRRSL
o fEFFONE & EHEA
Ly ERTARTGA—FLHE—R
C e MRETSEER L A ATE
« ERTEF—FEYh
v fRITRIGRE TR D L a— FOBRENE
o RTEEEICRITAMIGT AWM, Mt w ST sk, BIRFED
g
o fRTFBICRHST AT a2 U7 AR
R RAZT - OWRIZ DWW TIEIFEZBY CISC k3
Analysis Results Metadata Specification for Define—XML % %% b
TR L LT EN, ERFIESHDTERMT I Z ENEMREEITIT
" eCTD JFAI R Y eCTD B EANIZ & o TED B TYNS PDF I ib%@%&
TRHZENRARETHD; B, ERBERXBWT, SiHSNEAE
DIERR ST THELE L2,
4.1.2.2 ERM S EFAHEE (Annotated CRF)
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| BRAXEGIEEE (CUF lAnnotated CRF] &5, ) K. CRF &
LOVINEENATF—FOFKERE, T4y NEEENLIEHER

R ERTHBRERLEBOTH D, CRF OERICHIGT HEHE LT,
CDISC fEMICHEIL L5 — & &y MZOWTiL SDIM OFEHEE AV 5,

v HEROEMFIEIZOVTIL, CDISC 1ok B SDTM Metadata Submission
Guideline (SDTM-MSG) A& L3,

CRF 12 & 0 INE S fe 7 — F X FREZRIR Y SDIM F—4& & v MO
ENTEHRHBENAZENEE LW, #HShBRWF—FEHEXH S
BEIZIL, Annotated CRF ECREHT —# -y MIEERLTWARNVE
MEMBRRETHELE LB, EEhBRWEBR2T — & T4 FIZRRR

CTTHIE, Yoyl O %@%@smu%675#@%0)@_01,\1@*5?@2?“5%
AR,

Annotated CRF @7 7 4 AR UL, JRAL eCID BE1K R eCID Bif\ il
Mz Lo TEDBNTWA POF & Ly 77 A A%4E lacrf.pdf] &92%
Tl FBRAIELTSIMT — &ty ERUTAAFIENTH L,
4.1.2.3 F—FHAF :

AAREMROEEBICL LT — 4y FORNE, FHEOEMRE(RE

1‘7 bz, BEFILLAETF— 2y MEBIZHT o TDF —FiE

HEDR PRI R OEME 2 BRT AR R TRE L AL, SDIM T —#

oy PRO ADaM F—2& v hOEREFHRIZONWT, F—4 Ty FDE

' .%E%Luﬂnx’c-r—ﬁfﬁ/f FEERL, RAlE L,'Cﬁc‘ﬂ‘l}'d‘é*r F
FERUT A NS IR UTERHTS D L,

SDTM F—# & w b %T67~&ﬁ4bkim&<&%uT®ﬁE

FEDLI L ETB,
o [ERRRAG. BREGHEESERS
o GEREABAGENCBE T A FEA
Lo WO R, BREIHE, BERCEDONA—Va
o WEREST— & OFHEA
o FSEBAOBEIMECET AR (S)F—v s VERICET
AEA)
¥, ADaM F—F kv MIBET AT —FHA FITIZELTOERENE
CENDTEBEELL,
ERERRL . BWREMFEEEFE
RIS — &y MCBET A Ee R REREHE (I B4 SRR
AV b iERE, HERE, SERPED N A—Va v
BEOF— 4ty MokiETAEEA
F—4gty NOERICETIHEER
F—& ¥y OB
F— S IEREA~DQUEIE BT AR RV T —va VEERICET S8

SDTM, ADaM F—# v hENEFNDTF —FHA ROERIZHEY

CDISC EBHEIBWTIXT —# A4 FOE W%t?%~v;bﬁﬁ#én
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" TWRVR, BEEZEDEIRNEROWVTIE, LTOEE28EIcT
BT ENTE D, .
o SDIMF—FEty MIBTARF—FHA R
http://www. phusewiki. org/wiki/index. php?title=Study Data_Rev
iewer s_Guide
* ADaM T —Fty MIETET—F ALK
' http://www. phusewiki. org/w1k1/1ndex php?title=Analysis Data_
Reviewer’ s Guide
& 30ET, KA, eCID @EE U CID Bl BBV TED Ewmw VB
PDF TYERK L, 7 7 4% SDTM, ADaM (Z3fis L TENEHL [study-
data-reviewers~guide. pdf | ranalysis data-reviewers—guide. pdf |
ETHZEBREELY, BB, T—2 04 FIZAARBECERLTCHE
LI X2,
4.1.3. EHTREHED A~ g TN T
CDISC fEHEIZHEH LieF — & v PROEBEEERTBI0Hk0
P 5. CDISC R, MHIARE. HEZFIZOWT, PMDA [ZRBWTEITF AN
ABZR/N—27 3 1 PMDA @ WEB ¥ b (http://www. pmda. go. jp/) ZHEBT 5
ko BB, AV OB ANFEE., BHEESABHEETICERTS
EHAEA A & 5,
F—HENTRRZ NN—Ta VEERYTZERELE L RWA, F—
RRRBN TS — L A=Y a v ERAWE D L, F—ERERBRAO—E]
DRAALEDOTHD AT 8 BB LBEITE, SR LAY
g Y RUEDBHIZOVWTTF— 444 FIEBWTHBATSZ &,
BEDWERRROBEMIT DT — 4y Mo Tid, ZEERBROT
— &ty FREIR=Da VBRRBESTWAESTH-ATH, FE— LT
—=Va MTEEWERT A2 &, A=Y a VIR LU TER LSV
ORIREE, BRA3—CarhbOFERIZHIZVEELEZIZoN
Thk, T—& 04 R3¢,
4.1.4 BEBEEOERTONT
CBE, FEBEREEOT -2 ERMNT DD, L OERBIZONTE
MR BEZERE (Therapeutic Area Standards) 23, CDISC Iz X b /A
BlEN T3, BRCEENAR SN TWARBIZOWVWTIEE DE S Fi A
Té:&ﬁﬁ%éﬁ\ﬂ%btﬁﬁMOWTm?—ﬁtybwﬁigﬁﬁ
F—H A RICRKTH - &,
4.1.5. BAET—X OWYFNNZONT
BABCT—ZIEIN, M OoTNEHEEICTR LA —EDEH
BB ABNEHATHIZOVWTIE, BARETORMALEI DY)
THh, BAFTHRW LT —F LT IAFEET—F) L5, ) 218
H3 B2 LWTHETHD, BAEISEN D WM H 5L OF % B
2ITRTH, ZHIZIRD & D TR,
HAFBEEDR FAAM VEEENDHBEORAARFE T —FOTF—FEy b~
DEMFERCEEFERENE LTUTOEBY L35, 2B, BIKES3
12




LCWJ %&7%—[}—0«5

BUTHERASY (F—FEy ) EOWT, RABET—FEy b
RUSSFED ASCII THESNTWAXEEy hOXTHR IR
feF—aEy b (UT [EEFET—FEy b VW), ) D200
F—Fty VEERTHI &,

AAREF—& ¥y MIBASEERORZ BAFEE L, FhLAMNIE
BT — 4y bERA—NBEOTREEDT —F LTI &,
AARESF—Fty b eFHTET—F 2y MNIBAREEE & ENITH
Wt AEBEXEFIOTF — FREDENVEBREE{F—OEEL L,
La— R, La—FoJgFEb 2007 —%y MNETR—¢7T5%
CE, BB, T2ty FOERBRIERET -y MR 5
HODBHDAT I,

T — 4y RO BRBERICKRY T A EPTICE, BEROT
— A TILARND E R B MR BEEE S| ( TJAPANESE TEXT IN
SOURCE DATABASE) %) &I 5Z &, T—FROHMOLD,
HARRET — & EEROERIUIERD L a— FIZ5H 0 TENT 548
ERHIHEE, BREF—FEy FFOFET LS LV a— Nz T
WRRBEEE T EEMT A 2 &,

Z O#FEEH] ( [JAPANESE TEXT IN SOURCE DATABASE] %) {31
HEATIHE—BELTRA—ObDEHAW, F—4HA FXEF—4FEy
roEZEE (define. xml) ICHFRT B &, .
AASEESERMRRea— F ) X MECxRT 5 ERTIC s 2 0e
RUTIE X EFI BN D L, b, BEXFEIEEMT 5
A, FORBEXFHZMECENTALERD DR BIE, REBICE
BHEOT B EEBNEY AT (5 . [JAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
021 ) . FTCDBAFEL OREMITET —FHA FEIZRTI L,
BT — 2y PERIED 7 ANVEITEDB L, SDIMT—4FE
v MERIES 5 BARET—F £y M Tsdtm jj 74V HED,
ADaMF—F ¥y MIHHET 5 BARET —F v ML Tadam_jl 7 #
ANFWZEHAZE, F—4y MEBT_LVEIE2o00T—4 1

VP CR—DBDERND I L,

AAZEEEZ STV RAL VICONTRERTFEOF—F 1y bD
BEFED 7 A NVFIEH, BETIT—F 2y bERHLRANT
&, ’ '

28, BRI LTHEAREF —Z oWV TiL SDIM & U ADaM & & iz EfREo
BB TORETAZE LT52, BARET —¥ 28U HERBROT—
ZERETAFENHIBEITIT. FORMESITOVWTERNIC PMDA (Z48
BT A ENEELY,

4.1.6 FaysAORHIZONT

4161 BHTB TSI T A

CDISC AR L L BT — 4 BT 5 /2 7 5 A & LT,
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ADaM 7 —% & v MERRAZ 0 7T AR VTR 7 v 75 AORHERD B,
KT T NI, ENENAT R OEFIEROBROIEES, #F7ArIY
AALOHERENERZBHITHY . HTLYH MDA OBEEICBWTEDOE EET
L TAZ LR UWNAE L UTRT A4 RN, F, BEDY
7 NI =TT a UTRET B HOTIIRVE, e dTae kR, £
CATURRE ER LA =Y d VAT A VT M= T RO S~
Pa ) WETABRICOWTHETF —F H A FICBOTREET A2 &,

I uERRALET S 7 ARERLUTCHWAES, vorura s S AL

TIRHT D2 ENREE LW, =27 a7 lS AOREMSEEE 2SS, £,
F—EEy M ST AOEREEEEEICERL TR B ST A
B RO B EEE S A ST, Mﬁ7w:)xbwﬂméﬁﬁ%%®%m
TELZ AR,

4.1.6.2 a5 L0774 NER,

4,161 TRIERY, Fuld I LIEEDY 7 b yTRo—Ta 40

CIRET DB OTIIRV, 77 A NAKIERT Y 7 MU = T HRE LU EE

FEEDBHZ &, WEFPRWNT 7 A NVEDBETT 7 A MG 550
AT —& A FIZghbH T &,
4.2 FIHERR, FRREERBREOREE CHERIEGEEROMITIZRET 2 BHE

FT—FEIONT ,

TR OB F 7 — 4 Ny r—U8 A% WONC FE R RIS O H 5
B 7T —F RO 075 2EOBRERRBHNFICOWLT, #Eld & HEE L
TR,

4.2.1 [ERERESHRIR D EFT— & R  r—VBAE] 12T

' (EEREEEROEFT —# .y r—DAE] X, FEEFT

— e T b e A VAT LR LV IBHTABIIR =SP4 bk
TAN SN B KRBT — F RHNAEOEEN D PUDA PERTHZ &
b, XELLTEHTAILEFETHD, BB, VAT AEE
RERICEF T 7 ANERORMT BRI, 3. 7THEIDRLEERD,

V77 ANEFRHTHZ ETLV,

PMDA {2\ C [HEFREIBEEIOBE LT — 4 v 4 —UBBEE %

{ERT BRI HERERIITEO LB TH B,

o Study ID (BBHEBRZHER]I D XFF]) -

© TF7ANRA (T ANEEE) BB, F— VoA VAT
A@7?4wﬂxéﬁﬁm;maﬁbtb T 7 ANINADAS
EOA LA AN

o B ShARTOBIE (SIS (EXA R MBNIEAEYT) | POP (B
SEFENT) . PBPK (AEFRSLRYSEM B3 %Tw)Xiomw(%
@M)@%% =2 RAVTAATSD, ) ., k5, STS |TikiZne
m&ﬁ%ﬁ%%ﬁ&Hﬁ@ﬁ&f%ﬁéﬂt%%@%@@ﬁ%@
wESt,

. 774»@m&®ﬁ%6%774»@%@%@@774»&@%
BENBETE S L) ICHEMPERT A &, BB, ANTED
BARILFEHIL 100 TFETH S,
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4.2.2 HRRETT—X ORERREHPVRICONT

@%h%ﬂﬂow(ﬁ%fﬂ%%ﬁ%uTwﬁfo@%\Mﬁwﬁﬁ
%f\?—&fv%%msmww%ﬂﬁ%m#éﬁtm\?wﬁtyb%
L7 FANBIER—ETHI L
4.2.2.1 BEHERY T2 SR BhRRMEAT
ADaM A DT CHE MR/ B B R I BB A REEE T T — F AR T
BHEICONT, T — 2y MROTF—5 'y MNEREOFAILTRD
EBYTHB,
@ fEtrFr—4FEy b
T 7 AAERIL, TONTHMOERE THZ LBNEE LU,
e SAS XPORT FZ\ (% xpt)
*  ASCII Format Data Files
¢ Phoenix Projects (. phxproj)
*  WinNonlin Files (k pmo, *. pwo)
© F—sty NEHEE
o F=Fy MNEHEEIZE, P E L TR RUERORAE

GHATLE L, R4 2BEIERTDZ &, B, B

FREELICEHMAHHIEAIE. TORLEHERN—VERRT

B ETELIEZRY,

o Ty ANERE, FERI. eCTD @KL oCID BV EBAIZ L o

TEDLNTWAPIF &ETAZ EBREELY,

4.2.2.2 RHEMfET (BFAICESL T Iab—vardgie, )
BRI B 2 BB —4 21RHT 3BT OWT, 7T —#
i/b&07~5t/hmﬁ%®%MﬁTﬂ®&kDT%é
@ fErF—sty b |
77 A MR, ELTOWTORERETHZ EABEE LW
o SAS XPORT JE=X, (k. xpt)
s ASCIT Format Data Files
C)T“?f/FE%%

F—y FEHEEICHE, PR ELTHARVERORAL

SHHZEEL, %ﬁ4%%%ﬂ¢ﬁTé:k°@$\%ﬁ%

BRHEEEIZTWRIHIHEE., ZOEEHYI—VERATT

A ETELIEZRN,

o Ty AL, R, eCTD WA KN CTD BV vEsNC L o
TEDOLNTWAPIF &322 ENEE LW, ,
4.2.2.3 ERFHRYFEERET VN (EFNMCESIKVIalb—v

a vEELe, )

FRERYR T T VBT A HEET T —F RN T 556
kOwT\%m¢6774W\Twﬁ?/F&G?~ﬁ?/bm%%%®%
X TR B THS,

O MFICHWEETLOHE, RELEZERYRTERNAATA—ZD
B, BITFEESHERDBREMITECERNBTEND T 74V
T A AERIT, RO TELEX LR,

@ MmHRET —FLE2ELEERROT—42Ey b
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BEDY 7 Mo T TR TER L9 IEF— &y FEERIUINT

- LTWAESITH, HEEF 77 A/ (Simcyp PE Data Files (xml
) B FEMTAZEBEELY, BB BEDOY 7 =T AR
F=By NEERXIINIL TORWEED T 7 4 ATBRIL, (£
@ﬁ/ﬁf% Liztﬁb Y

®'7—&?/FE%%

,7—¢t/hm%%k v PR E B EHARVEROBH &
FhHZLEL, Bk ’i’i}‘%iu{’ﬁﬁﬁ‘é Lo RN, MEETHS
B EEIT A H PR, FTOE EBRYS—UERRART
HZETHELIRZRN,
o TrANTERE, FAI, eCID B K R eCTD BV iBANIZ L o
TEDLNTWAPIF &3 &EREE LU,
42.3 70T HEDBEHRRHPZSIZONT
+4,2.3.1 BEHER R SR BIHRARAT |
TRENRE S SR TG/ 3T 2 T BT A AR R E U IS HE U TR
CFREFROFEIMITERD L B Y THB,

o fEHTAITY XN (FlxX, BYBIEE AT A —Z OB HFERES)
ERTRRMOT — & ORFEWE, i L2 @Tic B4 5 3EmE
EELLOThHbD, BB, BT — 4ty FABICYREENRE =
a4 (Phoenix Projects (. phxproj)® Text Output £) (%,
FTDEFWRTHIETELIX LR, £, MENHEEFSICYH
HFRPEENDZIERIR, FNOE2RBETAZ L TELIE LR,

e T AATERE, FEEOEXTELE RN,
'4.2.3.2 BB (EFAVCESYIab—variagi, )
REFITIC B 5 BB T 7T — ¥ 2IRHT 35/ 2WT, rsoa

TrAN, EEREENHENENE T 7ANVEUT 2 ST AFIRRED

Sal—a il a7 7 A NDEBIITREO LB Ch b,

OQ IusSFhLTrAIN
T7ANERIL, TXANT 7 A NMGRETAENBE LY,

@ FELERB/HASHET 71/ (NONMEM output %)

77 A NGEIE, EBEOWRCELIZ XN,

@ YIialb—valMTAETrAN
C 7 7 ANERE, EEOWERTELIE RN,

Fio, Tad 7 AR EEOHMITREOLBY THA,

o« Tl T AEFETTIEOOEMFEIEETRTASLOTHB,

o MY, eI TATFANEGROT 0 ST LAORAEED
D &bl WS ZSBIERTHI &, BB, BHEhE
Iad G AEERTACHIo T, NRALDIBES, KRl
HEIT ) BENRVERICE, BRI e /S AFEIEEDR
HIETRETH B,

5. FIEETT—H#E & eCID & OERICOWT
5.1 HHEETFT7T—H%L D DEEF
FRIE LT, 2TOREEFT—FIE, eCIDAAy 7 R—nbBBEN3
ZEREETH B, LU b, eCTD ik U eCTD BV MBI RTH
IS XY eCTD Z4R-HT BHAIE. eCTD Ny 7 R — 2 KR eCID 7 4 /LA 1t
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WREETFT— FIRBEBRUIT 7 A VEEDRNI &, EL, 18
DOHEMER—EICEET 5 REEFT —F ORHOFELRESE T & TR
TBHIE,
5.2 M—F YA MZXD eCTD %FEFOESG y
eCTD #3EH T AL, R—2 AP 4 P b EINCRHETFE B RONBRERF
WMEASL, CIDEMNBFERETIZE, LERETROFILTOREY T
H B,
' o FRERRE OITEA
s HFEES
o RN LR @ﬁ
o ER, BEOR
o RIHTEH
5.3 R—HF ¥4 &I L7z eCTD DigH
eCTD DIRHUZH T 0, HEHIIAINFERER—F N4 b ETRE, BIR
RMAﬂ#é HM%%@%@%T@@D?%éo&%\érwﬁamow
“Cf%tljtbt %, BRI ATERD B b DO TR,
TEAR, ﬁ% EX, FF7 b, EfRIEOR
b A RS

o eCID ZATEE

o IRHEREE

o B (2—F)

o HFRES

o HREEGE O—RHE TR

o HIEEG E OIREA

o A AVRF =y 7T AR

o WLAVARFUVA (CIDNNyTiR—1) OF x v o AEEIE
o OIVEMERBUR

o IRETRNMER O CTD B L OBHESS
I

ER A Rk, BRI L2k, BT D eCID O by F LT b
FhBR—BANYA N ECREEL, PDAILEET B, R—F P4 b LORE
B RVEIC DWW TCIEBIRT T,

5.4 R—H YA bES UTRH Sl CTD OFH

PMDA I35 L7z eCTD IZH LA NAARTF = v 7 ROANY F— g V& FELT
Lo ZOfERL L BT eCID SHEAEDOEMIER S BHEEICER TS, eCID
T 650 F —S g VARFE, FH E LT PMDA @ WEB $ A4 k
(http://www. pmda. go. jp/) =BT 3 eCID RILY —NVOBEv=2T
EEPHEIZTARIE,

5.5 eCID T4 7HA 7N EBH/ETT—F OB

HEEFT — A ITHEBEEBCRAITREEHRO—MTHHZ 2D, HFFEE
FF—E BERE (BN, BRIUIEER) 3288138, CTDEYFTTHI &M
WY TH D, eCID & MHEEFT —F 20T THRIHTBHE. 3.3 [TRTHEE
B —FICBANINEREZRETHZ LT, YPHETT —F L HHET
% eCTD DIGENTREL D, HFEEFT —F 2RHTHITHY, UTOD
BB ETHZ &,

@ eCTD FIEHRHERICIRH T A2 HBEEFT —F
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6.

MERHICEET A2 REEFT— I 2R L, PDA DL EHETFF—

ZZRERE ST %I, PEREICEET A HBFEFT—& 2I1BMNE
TR T EITTE RN,
@ MRUIHTBEFHRNTLRERTFT—4

BT DEBEITHRAS T 2 HEEF 7 —#13. BED oCTD R H:#E

e & BB ST, EEOEMERE LTR—FLT A MR LTR
"B,
@ eCID RETFFICIRE TS RHBEFT — 4

FRRQTHRHLUAEREBEETFT—F D55, PMDA A oCTD HETHRIC
DAILDELTRDLDIL, CTD BETRICERICIRH T 5,
BERHOPRBETFT —F L OESOIZBIRHT 5, LIRIORHER
BEHTRH LAEBHEFT — 4 2HERNTI LI TR,

i ETT —# UMM T 5 CTD EEHBFE LRWEESIT. #H
FFIEICDUNTERTIC PMDA ICFBES 5 = &,

PMDA 76 BB 7 — # RAEKEZ T 2B, %&%M@ﬁﬁ%
CEET A HFEETT —F 2 EMRET A Z EIXTE RN,
ERAFSEHICEBEETT —Z 2E T 3BT AHOFIEITHE 5,

5.6 WFETT —FHRHSOEERE
CTD Xid eCID SRTRFICHEEE 77 —# 212HHTAGAE. [HEELOK
REEDEWRIOMRRICOWT] (TR 22 4 12 A 27 BT EEBRS
myml%mjﬁﬁ&AEE%Eﬁ%%MQW%Eﬁﬁﬁﬂ)ﬂﬁwem%
FTEERIC, YEREETFT —FIOVWTRERTI 2L, 2ok &, R
HETDT7 7 AN EERRHET HLEITRL . FRRICEHET 2 HEE
F7—F —OFEHSHBITE L L, '

Z Dft

HFETF7 —F ORHERDIMBRE D > b, KB FRAEEBLT
Lb CID Tdh b 2 & E2RHDTOARNSDIZDNT, éMmE@ﬂ B BRI
EH&STEET6ﬁ$L£Dﬁ%%L%ﬁT6 EWTED, TOHAD

Z e

FRIRTE R O R R B ARRIC DV TIBETR T,

N
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B 1

' A FCHWAHEOKR

BEFTZ7AN (R=2NEALTRHTZE2TO7 7 A V)
LRBEEGEOETLF—% (=HHEEFT—¥) G ERMHERTR (EF7—F] LER
HigsR AR T — & .
| F [ERRERERT — & @ 5 b RIEHEROBHEETFT —F Thnbo, |
| FCDISC ##il57 — % (=CDISC IZHE L 7=5"—#)
I | | FF—4%Ey b (=HF—FEy )
| 11 | FSDIMF—#%Ey b (=SDIMILELBF =4ty )
| | | | YahsF—&Ey b (SADaMF—F ¥y h=ADaMIZLBF—F &y )
| 1] | LEgg7r741 (= def‘ne xml)
| - FeHy—F—%
| | | FF—%Eyh
{1 | LE®Z7AN
| | FasrsazyzAn
I MR v 75 A
| 1 L¥r— sty MERAT R/ TH s
| L [ERERIEBSEIROHHETF T — & ] (A AR IR I IEARET A3 AT & i ERPREA
| B, PRI, iﬂ%%%%ﬂﬁm%TW%ﬁ%L%Té$%%¥7 #)
| . FCDISC ##5 —4 (=CDISC {cH# il Li=T—4#)
| | Bty bk (=RHT—2Ey )
| | | FSDTMF—#Ey b (=SDTMILLBT—ZEY b)
| | | YEFF—4Ey b (FADMMF—F v r=ADaMIZL BT —F v )
| | LE#HT 74/ (=define.xml)
| -CDISC s p s DTWRD T —# (=ADaM RS OB ClF7— & &£ v b %2
| | B BEE07—4#) ‘
I ] FF—sEy b (ERET-S 2 D)
I | | HEHFEs—2%Ey b (=ADaM PSADOBRDF — 2 v )
| | | YRHF—s ey PTROT =Sy N (EHEEAIRYEER T T M
I | WrCRELEEME OCEBRAT A —Z DEOTHRE)
| | FF—%ty bEEE
| |  FEELFEERIEDERET AN
| | LyIalb—vaii@IaT7rAN
| N L7 n &5 AEIEE
] HiEir RS (UL ERICHE YT 2R A2 S0 30E)
| oA=L A NN Y
| | Higtr R 7w 7 Z A
I I Lz v MERRAT 027 A
| " LEERRERSEIR OB T - X Sy r— VRS
L{ 4 5 3 ‘
FaCRF (Annotated CRF) '
L5 A 1 (Wi 5 Reviewer's Guide)

— — — — — — — — — — — — —— — Tt — — — —— — — e — e — — — — — — — — — — Yy ] gt} by by

SDRG

LADRG
FeCTD (HFREFT—F #FR<)
FFD H 5T — &

L [zoft, B—ZA20 LTRETIHD, |



Bl

AABEEEN SRR H HEROH

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
= ' Reason not done. Used in conjunction with --STAT
HiH - |--REASND Reason Not Done  {Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
| HE -RELNST Non-Study Char |due to a treatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM [nvestigator Name {Char |Name of the investigator for a site, Perm
7 The text of the comment. Text over 200 characters
CoO 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 olf = lekar Description of \fvl.]at happened to the subject during Perm
' Unplanned Visit an ynplanned visit.
Reported Name of . L .
CM CMTRT Drug, Med, or Char Vf?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 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 EXADJ Ree.zson for Dose Char De:scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT 'IS{:E;:I?SGName of Char [Substance name. Examples: Cigarettes, Coffee.  |Req
SU SUMODIFY Modlﬁed Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
Substance Use . |Substance use consumption amounts or a range of]
SU SUDOSTXT Consumption Text Char consumption information collected in text form. Perm
; Reported Term for X .
AE AETERM the Adverse Event Char [Verbatim name of the event. Req
el 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 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 terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for . . .
MH MHTERM the Medical Char Verbellt.un 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




Variable

Domain . 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 Question Name Char questions used to obtain the measurement or Req

QSTEST

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

(£3# : SDTM Ver.1.2, SDTMIG Ver,3.1.2 BAfE, SRt —#E1E)
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o BARB/BTT—AWRELETFAPERICOWT ;tye EXF%] ( TJAPANESE
TEXT IN SOURCE DATABASE| %) 75:1%1’1*]'3‘6 (AETERM L% A zl: “CHE%)
Row [STUDYID |DOMAIN. |USUBJID . |AESEQ [AETERM:: JAESTDTC 4 |AEENDTC AEMOD[FY AEDECOD
SAPANESE TL‘XI‘ IN|
1 ABCI123  |AE 123101 l SOURCE DATABASE 2005-10-12 2005-10-12 Headache
. JAPANESE TEXT IN| . . .
2 ABCI23 AR 123101 2 SOURCE DATABASE 2005-10-13T13:05 [2005-10-13T19:00 Back pain
- JAPANESE TEXT IN Pulmonery
3 ABCI23  |AE 123101 3 SOURCE DATABASE 2005-10-21 cmbolism
Row AEBODSYS. R SV AESEVE I AESER Y [AEACN S o0 L [ARREL S e T
I(cont) [Nervous system disorders SEVERE N NOT APPLICABLE [P ITELY NOT
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
. - - - PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOUT : |AESCONG |AESDISAD TAESDTH: '[AESHOSP |[AESUIFE ;[ AESMIE|AESTDY. . JAEENDY. [AEENRT |
1 {cont) RECOVI:RLDIRFSOLVED -1 ]
2 {cont) |RECOVERED/RESOLVED 1 1
3 (coni) gECO.VERINGIRESOLV]N ¥ v 9 AFTER
AE FAA » (AXRFEF—Z & )
- BAREE 'CT~—5U[2§2L,T_7#Z I~Iﬁﬁh.olz\ﬂi EZIE’E%%GDii#%‘rM‘%)
Row |STUDYIDIDOMAIN:|USUBJID [AESEQ: "{AETERM | a L AESTDTC: 2 ABENDTE ™. ' |JAEMODIEY: |[AEDECOD. !
1 ABCI123 '|AE 123101 { Fiii 2005-10-12 2005-10-12 Headache
2 ABCI123 JAE 123101 2 gt 2005-10-13T13:05 {2005-10-13T19:00 Back pain
. - 10 Pulmonary
3 ABCI23 |AE 122101 3 P e 2005-10-21 cmbolism
Row AEBODSYS- HAESEV: .- [AESER: |[ABACN™: £ JAEREL, : Cod
| (cont) Nervous system disorders SEVERE N NOT APPLICABLE EEET#EELY NOT
2 {cont) Musculoskeleta! and connective tissue disorders MODERATE N DOSE REDUCED  [PROBABLY RELATED
. < - .o » PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOUT : AESCONG'|AESDISAB {AESDTH. - [AESHOSP: |AESLIFE" [AESMIE  |AESTDY|AEENDY - [AEENRF .
1 {cont) RECOVLRED/RESOLVED -1 -1
2 (cont) |[RECOVERED/RESOLVED l H
3 (cont) léECOVER]NG!RESOLVIN v Y 9 AFTER

§12) BEXOHABEERY S - EBERTHY . HERT B EECES Z K
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QS KAA (5"&%3(“"‘—5'“2? M)

Row [STUDYID _ [DOMAIN . [USUBJID . |QSSEQ QSTESTCD. '[QSTEST ; e il !
I ABC123 QS 123101 1 QSTESTI JAPANESE TEXT IN SOURC]: DATABASIIUI
2 ABCI23 Q5 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABC123 , QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(Q3
QS RAA Y (AAREET —F v 1)

Row [STUDYID  [DOMAIN ~ [USUBIID _ |QSSEQ QSTESTCD [QSTESE: = - % i

1 ABCI23 Qs 123101 1 QSTEST1 EE z’*?ffﬁa‘mrrf :*;» ?

2 ABCI23 Qs 123101 2 QSTEST2 ESFAPHETEETH?

3 ABCI123 Qs 123101 3 QSTEST3 FFIRE L TR T ?P
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Dataset: : Xo0XXX ( DXOCOK) 1357 —8E v M)

No.  Varjable ®! Description *2
! ID Unigue 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\tihc compartment where the parameter was measured
1 = Dosing
6 CMT 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDYV 0 = Valid PKK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)
X XXX

: B faﬁinidﬂ HZk,
>:<2 : PRE DT &

milkTeZ &,



HHES

&®E) Ful7rFREE

No. Program file name *! _ Description #2

fERY 7 =7 : OO Ver. @
fERBEN : - - < TRV,
RO RE A
TRy N7 ANERAT BT 4N F 2 TFTROTTHRET 3,

XXxxXX <= "IRAE"

DT T ANERIETE T AN TROITCIRET 3,
AXXRRS- TV RE"
1 XXXXXX s FTROFETTB ST LEETTB,
exportData(XXXXX)
\ HEE LT A0F (xxxxx) IZHASNEZCSV I 740 ( Txxxxl ) bosd
LT, YTab—valfid - - » 774 (xxxxxx) 28T 5,
cTUM T AN (oxxx) &, ETIELEZ 44 (xxxxx) I
R 5, :
s FTROFTHROTu /I L50ETE#BBEL, RELEFO Ty R 77 A
M xxxxx) & fiA T BT B,
xxxxx <- importData(XXXXX)

Ry 7 b7 OO Ver @
fEREE: » « T,

X XXXXXX
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