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(ADSL) NS F—Fty bRH 0, Al F—F 1y FEREHTSHE
Eﬁﬁ%Kjbl’C%@xCﬂéﬁﬂjb?‘;ﬁ%’lbﬁ?‘&%f;b% F7-, ADaM 7—
By Mok B EBIREES LT Dz, —HHENZ ADSL F—&tyk
TaEND, RBREMFIESCZRINILTORERZFVRER
A E, BHRELTE ADal 7—F 2w b TEDHBHE, INLDE
Bop e LTI, EERICmAT. BB EREEHESEES) K
R DS . Huk, B, BT enRE el FiB ]
. BNERERT 7 I RVEERAR—ATA VIZHT HHBET
RICET AN DD,

ADSL RIS D ADaM 5— 4w hid, BRET M4 DRI ORI
CTHABEROHERE2EOBLIENS., BHEEPLT —F U1 RE
FANBORANBETH LI ELERETINETH D,

DN F—& 2w MeBWT DN F—F 1ty F &R UERZHAWTW
BEOIIE, TOEKOBIE, NESERKETHIE.

4114 55y D7 7/()1/1%&4*9(/)'(‘

CDISC fEHE - #EdL L 7= SDIM. ADaM 5—# -t bk, SAS Institute 7%
AT BT —FEET A — <y N THD SAS XPORT 7 7 1 VRIET # —
< k Version57R (BAF TSAS XPORT JEx) W, ) T, 15—
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ey hz2l 77 A NVELTRETAHIE, 728, SAS VAT AIKED
TEREHRIZIL SAS CPORT Procedure iMEA L7z &, HAE TORIEMN
PENDET EEZ 5N D8 (LUF THAEEE) 20w, ) 5
ENDT—Fty MZBWTHERIZT 7 1 LB SAS XPORT R &
L, =%ty MERFFZH W N ZXFEY P XIEIEFELLFRET
—&HA RICEDH &,

SDTM e TX ADaMl — & 2w M DW Tk, v hEGET 7 1))
BRI &9 5T &,

4 1.2 Tty bOERERVZFOMOFART 53X
4121 5%ty bOEEE _

SDTM. ADaM 5—#% 1t MZBd 2 EHRIIZTNETN CDISC 2Bt 3
Define—XML JENIC L U, ABOERVAERA TN — bADEIR
EEODIMIBEROT7 7y AIINICEEDEET, #ETEF7—-FtEy &
C7ANVFICHEATANS— R ERITHRALTRILT B &, Fa
BDT v Mdefine. xnly &3, ERLBOAREL TR, 7
— &ty N B, AEORDESE,. ROVERMES - RICEY
LHERDVEEND, FEHEDHRIZEN-TYa 205 L.

IRBBHEOLDITHNSNLPETHARHI BPWTERREINDMITHER
ET T -5y EOBGROMBAEL TH D I &id, WRAMT
—FERHWERBEEZMIBICEDSEDHICLEETH S, £oT.
ADal F—#t v MZBT 2w, 4 L L3RI a8, et
DFIRFE R R N - AIEOREORILICED 2 EA B R EH
BT DMATIT DT, MR EFIST 2T — 5y MR
ENHBLEREEEDOHMBERTIMIHFEASYT— (Analysis Results
Metadata) WEXNH T ENLEL W, BHFHEAYT—FIZBWT
I, BRATICTDOW T TOHEARSENS Z ENHEL W,

o BB IR I N AT IR 2R T RERSE L UERA
o RETONE L EhHEHN

s MHRTAHBNTA-FHED—F

o fENTHBR T DL

s HEMTBEF-FEv b

o fATHREIRS L O— ROBEFEAE

o MRATEIEENHC BT 2 MR T SRR, T OS5 A A ED

s '

o RETFIRICKHET BRI T 0TS A Ok

MMEREAYT—FORERICDODWTEERED CDISC Ik 3
Analvsis Results Metadaia Specilication for Deline-XML &% &
THIEETHMN, BEEHICEDTRET 2 2 ENEEREASIZE,
eCTD JRAN BTN elTD W IBANT L o TED ST NS PIF 12 L 0 BlagtE
THIENNETH D, BB, EHHIBWT, HASNEARFEICE
DIEREINTWTHELLAR,

41.2 2 BRAEESAHRESE (Annotated CRF)
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FERAT EEFIREE (LT lanotated CRFJ &WS. ) K. CRF i
FONESNZT—FYDEHEBE, Tty MCEFENSEHEN
INEBETHRERLZDBOTH D, (RF OHEBIZHINT 5EHKEL T,
CDISC fZBHEIZHEIL L /=7 —F by MZDWTIE SITH OB EH N5,
FERORIRAETDWTHI, CDISC =& SDTM Metadata Submission
Guideline (SDTM-MSG) M&E L5,

CRF IZ X DREEINT—F I elfER2RR 0 SDIM 7—# v MM
SNTREZNDZTENEE LA, BHSNIEWF—YHEBLNH S
LAWK, Annotated CRF ETREHT—F -ty MIEENTWHANE
MM BEERETHEEDIZ, EFENLVHEERAET T 1 RIZid#k
TBHIE, BEL, ZOHBAMASHESHDIZDWTILEEHE T 543
137,

Annotated CRF @7 71 )V#RiL. FHI, eCTD MWBEF eCTD HdR Vi@
HiokoTEDSNTNWS PIF & L. 7715k Tacef pdf) &35
ZE&, FAIELUT SN T4ty NERU 74 NFIIBMTHI &,

4123 5—#H1R

BRRABFEBBOBERCLDT—F Y NORE. BUOEFEZRE
TEHEEDIT, HERERLEZT 2y MERIZCB S TOFT—FIE
HEOF AR EEAM I T HRBEERNESET 52D, SDIN 7%
Ty RO ADaM T—Ftwy hOFNTIIIDONWT, T—F Ly FOE
ERITMZTT—FHA RE2EREL. FHIELTHRT S5y
FERU 74V IEML TRIET S 2 &

SDTM F—4tw MZBET A5 —F A1 RIZ3Pa< &b TOEHE
EEDHIEET S,

o [EERRBA. BMBRERIEEBSSE

o [ERRABGETE IR D FH

o BAWSNEIE, FHHE. FERVEFON—Va »

s WBRFET—FDOHH

o F—HEHUAOEIEICEATHHE NUF—a U#ERICET S
A _

F7, ADaMl T—Fty FcBTATF—F A I TOBEENS

EFNDEMEFELWN,

MRS, IRBERGTREE %

AT — &ty M EET S ER R I B T 5 58

WS NERE, HEIRAE. EERTEDON—Da >
BROT—Fy MIHBATHEEA

F—F Ty FOERIZETHREER

F—&y MOFIH

F— I EREAOHERPMEITE T ZHH NUF—2a RTS8

SDTM. ADaM ¥—&tw b ENETNDOT—F HA FOERICH =0,
CDISC FBHEC BNV TIHT — M- ROEEKWNIZ 7 +—< v MIEHEN
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TWiWwh, SHEBIEDANBIZDOWTIE, UToBREEE 0T

H5ZEINTES,

o SDIMNF—%tw BT H7T—FHA1 R

hiip://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

e ADaMF—HLv N TBHF—FHA R .

hitp://www. phusewiki. org/wiki/index. php?title=Analvsis_Data_
Reviewer' s_Guide
F30EE, BN, eCTD mAKR eCTDJs(Jerw_fﬂ IZBWTTEDENTNS

PDF THER L. 7 70040 SDIM. ADaM 236k U TFNF4 Mstudy-

data-reviewers-guide. pd{ ; fana[ysis data-reviewers—guide. pdf I

ETHIEMNHEELWL, BB, 7T FIRAARBTHERL THE

L3 A7z, .
4 1.3 FRITHFEHEON—TaizonT
. CDISC BE#eiziftl /=5 — &LJI*&U‘ﬁ_éA;I RIS DIz DN
3 5. CDISC s, Bl TSI O W T, PNDA I BW T A
HEZZ/N—27 3 >id PMDA @ WEB U7 v (hilp://www. pmda. go. jp/) Z#HBME 5
Tl B, N—=alOZANTER., PEFEHIREEM IR T 5
FVEE F] F 2 FRIZHE T 5,

Bl —H A TR HBN— 3 /@iim‘ﬁ‘/ T EELEZ BN, [ —
I?'fmr\nﬂ ﬁPI‘T—C i%"}L [/f;}\“"./ = /fjnlr\(;) o c':o l”J u.l'n':fllnfb'ﬁf}if)](?)
DREAA NI DNT ﬂ_.CD}\“/a EBRMULESICE. EHLEN—D
a v ECFEOMIIZDONWTTF—F 01 RIZBWTIHNT 5 &,

B DGR OBA 41”0)7- Frw MMIDWTH., &EEERROT
—F 1y ]‘73‘{;1')}\-—/:1 IR o TS la/}ﬁ"fzf?)t)'f%) PSR D AW A
— 2 a W ERT A I E, N—Pa I U TRIRL2N—2 g
ORI, RiaAN—a he ORI HZDHELEZSEIIDN
T, F—#71 RiZidfks s &,

4. 1.4 BERBEIKOFEEIZDNT

BlfE, SFEBIIERESTOT— 5 2HNT 5720, £<OPBRIZDOWTE
NENEBAIEEENE (Therapeutic Area Standards) 4%, CDISCiZX 04
SN TND, MEITEENARINTWBIRBIZDOWTIEE OREREZ I H
THIEWTELN, FINLAEEEIDWTIET %y FOEIGEEL N
F—FH1 Rizikd sz &,

415 HAFEBET—FOWMODENITDONT

HARETT— 5’1&,[;5/’!1 IMDFNEFIFETLAB L 2B E I —E DR
DR DN A BN H DLKIZ DT, HATETORIEA RN D]
Ta’é@ E]/i\li:lfrliftlh_[kl./ﬁ_j__y (U\I‘ rEi*nuT“‘&J 8_‘_1/)50 ) %:{'AT:
YD ERARETH S, HARFELEEND RN S DREOZ

21ZRTA. TR S 5O Ty,

AAREHENRAS VKB ENSBAROHLET—FDT—F 2y b
OB HEROCREIAEEZFEME LT FOERD T 5, foi:qb A 3
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"*‘_—L':_é—é BAA ('T &t/ k) ZDnT, szun‘?""—yt‘y ~
B OFEHF%HD ASCI] TREINTHEIFELY OB THREREN
=F—&ty b (BIF THEEFET—FEy b &0, ) ©2D0
F—Ftw FRERTDHI &,

E{jr—m::'j‘ &t w }‘ ilﬂﬁ&mﬁﬁ@cﬁ’& Hzlgnn&b ’Cmuﬂi’i%
BEF—Fty b ER—NEOEEFHEDT—FETHI &,
HAZETF &ty b EREFT—Fty MIEAFEE S TNITHE
BE ARRAFXENOTFT — Y EOBREVWEREE<HA—-OfEE L.
La— R, LOI—ROEFES 2007y FEITHR—&T5
zE, aB, Tty FOFEEEREETT—F Y MIIHT 5
HODI/HDOATI N,
FRET—5y RO OABEHICES T 2EMMCIE. EEOT
— Z TN EH S N %EE TS ( TTAPANESE TEXT IN
SOURCE DATABASE) %) #BEBITA I &, T— Y EDOHIREOED

CHAEET & EEBOEEEEROL - FIZOWUTRAT S48

ERHDHEE. WEFET—F Ly bPOMETHL - FIZBWLT
WGP E T FIERMNT DI &,

T OFFECTFHL ( TTAPANESE TEXT IN SOURCE DATABASEJ ) 3
HETIH-BLTHE-ObDEAN, T4 RXRF—4%Ftvy
FDEFHE (define. xml) WHRT A &o
HAEEZSOEMELI— R X MR T &R EE Y83
RNBHEBEVFEFNERMT S &, 2B, BEXTFHNERATH5
&, FOEBEBILFHZHECKNT Z2HERS BALIE. KEBICH
B &5 SMycEmy it i e D (# . TJTAPANESE TEXT IN
SOURCE DATABASE 011 . fJAPANESE TEXT IN SOURCE DATABASE
021 ) . SEDHESEE ORI EF -4 11 REIIRT I &
FHFET— Sy NEREO T ANTCEDB & SDINT—4 1
w MRS T B AARET—& Yy bk Tsdin_j) 74 V729D,
A F—FEw MZHET B HAET -7z M Tadan_j1 7 #
NFREDDEZ L, T—FEy MERTIINAEF2DDT—FE
w hNTCR-OHDERANSL I &,

HARBEEHEEERNWRAS XRDOWTRERFOT—F Ly bD
BEMED 7 ANFIED, BETLET 5y hzigliliand
&

2B, BAEUTHARET —FIZDOWT SDTM RO ADaM & Hic ERdd
BHETORKTHIEET R, OXET Y 2RUBKRRBOT—
SEBHETATENDSEAICR,. TOHBSITDOWTIHENT PMDA 124
T BT ENEEL,
416 oI ADRMIZDONT

4161 #|fT2T0T A

(DISC EAEIZHEM L /=B B T — 7 IS 2707 7 AL LTH,
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ADaM 7%t MERRH 7055 AR 707 5 ADigHE R 5,
FEIOT I AR, FNTHTRE OBEEROBEOEIRES, M7y IV
ANOMERNEZEABTH D, HT LD DDA OEEIZBWTFOE FEST
9B ENFREAEREURE S U THRIET 3080, Ei-, BEDY
TR ToN—2a VRIBETAHOTIARWS, 705 LRER, &
FULEREE ERALEARV—a3 AT A, VI 7T RUFED)—
Va ) KT AHHICOWTHRTr—F 41 RichPWTitT3 2 &,
ROOEFRLETOZ S AN L TWAEA, 7071y 5 AbEE
TIRHT B EAEE LW, 7707055 AOREAE IS, Fix.
F—&ty TS T AOEREEENEBICER L THhY Ol I A
EROREMEREZ B G, 7L T X LOH 5 AEEORE

TELUXAIN,
41.6.2 0750771 IVER
4161 TrTERBD, O ARMEDY 7 I T0N—Ta i

FRET 2 HDTIARVWA, 771 VAT 7 o 2 7AW E L= ik5RE
TEGHDH T &, WETHRNT 7 NADEEE T 7 WERIZBET 5
&5 —& A Rizgdsl &,
42 BEIWAER. EREEHESO AR G RE RS OMITICBE T 2 B E
FF—FEIDONWT
(RSSO BT 5 — 4 /Sy o — DB M ONT I PR EE ME R oD o 3
BT —YROT0Y 5 ©MEOBKRNZRENBIZDONT, T REREEL,
TR,
4.2.1 MEEPRIE MR OBT S —8 /Ny r—VBiBRE] IonT
TR M DETFTF—F )Ny r—UHmE) i, PEETT
— B = LA VAT AL DI TABRICR—F VY1 b E
TATENDEERR G T — & HHHNEOTRN S DDA 2MERTHZ &
ME, XEELTHRHETAZEEFBRETH D, b, AT LHEE
FEMICET Y 7 OVEeRORNT A, 3. 7T HIRLEERBD,
ISV 77 VEHET DI ETIN, :
PMDA 12 BWT THERIMFOET T —F Ny r— DR %
TERL S BRI LB R FRED EB O TH 5.
«  Study ID (&RERZIENT 5 3CFHD
o Ty ANWNRA (T ANAHEEDL) . BB, ¥~ bhTx AT AF
LiET 7 ANNSA B ESARAD D, 771 WIXADAH
VL EET Y,
o RIESN/ZETORE (STS (AR s 2 BRefisT) . POP (B
HEFMAT) . PBPK (X MSEMEERT V) XX Other (£
D) OHE, BBERWTANT S, ) . &P, SIS ([CidfEd
A7 SEM B TRAEAT & R DR 1R TRt & N 7= SEL) Th e / 38 1 521
hEEFL, :
o T AINORNEDOHNA. BT v A IINOHBERMDOT v EDHE
BRENBETELLDICHNERRTE &, BB, ANTES
BRI TEL 100 FTH 5,
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4.2.2 HEETT—FOEAMARFEHARIZIONT
EHER I S B R, REERIMAT R OV R YR R T T VR
DFNENI DN TERTREFHEZLATITRT . 2B, BITOBEICX
59, F—&1tw h% SAS XPORT IR CRILT DB, 7—F vy b
ET 7 AINBER—-ETD I &,

4 2.2 1 ZHENEYBEMETT

ADaM LIS DT TEEREA B R 1 B 6 B R B 7 — ¥ BRI T
BEBITDWT, BT — 7ty MRSy MNERFOFIE D
EBDTHS,

O s —F vk

Ty A NERE. LTFOWTNMOBAETEIENEEL

»  SAS XPORT #52L (% xpi)

e ASCII Format Data Files

« Phoenix Projects (* phxproj)

« WinNonlin Files (+ pmo. # pwo)

®‘T—§tjﬁi§£

F—Z oy NMERBITIEH., DR EHERARVEROMAZE
ZSH5C &tb PR 4 2BEIERT DI &, b, B
Rl R H HEHRE. TOREZEUR—DEIIRT
é:&f%bizﬁm

o Ty ERIE. EHAL eCTD BHE TN eCTD BtV yEAMIZ XL -
TEDENTWBPIF &ETBHZEMNEELN,

42922 BEMMBT (EFTNREISIal—arz2gl. )

EHEMEATIC R T A ETF T — Y 2RI 28 81COW T, iir—%
Ty NEOTF—4 1ty MEHEOFMT TERDOEBOTH D,

@ \yF—FEv bk

77 VBRI BFOWTHADOBRETHZ EERL L
«  SAS XPORT 63X (% xpt)
» ASCII Format Data Files
@ F—Fty  EEE
o F—tw MEFHRICE, P ELLEAERVEROFAZ
GHHTEEL. W4 ESEIERT DI &, aB. TR
B NGB S A, TOREZHR—EIRT
BIETELUXAR,
. 77{%%ﬁm\ﬁ%\wmﬁ%&UmHDWﬁmﬁﬂtio
TEDHOENTNWBPIF ETBIENEEL N,
4993 EWMPHEYBERTTIVMT (EFNVCEILIal—¥
a s EE, )

A E SR R e T VRN ST Y 2RI T 550
120N, #5771 7*5tjﬁk07_§t)Fﬁ?$$®¢
I TFRDEBOTHD, g
O BRI RAWZEFT VOB E, BELEEYRREHR/NNTA—FD

. TN RIERHREORENTEOERNEEND 771V
77 IERT. EEOBRTELXARN, :
@ mPRET—-¥EEEDHRRRBROT -y b
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BEDY 7 N7 TR TESRLD3 T —F 2y MEER T

L TWaEEITHL HETF T 7-7)0 (Simeyp PE Data Files Gml &

) &) 2RETHCENEELN, 2B, BEEDYV 7 MU TRIZ

F—&tw FEERXIINMT U TWENWEED 7 7 VERE. B8

DX TELZ AN,

®'T ¥y MEH

F—Atw FPEREIZE., PR EDBBRAEERVEROHIA %
FHHTEEL, %m4@%% CHERT DT &, 728, TS
%iﬁ%ngﬁ%}unb-&ﬁ)%% 7] T1 i %@Lﬁ&ﬁié‘/\_ %%Tj—
5 ETHELUZARN,

o Ty, FADL. eCTD MM TN eCTD B W EHIC L -
TEDENTWHBPIF ETBEIENHEELN,

42.3 075 LhNEOQRERMRHRAIZONT
4.2.3. 1 BEHER xR EhRRMEAT

. SRR SO SEMTIE/SE 2B T AT RS T E NI HE U IR

FAREFHROTHNI TRLDEB Y TH D,

o RATT N T KL (BIZE, HEYTNES T A—F QEL S
i FERAM DT — & QUL NS, SJE L 7= b7 iz B9 2 R G R
EEDLOTHD, BB, MBTF—rty bEERICNZBENE E
NAH %A (Phoenix Projects (+. phxproj) @ Text Output %) i3,
FOEEWRTLIETELIT AR, T, MATEH=Es T Y
HFRNESENA LA, Fns2iildas &T; L3z A7,

Ty AR, EEOERTELIZ AN,

4,2 3.0 BHEMMGH (EFNWVICRE T IaL—arzaEd, )
FHERMATZ BT A ST T— 7 28T 281DV T, s s A

Ty, FWREERAILIENE 77 AR OS5 ATIESESED

2al—3aliRRAT57 7O TRED LB D TH S,

®© TarzhTrAl
TrANERT, TFEAN 7 7 ANERETHIENHEL,

@ AWTrHSREAHAIENET 710 (NONMEM oulpul &)

77 A IIERL. EEOIENTELZ A AN,

@ TIal—varitATHs7r1I
774 IR, EEOETELZA LN,

Fiz, 005 AFETOFFHIE RO EBD TH S,

o OIS AERPETET HIZOOENTNEE DR T A DO TH S,

o MiakEdh, TOTILATFANAHRDOTRT S ADHRAEED
BHTEEL, S EEEIZMBRT A&, B, iENnk
TS AEERTRIHZ- T, NSAGORTEE. Bilian
BETT D MENRWEEIZIE. AN 707 5 AFIREOR
WIARETH 5,

HEETFT— &L oD &EDBEMRIZTONT
5.1 HEEETT—5%E (1D OB
FHIE LT, £ TORFEETT—FE., elIDNy I HR—hEeEREIN5
T ENEUITH B, L LAS, oCTD MAIED eCTD B WBAICRTH
Ik elTD 22T 2B E1. eCTD Ny 7k — 2 Etr elTD 7 4 )b ¥ Kbt
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Ff*nﬁea?“r &k’f?‘?%ﬂ“‘“iﬁﬂ&i7 FAIVEEFEDRNI &, 75.7':_ . 1R
ORMNEE—EIZBRETsHEETFT — 5 ORNOF R HE SRRk
TBHIE,

5.2 R—FINHA BTk D elTD ZAHHORE

eCTD 2T AL, R—F IV MO SEHANITRETE B R AT
WEAHL, el SHBELMET L&, REABEROILTORD T
H5,

. HihE OBRGEfA

o HERS

o FOHEEFIT—AHEOR

A, ZEOR]
EHITEH
5.3 W—FILYA1 bESLAE eCTD DR .

eCTD DRIz B0, HFFEAMERER—F V51 M:’Cf’aﬁ R
XIBANT D, (NEROFIILAFORD THD, 72b, ETOHBEIZDWN
TIRHOEIEE,. BIRUIANZRD 5B O TR,

o IEE, B, TR, RoT7 k. EHMZHEO]
= b1 ZMAES
eCTD ZA1&E=
EHER =
HX (O—R)

. HEERS
HEEE & E O— R4 FR
HR A E DRGER
IAINAF v 2T HHELR
XML AT R (eCID Ny D iR—2) OF xw 75 ABREIE
EHEMERERER
SREHH W 2 L R eCTD FHR 1R 2438 D&
i

ARG, BRXIANLEE. BIBTS D by LUV T7 31
FER—Z A~ ETEEL, PDAICREET S, A=) b LOBE
W EIT DWW TIBIER T,

5.4 R—& )1 hEALUTHREENE 01D OFH

PMDA IEZEL A D ICH LA NAF v FBEUNIF— 3 2EfT
L/ %@‘fﬁ%&c‘:%k eCTD ZEAE OISR EHEHFIOEE T 5. e(TD

T aAaNYF—2a AR, HAEL T PMDA © WEB ¥ b

(http://www. pmda. go. ip/) BT 2 ofTD MLy — N OBREY=Z2T IV
EELEITTDHI &,
55 eCID 51 741 7L L HEETT—F DBR

HEEEF TV IIHERITRMIREEROHTH LI NS, HiEE
TF—A2BE GBI, BEGIEIER) 72581 e(IDEYETTHIEMN
W TH D, elID EHFETT—FENMTTIRNTSHE. 3.3 TR HF
EFTF— A IRAMNINEEEEETEIET, YEMEETT— 7 EHWT
é eCID DEFEMNTAREE 1D, HEETT — I RIRHTDICHED. IO

RICHET S &

@ eCTD #EHE K IC IR T A HEEFT — 5
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ORI 2 HEEFT — Y 2R L. DA SHPEEFT—
& AN & =%, ISR S HEE T — & 2EmiE
T B EIETERN,
® RETHTHIEECRAETHIHGEETFT—¥
WEiow g AEIZFICIRMASTHHFETFT— I, BED eCTD fEdhl
BB LEEXET, EEORMERELTHR—FINT1 FEALTIE
e 5,
® ofTD UGETHFICIILT HHFHETT—%
o FHOTRINUARFETFT—FDO55, PMDA Y eCTD T &
HAHHDELTEHSDEHOIE, ofTh KFTFIZERICERIBT 5,
e MRINOHHEETT—F¥ &DENOAZRIDT D, LLilOLRH Mk
FECTHRELUZHEET T — % £ HERI T 20813750,
o PEEBTTF— & USAIZIRIT S eCTD ERAER Lia A, 2
Tz DWTEN I PMDA ICHiKT 5 2 &,
o PMDA 20 &5 HIGSETT — & RWMKE 2RI, Yrihigah s
ERT BT T —F EBRNEINT D Z I TERWN,
o [EIBEEBITHIHET T 7 ERNT 2 5SRO TNICRES .
5.6 HHEETT—FiIRHURFOLEER
CTD X4 eCTD BET Iz WS BT — 7 24 IN T 28681, - THEERK K
ARBOMEBIRBLOTERIZ DN T CERK 22 4 12 A 27 [T 3ERETEL
1227001 2T F7 Bk AT SE R IS PR B ER e S B B R i ) WIIR D 6 IZoR
TLAWEET, YHPHET TSI oW TRikT s &, T & E, BIET
BETOT 74N ZEEEIZAGT 20300370 <, &l Bilid™ 2 15
FF—F =X OFMHNHG] TENIEL N,

6. Tl
HFHET T — & ORINERDDHLFBED D B, IKPHE RN BRI NT
Ld CID THdIEERDTHRNDDIZDWT, L% E OKGERTHIR AT
HEE3 CRETHHBICIVEFWIZRINTLHILNTEDS, TOHED
FRER AR FTR A BB OB 2 BT LI DWW TIRHNRR T,

18



BUAE 1

A FTHWSHBEOER

BT 74N (R—FNERLTRNTHETOT 7))
MERHENOETT Y (SHEBTF ) (F: EFOEATE [ETF -5 LR
Gk T & -
F [EEdBRT—5 OS5 EREREROHHEETT —F ThRLH D, ]
I FCDISCH##T—4 (=CDISCIZHERM LT —5)
| | BFB—%tyb (=RtT—FtEy )
i | | FSDIMF—#tw bk (=SDIMIZ&DT—-Ftv b)
i | | YerF—#ty bk (=ADaM F—¥ &y F=ADaM L L2 F—F v b)
I | EE#E7 717 (=define.xml)
| bLH—F—F
I 1 =%ty b
| | Lesgural
| Lross5L67740
| | 23 R A R N
I L7 — &t w MERR T 50
L [REEEEROESZETFT—4F] (a3t shms i 19 5 & 17z R
B RHERMENT. RSN EER TNV SICET O HEETT—5)
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Domain

Variable

CDISC Notes (for domains)

Prefix Name Variable Label Type Description (for General Classes) Core
. - . ... |Reason not done. Used in conjunction with —~STAT
e --REASND Reason Not Done  [Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
F5m --RELNST Non-Siudy Char |due to a treatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TQ 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
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char |this unplanned Element. Used only if ETCD has|Pérm
Element the value of “UNPLAN™.
SV SVUPDES Description o.f. Char Description of \.vllmt happened to the subject during Perm
Unplanned Visit an unplanned visit.
Repoited Name of Verbati dicati that is el o
oM CMTRT Drug, Med, or Char ?l a IITI. medication name that is either pre Req
Therapy prinied or collected on a CRE
pY
Modified Reported . |If CMTRT is modified to facilitate coding, then|,
M CMMODIFY ™ IName Char | -MMODIFY will contain the modified text, [ ™
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |[Perm
HYPERTENSION.
EX EXADJ Rez_lson for _Dose Char De‘scr.ibes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT gepo.rted Name of Char |Substance name. Examples: Cigareites, Coffee.  |Req
ubstance j
SU SUMODIEY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here, . .
SU SUDOSTXT g‘ubstance.'Use Char Subslance: use c_on-sun}ption amount;s or a_range of] Pern
onsumption Text consumption information collected in text form.
AE 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 1 Char AEMODIFY will contain the medified lext.e 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 reporied as free text.|Perm
Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some (erms 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.®
MH AMHTERNI E:ep ;;ZZ?C:?ml for Char Verbz_li_im 01: preprinied CRF term for the medical Req
. condition or event.
History
Verbatit name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

Term

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

TREATMENT DEVIATION.

as;




Domain

‘Variable

CDISC Notes (for domains)

Prefix - Name Vana.ble 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 ajExp
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.

(7% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 LABE, SC#kld &%)
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AE RAT Y (GEFEF—F v M)

YT FOEERMTBES

HABTT—FNELETFA PEHERZDWTILETFECES ( TJTAPANESE
TEXT IN SOURCE DATABASE| %) ZHM T %5 (AETERM %% H AR TIE)
Row (STUDYID |DOMAIN |USUBJID [AESLEQ |AETERM AESTIYIC ALENDTC AEMODIFY |[AEDECOD
n JAPANESE TEXT IN| -
1 ABC123 AE 123101 i SOURCE DATABASE 2005-10-12 2005-10-12 Headache
JAPANESE TEXT TN . - .
2 10.12 13- 10. .
2 ABCI23 |AE 123101 2 SOURCE DATABASE 2005-10-137113:05  [2005-10-13T19:00 Back pain
R LIAPANESE TEXT KN Pulmonary
B |ABCIZ  |AE 13113 SOURCE DATABASE |02 1021 embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
1 {cont) Nervous system disorders SEVERE N NOT APPLICABLE :z:{fﬁl}[gl’y NOT
2 (cont) Musculoskeletal and conncetive tissue disorders MODERATE N DOSE REDUCED  |PROBABLY RELATED
e o xe , o o |[PROBABLY NOT
3 (cont) Vascular disorders MODERATE | DOSE REDUCED RELATED
Row AEQUT AESCONG [AESDISAB |AESDTH |AESHOSP |AESLIFE IAESMIE JAESTDY {AEENDY |[AEENRF
1 (cont} IRECOVERED/RESOLVED -1 -]
2 (cont) {RECOVERED/RESQLVED 1 ]
o ae H B FIN
3 (conl) g]_CO\ ERING/RESOLVIN v v 9 AFTER
AE BAA Y (AAGETFT—F v )
S Do L g 2 = Vil
« HABTT—FWNIELZFFA RHEHIZDWTHE, BAEE C@iiﬁfﬂﬁ’“%
Row [STUDYID|DOMAIN [USUBJID [AESEQ |AETERM AESTDTC AEENDTC AEMOCDIFY |ALDECOD
1 ABCI23  [AE 123101 1 T 2005-10-32 2005-10-12 Headache
2 ABCI23 [AE 123108 2 yea 2005-10-13T13:05  [2005-10-13F19:00 Back pain
3 |ABCIZ3 |AE 123100 3 Bt 2005-10-21 Pulmonary
cmbolism
Row AEBODSYS AESEV AESER [AEACN AEREL )
1 {cont} Nervous system disorders SEVERE N NOT APPLICABLIL EIE:.]/F:[I‘][;LY NOT
2 (cont).  |Musculoskeletal and connective dissue disorders MODERATE, N DOSE REDUCED  |PROBABLY RELATED
3(cont)  {Vascular disorders MODERATE | DOSE REDUCED  |PROBABLY NOT
i ) ) - cT o RELATED
Row AEOUT AESCONG [AESDISAB |[AESDTH |AESHOSP [AESLIFE |AESMIE [AESTDY|AEENDY JAEENRF
1 (conl) |RECOVERED/RESQLVED -1 -1
2 (cont)  |RECOVERED/RESOLVED 1 1
3 (cont) ]c{}l:COVl;RiNG/lU:SOLVlN v v 9 AFTER

{‘f"I 2) FIXOAARGEZWRRT D ENAEETH D, BT HIGE

XFENE AR

T ABENDH B ELE

QS RAA Y (METFT—Fty k)

Row |STUDYID  [DOMAIN USURBJID QSSEQ QSTESTCD |QSTEST

1 |ABC123 Qs 123101 I QSTEST] JAPANESE TEXT IN SOURCE DATABASED!
2 ABC123 Qs 123101 3 QSTEST2 IAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCI23 Qs 123161 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS FAA > (BAREBT—FEy )

Row [STUDYID [DOMAIN USUBJID  [QSSEQ QSTESTCD [QSTEST

1 ABCI123 Qs 123101 1 QSTESTI K THEESHFETH ?

2 ABC123 Qs 123101 2 QSTEST? S FAFIETEETH?

3 ABC123 Qs 123101 3 QSTEST3 S REL T O TT P
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Dataset: : XXXXX ( IXXXXX] WEF—%tv M)

No. Variable *1

Description *2

! D Unique subject identifier
2 STUDYID  Study number
3 TIME Time of the event refative 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
] = Dosing
6 CMT 2 = Parent drug
3 = Metabolite
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 EHAEDRT A&,
X2 FHOBBERRT S &,
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No.

~ Program file name ™!

Description *2

XXXXXX

FHY 727 0 OO Ver @
HEREM: - - IR,
{E R DR
cTORTY b A NEEATE I3 NS & TROTTHET 5.

XXKXX <-"/XA "
s DT TFAINBRFTDH T3 NI = TROTTHEET 5,

XXXXX<- "IN A G"

s TFROTETCTUTSLA2ITT 5,

exportData{ XXXXX)
FEE LTINS Gooo) WHAENZCSV 7710 ( Toxxxg ) o
LT ¥E2al—2alH0- - - 771 )b (xxxzxxx) 2FEITTH,
TR Ty b T AN Gooxx) E. ETHRELEZE7 VY Gooxx) 12
fET 5,
s FREOTFNS 7OV AQEFEZH ML, fELEZT VN v bo 7o
oxxxxx) Find ZARNT B,

xxxxx <- importData(XXXXX)

77 s OO Ver @
AR - - - ICHWE,
fENEO 8BS

X1: L7 rANVAHERETHI &,
¥2: oSS AORH WAV 7oy EAEN. EAMOBERSE) 2RHTII L,






