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Tl BAZALARAALVOBFISEE RoTEBRE EBIZTF—F Y
A RIZRILIT DT &, £e, DRI LA RAAL V~DF — & OBWE R
BT AEAICIE. ERTIC PMDA IR B Z EAREE L,
4.1.1.3 Dl F—F & b .
AT — & v Mk CDISC EHEIZISIT B ADaM (28 VR LIZIH 4 5,
ETETEEICEER SN2 TORITIZ OV T ADaM F—# & v M &iEH
THMBETRVD, FHMICET 5 ETEMET. BIREN (ZEHME
" BT ARIKRMBITCEELRIKREEMGE B ICE T 348 | RAeMic
B4 5 EEMATRCHEERICHE T 2 ERN BN, BaMoHF Bk
B 3 EELRETFOREYRET A 0MITE, A0, Zetox
ERHERERCHE  AROBRTEORILICE LA HMERBREELED -
DOMHICDONTIL, ADaM F—FEy FERHT /DL, BHT2F
— &y bOSHEIZ OV, FERIC PMDA ([T A2 EBEE L
W ADaM F—FEy MTIRRWT—F ty AV TIRRBEREE
- DEFRERBERENTVEEEICL, LRoAk - AROBREDIR
W B0 SEETICOWTIL, YUREROBINSATHES: ADaM ([ZHE-5< fiF
W7 —F2y FERIETIZ L, BB, RRBBRICHFEETVLELE
WA~DRIEDZDIZSEN L E@riconWT, BMTHirsyT—4€ > b
FRETALEL RN, |
ADaMi= iy, R LD % 570 Analysis Data Subject Level
(ADSL) WS F—Z¥y Fi3HY, ADaM F—4 v FERHTHE
- RBREFIZOWTET IhERE LRThER bR, £, ADa 7F—
Ay ML BRI ARG L3578, —RENZ ADSL ¥ —&F v
CIEENS, RREEHBEFCRBEINILETOREREE KL R
%A, RAIE LTE ADall F—FEy MZEHBZ L, ZThHOE
Fop L LTk, FERIIMZ T, R RBREHHEESES) | £
MifiEk (EgkE&E)  #isk, E. ST o -mE, ER. FiR. B
R, FERERT 77 7 ROCEERS—RA T A VT HHRER
RICHETAEHNRH B, .
 ADSL BAShD ADaM F— & v Mk, HEDE T B Ex O ORI
UTEA REBROEBRE VBRI LD, EBERLT—FHAL FIC
LONEORANREETHD I LITHETIETH D,
ADaM 7 —# & v MTBW T SDIM F—F v k& FE UEEHKE BT
LA, TOEHORME., AFEIIRKRE T L,
4.1.1.4 F—FEy bOT7 7 A NFERITOUNT

CDISC BE¥E|ZH#EHL | 7~ SDTM, ADaM ¥ — &tz » biL, SAS Institute 7%

BT AT —SFERE T+ —~y N TH D SAS XPORT 7 7 A VEEE T 4

<w bk Version 5= (BLTF FSAS XPORT 5y &\ o, ) T, 15—
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P AEY PELIT7FANELTRETAZ &, BB, SAS VAT AIZLS
YERIRFIZ i3 SAS CPORT Procedure 3R L2W2 &, HEFBTOIEN
DBEPOEY & E L bNAER T THASBEE] 105, ) ASE
EFNHT—FEy MTBWCHLEREIC T 7 1 AR SAS XPORT = &
L. =%ty MEERICFI VW B M- XXFE v N XS EL R E ST
— B2 HA RlIzgHbT L,

. SDIM BRUF ADaM ¥ —# & v Mo\ T, F—F v F%&??/i’}l/

AR ETBRIE,

412 TF—Fty rOBRHRERCEOMOMNET S0

4121 F—#ty bDERE

SDIM, ADaM F—# v MMzET B EBEITZHEN CDISC 21T 5
Define—XML FERUT L V. NEDERTRMBEARERAFZA N — F~DEBR
EELMBROT7 7 ANMCE LD LT, SUETAF— 4y hER
LI7FNFREGARZ AN — PRI LUTIRETAZ L, E%

CBOT 7 A NAIE Tdefine.xnl]| &5, EBEONAEL LT, 5
—&Ey b B BERORYVEIE. RUHKHEHAFESz— FiciE+

'5ﬁ%ﬁﬁiné HELEDOFRIIEINA—Ta 280 B ok,

EREBEDIEDIZAVDN D FREFHCB O TRREN SRR R
CIRETT — 4y N OBBROTBRES THLZ L3, BERRT
— A AW AREERMBICEDADIREETHS, LoT,
ADaM 7 — & & MY 2 EHBICIE, 4.1 L3RI EDME, 2ot
DERLQFERRCHAE - AROREDRIMIZE D 2 ERRBRER 515

DI DOIEITIZ DWW, TR & AIST BT T — &y R

| ENOERELOBFRETIMITERA ¥ —% (Analysis Results
Metadata) BEFEND I ENLEE LY, MFBRAFF —ZIZBNT
. BFRETIC OV TUTOEEBNEEND Z EBEE LW,

o RRBEREFERTFINIFIERE R IHRERSEROETAL
o fEFOANZE L EiiEE

e ERTAERTA—FHLa—R

c e fRETSIER & e B
s FEHTARF—FEy

L TR E BB L m— FOBRELE
o MRITRIEIEICIST N AR, MBI 0 S5 A, SRR ED

Al
© BNTBICHIST DT R T 2 7T AR

TEATFRERA & T — ﬁ@%ﬁ_owfiTﬁtmbwmcLié
Analysis Results Metadata Specification for Define—XML #&%E L

T HIEETEHN, ERBICEDTERHT 3 I EAREREAIIE

" eCTD WAL TR oCID BRI X > TEH HAVTUNVS POF 12 & 0 BRIEH
THLEHEEBTHD: BB, EBEICBNT, RPERBEARSEICL
DER SN T THELE LR,

4.1.2.2 ERFTZEMHESE (Annotated CRF)
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 ERSEEFASREE (LT lAnnotated CRF) &5, ) 1%, CRF IZ
LFOVRESNET—FOFER L, T—F vy MNIEELIERE X
RS ETEBER LD THD, CRF ODEBIZXNSTAEH L LT,
CDISC fRHEIZEEPL LT T — & &y MOV Tid SDTIM DEHERA W5,
v RO T IEIZ W TIE, CDISC =k B SDIM Metadata Submission .
Guideline (SDIM-MSG) M&ZEE L3, _
CRF {ZX W IRE Sh 7 —Z iXFIaEAR R Y SDIM F—4F & v Mo
ENTRHENRDZEBLEELWE, BHENEWF—FEERDH S
B\EITIL, Annotated CRF ETIMEHT —4 € v MZE&ERTWRNWE
BOMBBRRETHELDHIZ, BFENLRWEARZT —F 4 FICRR
TR L, REL, TOHEHEPELNR LI OWTIHERT ASNE
= A TAN .
Annotated CRF D7 7 A AFEEIL, FEAI, eCID EBEIF R eCID Bl Vil
ML TEDBNTNS POF &L, 77 ANV4&IT Tacrf. pdf] &§5
ZE, FAIE LTSIIM T —4Ey hERUZAAFITHINTE 2 &,
41.2.3 F—F#HA K
RAFEROEFEERICLET -4y FONE., BEOBGELEE
THEELIZ, BEFICLZT—FEy MERICH o TOF — 4 45
C EOFIARRE O T ARBEAEL TS0, SDIM F—4#
y NEW ADall F— & & v hOENRBRIZDNT, F—FEy FOE
CBBEIMATT S A FEEKL, BRIE LTHRIETEF &y
MNERUZANAFITHEMLTIRHETAZ &,
SMM7~5k/%k%¢67—&ﬁ4bLi¢&<&%uT®ﬁE
BEHBH L ET B,
o [EERRBA . IRREMEEERS
o ERARHEEREIEICRET AR
e BT EN, HEHAE, FERUEON—TV g v
o WRERE T —F OFHA ‘
o T —FIEHEAOEEIMEICETIHA (N)F—a VERIET D
FHER) :
ke, ADaM F—F ke y MCET AT — 2 VA FITRA T OEE S E
CEND T EHEE L,
FRERRERL . RBREREHEEE RS
AT — & 'y MIEET S BRI E B B A
Auwbh/ziZEnE, HEHTE. EERPEDOR—TVa v
BROF—F Ty MNORET BEEA
F—F %y FOERICETSEENS
F—sy FOBRH o -
T — HEREA DRI AR (NY F—a VERIZET )
SDTM, ADaM F—& -ty hENFHRDOT —F A FOERIZHZD
CDISC EHEIZBWTIXT —# H A FOREMN 7 +—< v MIREEEL
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CTVARWR, FEEIEDIARIOVTIE, UToERESEICT
BT EWNTESD, .
s SDIMT—FEy MIBTB3F—FHA K
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer s_Guide
o ANaMF—F¥y MZETHT—# VA K
' http://www. phusewiki. org/wiki/index. php?tltle—Analys1s Data_
Reviewer s_Guide

£, FERI, eCTD WA 8 eCID Bk VBEIZ BV TED Bn'cwé

PDF TIERR L. 7 74 V4L SDIM, ADaM (=5t L CTENE [study-

data-reviewers—guide. pdf | [analysis-data-reviewers—guide. pdf |

ETBRZLENREELY, BB, F—F A FIREAETEHRLTHLE

LE A7\,

4.1.3. ERATIEHEONN—T g TN

CDISC {EIEICHEM L =7 —F &y FROVEBELIERT B ICh 0
95, CDISC {FdE, HhAEE. FEEHIZOWT, PMDA ITBWTRITART
BEAR /S —7 = 0L PMDA @ WEB A b (http://www. pmda. go. jp/) BB 5
Z (l:-'o iﬁ:?s =g /UD“ﬁ'J\hTE#i Hg—%%z)"ﬁ(wn ﬂaﬁ%ilﬁ"ﬂﬂﬂi"}"é
THE R B 2 R 5,

AN TRREZ ATV a VEFEATAIZLEELILRVA, F—
MRERRBATIEIR— LI XA—Pa 2032 &, R—EERBRANO—L)
D RALNZDDTHDO A~ 5 U BB UESEAIIL, EH LAY
g ROEOEBIIZONWTT — 4 H4 FIZBWTHEBTAZ &,

BEOBEERBOTAMTOFT —F £ v MTOWTIE, FBERROT
—Z Yy FBREI A=V a VBRI THWAEETHoTH, FHE— L=
—Va MCREWERT D2, A=V U ICBE U TBIR L —P g
OBIEH, Bied/—Ta rhbOBRBRIZHTIZ Y EE LS on
Tk, 77— T4 FIcRB# T3 &, '

4.1.4 BEBEIROFEHEONT

HE, REBERSEOT -2 2T 50, £ OKRBICOWTE
NETHERFEPIERE (Therapeutic Area Standards) 23, CDISCIZ L ¥4
BREN T3, BECIBENAR ST TWAEREBIZ OV T2 0% FI
THIENTELN, FHLEEEBC YW TRT— 4y FOEHERD
F—ZHA FIZE#HTH2 L,

4,1.5 BAES—FOEWYFVNTONT

RAFETTF —FIE SN, D OoFN2HFEICER LB —EOHE
PR b A BNBH D EHITOWVTIE, AAE TORMBLE O]
THY., BRBECEHR LT —% UUT AREF—F] LI, ) i
m#a EBTFRETH D, BARENEENDAEEMEDN B D LR O 7% BIHE

2T, THIZRD b O TR,

HARFEEL FAAM VS ENBGEDORABT 207 —F vy k.
DEIAFER VR AFEZFENE LTUFOLEY £33, 2B, BiEks
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Bl E T,

HMUTB KA Y (FF ey ) KOVT, BABF—F v b

RUOSHESED ASCII THESNTWAIFEy MO CHEEEH

fer—4%y b (BT IEHEF—FEy b 1, ) O250
T—FEy NERERTHZ L,
BARFET—FEy MIBARBEBEOLZEAEL L, FhUSTE
BET—FEy FER—NEOERFEDT & 352 &,
AARFBT—4Ey beREFFT -4y MNIBAEER & Fhiowt
ST AT XFIDT — 2 EDBVWEREESF—OHEL L
La— g, La—RolE/Fb 2 20F —F &y METR—& T3
el B, T—FEy FOEBBREHTT Sy MIHT S
HODTEHDAT IV,
BHEETF—F ey MO BAFEEB Y T AERTCE, BT
— F TRV I LA B 2R JERECE S ( [ JAPANESE TEXT IN
SOURCE DATABASE] %) %W+ 22 &, F—ZEOHIBD=H
HAEE T — 5%@&0Wﬁ2m@ﬁ®v:—kc\HT%mT5%
BRHLEE. BEET—F 2y MoOMIET S L a— FizBnT
é?ﬁ?"‘&iﬁi—rﬂ’&%%ﬂ‘é &,
Z OBEEENEF| ( TJAPANESE TEXT IN SOURCE DATABASE] %) X1
HBTH—BLTRA—OH0ERAW, F—4H A FXRTF—4FE v
FDEZEE (define. xml) ICHRT B &,
AAFEZSEMR P — F Y 2 MEZEET 5 ST s AR
ﬁliﬁ EXFFIEBAT 5 b, B, HEXESRIEHT55
. COEEXFHEMRECREMNTA2LERD 26, RERICE
ﬁ%owéﬁkﬁﬁ»@@&ﬁm%mb(ﬁ.THMW%TMTW
SOURCE DATABASE 01) ., [JAPANESE TEXT IN  SOURCE DATABASE
MJ) JED AAGE L OIS BT — &2 A FEIRTZ L,
HFT—F 2y NMERIED 7 ANFILEHHI L, SDIMNT—4&
v MEXIEY 2 BAET —F Yy MI Tsdtm_j] 7 VFTED,
ADaMT“"ﬁ’IZ/ MRS 5 BAEF — 4 £ v M Tadam _jl 7&
el Tk, F—HEy MAERETRNVAZ2ODF —4 %
yb?ﬁ—@%@%mwécko
AARBEEHBEESERWVFAAL VI OWTHERFEOF —F 2y D
BEFEDT A NTITED, E@?éT*&f/%%ﬁ&b&w*
&,

&%\E%kbrﬁﬁ%ﬁ—&mowfﬁwmﬁﬂmmma%wtﬁm
EWIFETORBTRZ L T8, BAET —4230BERRROT —
ZERHTAFERHHEEITIE, FOMELITOVWTERNIZ PMDA (24
T B EWEE LU,

4.1.6 FuZIAORHIZOWT

4.1.6.1 BHFBTEIT A

CDISC #ZEHEIZ L L /- B FT— Il T35 u /5 AL LT
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ADMT—ZEy MERFA T v 77 AR OMRITH 7 0 75 AORHERD B,
&7 T T LT, ENENETAOEEEROBROERER, f#tfrL Y
ALOWERBNRERZBTSHY, £43° LY PDA OBEICBWTEFDEEET
. TAHZ LR RURA L UTIRHTALERR, £, BEDY
7 RO = TRA—D g UZRET B O TRV, 7a /T Akfem, E
CATUERE (ERALEARL—2a v VAT A, VT MY T ROED/S—
Pa) BT AERICOWTHETT — & H A N3 2 &,
Ve aRRE LT e ST ARERLTWAES, v/ us e s T AL
TIRHT S Z EMBEE LD, w7 07 a s T AORHPEE SEES, -,
F—sty MR ST AOERBEEIMTEICEFELTRY a2 F A
B EORHSE#REE ST, ST 7 TY X A0S A HEEEOR Y
T LT XA,
4.1.6.2 TS FEDT 7 A LT
4.1.6.1 TRTEBY, 0 d I LFEDY 7 by TR/N—Tg T
© BRETDLDTIARCDR, 77 A NVEITETY 7 b = T RS LR
FEFDHT &, WREFDRRNT 7 A4 NMEOEEIT 7 A AU 428
BR&ET—& WA Ficgbb i b,
4.2 251 +H30BR. ﬁﬁ%ﬂﬁ%%@&ﬁ&ﬁ%ﬁ%ﬁﬁﬁ@%ﬁk%Té$%%
FF—H TN
TERPRIESERIROE T — & Ny r— U AE) I ONC EE R I o B 35
%%7*&&07ﬂ?7A%®E¢%ﬁ%&Wauomf HEHL4~ & BT % LA
'—-—Tj-o
4.2.1 ERRIEERIR D E T — & Ny 7 —TUHHAE| o\ T
' [ERREHEROBTT—F Ny —VHEAE) (3. BHEEFT
=B EY— b YRF AL VRIS BEIER—Z YA b b
TAN EN B BRI T — S EHABTOERI D PMDA MER T2 &
o, XELLTEBTAZLERETHS, BB, YXAFAEE
BERICBET 7 7 ANVEROBHITABICIE, 3. 7THIZRLELEBY,

VI 7ANERATEZ LTI,
PMAkkwrF&%%ﬁﬁ@@%%r~ﬁﬂj&~v&%%1%

ER T BRI N ERIERIITROLBY THD,

» Study ID (&EREREERIT B CFF)

¢ Z7ANSR (TrANREED) , BB F—bU=A VAT
DG T 7 A NS R B HENESIZFRAA LD, T A NSADAS
#i%‘?&fcﬁb\o

o EMiSNI-MEHTOFEIE (STS (FEHERYRZMMBIEEAENT) . POP (&
$EMTfiR4T) . PBPK (ZEERFHOIKYEEES %Tw)xioma(%
_@M)@%% BESEHWTADTS, ) , 2d8, STS [Zif1EHE
%&%%ﬁﬁ%ﬁtﬁﬁ@ﬁ%ﬁ%ﬁéﬂt%%%ﬁ@@ﬁ%@
MEate, |

o TZF7ANDRNEOHE, BRI 7 ANDEBRMDT 7 AN LD
BRENBEETED LS IZHEMERERTEoE, BB, ANTES
BRARCEHIT 100 XFETH B,
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4.2.2 WFEEFT7—F OREARBHARIIOWT

B R IR B REARAT . BE AR B OB A SR d B 30 & 7 /LA
DEINLEIIC DOV THET NS BEEY TR, BB, BiFoEEIc L
bf, F—FE v h& SAS XPORT A TIRHT B, F—F kv 14
L7 7 ANAETRI—-ET R L,

4.2.2.1 BN IEMBHERARAT -

ADaM LIS DTG CHE B R SR B BRI B A R B — & ik
LHERITHONT, BTF —F 2y NERUYF —# v NEBEEOHEMITTRD
L EBNTHB,

O Etr7—FEy k

T 7 ANAMERIEL, BTOWTHADERX L T5 2 8% Ly,

*  SAS XPORT FE3X. (. xpt)

¢  ASCIT Format Data Files

*  Phoenix Projects (* phxproj)

- WinNonlin Files (& pmo, *, pwo)

@‘7~5t/FE%%

o T—&ty NEEEICE, Pl & LA R OSEROMA %
BHaZEEL, KA EBEIEERTDZ &, RIS, MBTHR
EREZSEERLDHIERE., TOEEEUYR—UFERT
HT ETELRZ RN,

o Ty AAMIE, A, eCTD &1 K& TR oCTD iR\ VBENIC K -
TEDLBNTWAPIF & T3 EMNEE LW,

4.2.2.2 FHEMBH (EFARESL VI alb—a 28T, )

REEFATIC B4 2 BERE 77 —# £ 3B EIC >V T, s —#
i/b&07—§t/FE%%@%mmTﬂwkkbfké |
O fEtryr—sty

77 ANV, BTTFOWTNAOER LT 2 ENREE L

*  SAS XPORT JEz (k. xpt)

¢ ASCII Format Data Files

C)T—$k/FE%§

T—FEy NEBEBICZ, P & bBERE R OEROMBP L

eHbdTEEL, ﬁﬁ4%ﬁﬁuﬁﬁ#é ko b, MRATRE

FRMEEBLIHRWEPHIHEE. ToELE %A—v%%TT

BHIETELEZRNY,

o T ANERIL, KR, eCTD WEIFK R eCTD BRIRWVEFIC L -
TEDLILTWAPIF T3 EREE LY,

4.2.2.3 EBZHRMEERETIVERET (E7VCESIK VI = b—v

EV%ED )

RS B RR T T VTS T 2 R R T — 4 2R A5
kOwT\%MTé774W\T~ﬁ?/F&UT~$f/FE%%%®¢
METRDEBY TH B,

O BFCRAVWEEFAOMEE, BRELLENROEBATA—FD

B, ETFIECHERORESITEOFERBEETHE 7741

77 ANVTEREL, EROENTELE RN,

@ MHRET —F L2 lEERROT—F ¥y b
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BEDY 7 My =7 TITTE 3 L5 IF— ¥y hBERINT
LTWAEAIE., YEETF 7 74/ (Simcyp PE Data Files (uml
) B FEHITAZEREFLY, B, BEDOY 7 Ny =T A
F—F -y MEERUINT U TCWRWESD 7 7 A AR, 5
DR TELIRARNY, '
®'T~&f/bm%%
o« F—Sty MNEREICE., PR EHLEEAERUEROTAE
BHdILé L, KA EBEBITERTHZ L, 2B, HBITHE
- RPEEZIRENDLIHRIT. FTOBEEY—URART
B ETHELEZRN,
o 77 AR, ﬁﬂLemnﬁﬂ&Uemnﬂmwﬁﬂw;o
TEDLNTWAPIF L5 ENEE LW, '
42.3 7v 75 AEOREHRRHABIZOWT
-4.2.3. 1 BEHER) 2 S BhERARAT

E%%%Xi%%@%@ﬁwk%?é%ﬁﬁﬁgxm%nhﬁLr%ﬁ
T REEFROEMIITIRO L B8V ThHD,

o fEHTTNTY XA (FlziE, BHERE ST A—F OBEHEES) R
EETRAMOT —F ORWBPUNE, i LRI B9 3 3
EELbDTHD, B, T —F¥y PEHEICSEZERNESE
584 (Phoenix Projects (*.phxproj) ® Text Output %) |
ZOEEHFRTAHIETELE LR, £, BTHEEEICY%
HREFENDHER, TROERET A ETELI RN,

Ce T AN, EEOWRNTELI IR,
4.2.3.2 BBEMT (ETMCESVIab—vavEED, )
BERMTICET 3 BEET7— 4 ZRIET 3581100 T, FusF5 A

TrAN, TEREEBHAENTZ T 7ANVROT 2 7S5 ATFEELED

Ral—La T AT A AT TRO LY ChH B,

Q Tulssr7rAL
T7ANMERIX, THRAN 77 AN ETB D ENREE LV,

@ FELREEMSHAHESNET 740 (NONMEM output %)

77 A NMERIL, EEOWRTELI LA,

@ VYIalb—vai@ETBATFANL
77 A NERIL, EEORTELILZRN,

Fio. Tul T AFEEOEMITIEDO LD Tha,

« TulSARETTAEOOEMEELTETILOTHE,

o Bt TRITATFANLROT DS T AOBRBEEED
DT EE L, BEEESEBIERT AL, ok, BEHENL
IS AEFERTHICHIEo T, NALDIEES., B0
BT O RENRWEEIE, BRI n ST AFIEEDE
HIZRETH B,

5. HEEETT—FEL D & ORIz HONT
5.1 HFBEFT—HFEL D DR
FRIE LT, 2TOREETT —FiX, fIDNy 7 R—UNEBBINS
ZERBEETHD, LU E, eCTD WEKE TN oCTD BV EBEICRT
EIZ LY oCTD HARH T AHE1E, eCID Sy 7 R —2 KR eCID 7 4L F il
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WHRRETT —FIRIERNILT 7 ANV E2EDRNI L, T2EL, E 1
DIRMNER—RICBET 5 REETT — F ORMOFELREEZ L ITER

T5Z

Ea

5.2 ﬁ—&»%%bmiéemnﬁﬁﬁ%wmﬁ
eCTD T 3k, R—F LT A M LEFICEBETFTERRVVLERFE
WEASL, eCTDZMBZFLZRETHZ &, LELRBROFEIILITO®EY T

b5,

¢« e » e @

FEE R H DIRFES
HEERSD

AR HREEDR]
ER, 2E03

- RHTFEH

5.3 R—FZNHA &I L eCTD DiEH

eCTD DIRHIZH T2V, HFEFRANFERE R —F N4 N TR, BiR
SUIANT D, FNEROFUILLTO®EY TH D, BB, 2ETHOEB TSN
TRHOECICE S, BRI AITEZRD S HO TR,

s FR, F57 b, EMMIZE0R|
TF— b7 A A EE
eCID =12
RHERES
X (=2—R)
e )
HH 5 B 0— R4
3 dh B OIRFE4
TA IWARF = o 7 BT B[R
XML A ARF A (CID Sy 7 R—Y) DF = v 7 SbEEIE
BV ERERRIRER .
FRERAHE W3R O% eCTD HAITHE 24 3 o 4
i

EREEBER, BRIIAN LEE, BT 5 1D O by F LNV T xv
R R—FAY A b ETEEEL, PDAIKCRIEST B, B—FH A D EE
R BEIC WO TIERIRT T,

5.4 W—FNYA RN UTHRE S oCTD D5F4E

PMDA IZZ{E L7z eCTD IR LV A NV AF = w7 BN F— g & BT
Ly TOMERE E DI CTD ZEATOFMAERE BFEEIOEKT 5, CTD -
WHRHATLZA)VTF - g )NE, RAE LT PMDA @ WEB H A K
(http://www. pmda. go. jp/) IZ/ABAT D eCTD RREIEY —NVDEEv=aT NV
LErBHTTDH L,

5.5 eCID 7A 7Y¥A 7L BFETFT—F OBMR

BEETT —F IIREZRICRTIREEHO—HTHHZ &0 b, HiF
F7F—FEER (BN, BHRIIHIER) 755818, CIDEHETTHI &23
B CH D, eCID & HBEFF —& 20T TRITBEE, 3.3 (R
BFT—HIRLMIMEREPRET A LT, UERBETT —F L BEET
6emD@%ﬁﬁﬂ%&&éa$%%%%~&%%&Tém&tb‘u?®

@

CEETLHZ L,
eCTD FIER HFFICIRIH T D WREBTT — &
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MERHIC %@¢é$ %?Tﬁﬁé%ﬁb PMDA I BHEEETF 5 —
FEEEREZIToRIC, PERHICEET ZRFEETT —F BNk
CHT A EIXTERY,

@ BRI 3EZICRMT2REETT—4
| BT ARZCRMATAREETT —F I, %Eweﬂnﬁm@
MBS LEEZET, BEOHEMERE LTHR—ZATA FENLTE
' T B,
® wm&ﬁ% LRt ARBETFT ¥
FREQTERH LUEBEEFT—FZD 55, PMDA A oCTD WETHICE
HBHELDE L TROIEHDIX, oCTD KFTHICERIZIRHT 5,
s BERHORBETT —F LOELSOAERBT S, LETORHER

BB CHRRH LUEBEETFT — 4 2 BERHT ALERX2,

o HEETT—HUMIIEHT S CID BRBEE LR WVESIT, 1BH

. FIRIZOWTHERNIC PMDA IE¥T 5 2 &,
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AR EEN D TRRIESHDEHOH

Domain {Variable . CDISC Nates (for domains)
Prefix Name Variable Label Type Deseription (for General Classes) Core
. \ Reason not done. Used in conjunction with --STAT
Ham --REASND Reason Not Done  |Char when valug is NOT DONE.
Relationship to An opinion as to whether the event may have been
B ] --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
The text of the comment. Text over 200 characters
CO COVAL Comment Char |can be added to additional columns COVALI1-|Req
e 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.
Description of Description of what happened to the subject durin
SV SVUPDES Unplanned Visit Char an unplljanned visit. i : [penn |
CM CMTRT gt:ggft&i;\fa;?e of Char Ve.rbatim. 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 i Char CMMODIFY will contain the modified texf Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,Perm
HYPERTENSION.
EX EX Ab 5 Rez}son for Dose Char De.scribes reason or explanation of why a dose is Perfn
Adjustment adjusted.
SuU SUTRT gjg:t;tsgeName of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
sU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here. .
SU SUDOSTXT Substance.Use Char Substance- use consumption amounts or a range of] Perm
Consuinption Text consumption information collected in text form.
AE AETERM Eip:gsgr::réigz; Char |Verbatim name of the event. Req
: Modified Reported If AETERM is modified to facilitate coding, then|
AE AEMODIFY Term Char AEMODIFY will contain the modified text.g 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 treatmnent. 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 Verbati inted CRF ¢ for 1l dical
M MHTERM the Medical Char | Yerbatim or preprinte erm for the medica 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, Req

Term

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

TREATMENT DEVIATION.




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 off
Qs Question Name | Char questions used to obtain the measurement or Req

QSTEST

finding. The value in QSTEST cannot be longer

than 40 characters.

(2% : SDTM Ver.1.2, SDTMIG Ver3.1.2 B\, RiRIT—E40E)




BIHE 3

fl1) BHABOEMLHRAFZEXRETZ20E i%-ﬂ’ﬁ"ééﬁ/—\

H A58

— & T OB

AE FAA YV (EHPETF—FEY M)

¢ Ei\.un-

.._\‘

—FWE LT X PEBIIZOWTIEEIXFF ( [JAPANESE
TEXT IN SOURCE DATABASE] %) #i%i19 % (AETERM %% HAFETRE) ,

Row |STUDYID |DOMAIN. |USUBJID - JAESEQ S[AETERM i ", JAESTDTE' [AEENDTC AEMOD]FY- AEDECOD
JAPANESE TEXT IN
1 ABCI23  [AE 123101 I SOURCE DATABASE 2005-10-12 2005-10-12 Headache
JAPANESE TEXT IN . ) \

2 ABC123 [AE 123104 2 SOURCE DATABASE 2005-10-13T13:05  |2005-10-13T19:00 Back pain

- JAPANESE TEXT IN Pulmonary
3 |ABCIZ AR 3o 3 SOURCE DATABASE |2005-10-21 embolism
Row AEBODSYS: @ 5o T TR A RS EVEL HABAENTE AAEREL: o s
I (cont) Nervous system disorders SEVERE N NOT APPLICABLE EEET%EELY NOT
2 (cont) " [Musculoskeletal and conneclive tissue disorders MODERATE N DOSE REDUCED |[PROBABLY RELATED
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED PROBABLY NOT

: RELATED

Row AEQUT -V 7o [AESCONG |AESDISAB JA ESDTH* [AESHOSPAESLIFE-JALSMIL, AESTDY AEENDY ‘[AEENRFE |
| (conl) RECOVIIRED/RESOLVED -1 -1
2 (conl) |RECOVERED/RESOLVED 1 1
3 (cont) gECOIVERlNGIRESOLVIN v v 9 AFTER
AE FAA Y (BARET—FEv )
: HK@TT*&W%LLT&R%@E&O%T@ H AEE %%@Ei%ﬁ?é
Row |STUDYID |DOMAIN'(USUBJID [AESEQ: “|AETERM. . " %" *[AESTDTEC: ABENDTE 0% |AEMODIRY: [AEDECOD:
1 ABCI23 'JAE 123101 1 B 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 2 i 2005-10-13T13:05 [2005-10-13T19:00 Back pain

3 2 10 Pulmonary
3 |ABCI23 |AE 123101 |3 Y Fiad 2005-10-21 embolisn
Row AEBODSYS: - J|AESEY: CJAEAGN:G 4 |AEREL, L
1 {cont) Nervous system disorders SEVERE N NOT APPLICABLE Egimlggl‘y NOT
2 {cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED

- i ~ |PROBABLY NOT

3 {cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOQOUT ~ 0 Lo e TARSCONGIAESDISAB |AESDTH | AESHOSP: TAESLIFE JAESMIE - JAESTDYJATENDY  JALENRE .
1 (cony) RECOVERED/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (conl) gECQVERING!RESOLVIN y Y 9 AFTER

2 RXDBARFELERTIIENEETHY,

TOBERDHDIGE

QS RAA YV (FEHFETF—FEy )

AT DHEELFF 2 EIC X

Row (STUDYID - . |DOMAIN - |USUBJID " [QSSEQ .~ |QSTESTCD |QSTEST = AR ‘ !
1 ABCI23 Qs 123101 1 QSTESTI JAPANESE TEXT N SOURCI: DATABASEOI

2 ABCI123 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2

3 ABC123 , Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3

QS FAA Y (AAREF—FEy 1)

Row STUDYID: = [DOMAIN ~ |USUBJID- [QSSEQ- . |QSTESTCD [QSTEST'. SR

1 ABC123 Qs 123101 1 QSTESTI Eﬁﬁaﬁﬁ%ﬂ#f 7‘7)1 ?

2 ABCI123 Qs 123101 2 QSTEST2 EISAFHETEES B P

3 ABCI23 Qs 123101 3 QSTEST3 FIAEE L CLRETIH?
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Dataset; : XXXXX ( DOOXX) 135 —#+€ v p4)

No. Variable *!

Description 2

! 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
6 CMT 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDYV 0 = Valid PK measurement
1 = Other {missing or invalid value, dosing event, start of urine sampling)
X XXXX

X1 BRAERILTDZL,
M2 BHOBA LTI B &,
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No.

Program file name

#1

Description #2

xixxxx

HRYZ =7 OO Ver. @
ERER: -« - - 2RV,
s RIS B 7 5, - |
TNy b7 T ANEMATE 74N ETROTCEET 3,
XXXXX <= "TIVAG"
e DT —F T ANERET BT 4 e FROGTTRET 3,
XXXXX<S- "R AH"
s TROTETCT S I LEE2TTS,
‘ exportData(XXXXX)
HELEZA0F (ooxx) WHAENECSVZ 740 ( Txxxx) ) 23t
LT, ¥Ia2b—Yalrfl@. « « 7740 (xxxxxx) 22745,
cTUN Yy b7 AN (xoxx) &, ETHRELEZFAF (xxxxx) 1@
Y 2, :
s FRROITRo7u 7 A0ETEHEMAL, RELET Y Ny b7 74
b XXXXX) & FiA T AT B,
’ xxxxx <- importData(XXXXX)

XXXXXX

fFHYZ =7 : QO Ver.@®
ERAN : -« - TV,
ERROREA .

¥ : alIAT A NLERIRTBEZ L,
M2: Ta ST LD (ERY 7 b7, ERAEY., HAROYELS 2Rikiao s,



