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% Mﬁ%l%ﬁ?77&&0§¥&m~274/ %?5%%%?

T AEERH B, ,

‘ A%LM%@A%MT“&?/Fi ama#a@am%%w%@um
UTHEA REBOEBRE L VEBAIZ LD, ERBERLT—EZTAL FIT
LANADHEANEETHLZ LICEETERETH S, ‘
ADaM F*— & & v MZBWT SDIM F— &+ v b & F UK E FnTn
BBAITIE, TOREORBRME, NEHIIRFETHZ L,

41.1.4 F—FEy FOT 7 A AHRICDNT
CDISC #EHE|Z ¥EHL L 7~ SDTM, ADaM 5 —# & » MiX. SAS Institute 2%

AT AT FEET +— <y N TH D SAS XPORT 7 7 A JVERE T 4 —
< b Version 5 &=, (BLF ISAS XPORT oz &\WH, ) T, 15—
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" Ay NE1T7ANE LTRIETAZE, 2B, SAS VAT AIZLD
YERCIRFIZ IS SAS CPORT Procedure [ZfEfH LigW 2 &, BAECTOTEHN
VEPOBEYIEEZ ONAEE (T TBAREEE] L), ) &
ENDHT—FEy MIBWTHREIC T 7 4 AR SAS XPORT FER, &
L., 77—ty MEEBIZCAWOREXFEY vy N XUIHELFRE T
—Z A RIZEDBH &,

. SDIM KRN ADaM F— & & » MZHOWTIE, F—& By ML 7741

LR ETBH L,

4.1.2 F—5ty FOBRERVEOMOFHETS3CE
4121?—5t;bwﬁ%§

SDIM, ADaM ¥ —# & v MMZET B EHEIZ TR Eh CDISC IT8BT 5
Define-XML FERIT LV, REDERTRNBHERAZ A NV — b ~DHHR

CEEDXMERO T ANICE LD LT, METATFT 4y NEHE
LCT7ANFICHEBAZ AN — P ERICBMUTERETAZ L, £

CEBOT 7 ANEIE Tdefine.xnl) &3, EBEONAL LTE., 7
— &ty b B FHORVEZE, ROBHHHAERSa— FIgET

| BEBVEEND, HELOBFRIINA—VarEEDEIL,

AREEDODICHV LN 2 BEBEERHI BV TRT SN BB R
emmr~&t/b&@%#@%ﬁﬁa%?&é:eﬁ\%%%%?
— A EAWEAREELMIBICEDLEDICEETCH S, Lo T,
ADaM 7 —4 v MIBT A EREICIE, 4. 1. L3RI AN, ot
DEBERFEREOHE - AEOREORMICE DL A ERARRER LB

- DD DT ONT, RITRER L ST S8R T — 7 & v b oFH

C ENDIEBEL OBRETRTHEITERA 45 —4 (Analysis Results
Metadata) MEFEND T ENEE LW, BIFHERAFF—ZIZBNT
i, BRETICOWTUTOEEREEND Z EREELLY,

o IRRRRHEREFBICR T INIBITHER 2 R TRRESERVRTEL
o MRITONRAR L EiiHEH

e ERTAENTGA—FLZLLa—F

e RTRBRLBRDOE
s FERTET—%EY N .

Lo EITHRR LD L o — ROBIRENE
o ENTEHEEICRIT AT AR, BT n ST s, BT ED
COBERE , f
o SR HIECRIST BT T 1 F 5 AR
BT RAZF — ORI OWVTIITERBY CDISC 12k 5
Analysis Results Metadata Specification for Define-XML %#&:3% &
TAZELTAN, ERBIZSHTERHBT A EAEERESIZIT

" eCID AR O eCTD Bl VEENZ L - TED HILTUW B PDF 2 L b RIS H
THILENHFRTHD; B, EREBIZBVWT, BBPEERAKEICK
DER SN T THELE IR,

4.1.2.2 ERM ZEFIHEZE (Annotated CRF)
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 ERMXEFHEE (BT lAnnotated CRF] &5, ) &, CRF IT

IONEINDGT—FDEEB L, T—F Yy NCEENLEHEX
RS ECHEEERLELDTHS, CRF OEEICHSTAEHE LT,
| CDISC EHEICHERL L =7 —F & v MTOWTE SDIM OEKEZAWS
v EROFEBEFIEICOVTIEL, CDISC 2L % SDIM Metadata Submission
Guideline (SDIM-MSG) 23B&Z 723,

CRF Iz X WINE S NI=F —Z (IR RY SDIM 7 —& & v MIEW
SHTHREENAZENEE LWA, #HEINARWT —FEHE H S
B4 121, Annotated CRF ETCIIEHT —4 &y MZEENTWARVE
BEMBHERETDLELEBIC, EENBRVWEREET —F H A FICR#
TRzl EEL, TOEAXHELMRLDIOWVWTIIRRT I LE
AR, ~ |

‘Annotated CRF 0)77/(/1/3?2:_&0:]1; JEH|., eCID iBEIK N eCTD B\ i

Mz > TEDBNTWS POF &L, 77 A NVAIL Tacrf.pdf] &£ 75

Tk, RAIELTSDIMT—&tEy FERMUT7 A NVFITHEAT D Z Lo
4.1.2.3 T—FHTA K |

ARAEEROEEBICL T —F &y FORE, BEOBEMERE

#5&&% o, BEEICLBT 4y MERICHTE o TOTF — 418
ORI FIRLR ORI BT AR AL T2 72, SDIM 7 — 4

vy FEW ADaMl F—4 & v FOEFREFRIZONT, T—FEY FDOE
' BBIMATT S AL FEERL, RAIL LTHIET DT -7 &y
CRERUT AN IR TRINT 52 &,

SDIM F—& %y MIBTET—F A Rizidde< é:*bL/LTODIEE

BEEHDHILE LTS,

o [BERRERA. RREGHEEESS

o [EERRBARIENCBIT S
e VbR HREIEE, HERREDONA—Ta

o WHBRET—H DA

o F—HIEUWE~DMEIMEICETHHE (N T - a VERICET S

FiEA)
F7e, ADaMl F—F ¥y MBET AT — 2 H A FICEUTOEESE
CERBILBEELLY, |

FRRHIRA, IMREMFEEESE
R — v MCBREST AR EICET A
BVbh i ER, KEFEE EERNZEONN—Va v
EHOT— Y MkET 5 EER
F—4t v FOERIZBET 5 EE R
F—Fty FOEHA ;

F— HEMEA~DOYERIE BT BHEA NV T —va VIERIZET5HA)

SDIM, ADaM ¥ — & &y NENFNOT —Z HA ROERKIZHZY

CDISC MEEEIZIVTIET —4 H A FOEMIR T +—v v MIREESh
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L TWARVL, FEBIREDIREIOVTIE, UTOBESEICT

DI EWTED, ‘

o SDIMT—&%Ey MIBETAT—FHA K

http://www. phusewiki. org/wiki/index. php?title=Study Data Rev
iewer s_Guide

o ADaMFT—F kv MIBETARTF—Z 01 K
: http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_

Reviewer’ s_Guide ,
& 30EE, FRIL eCID @A O eCTD BV EBANZBWTED BTV 5

PDF CIERR L. 7 7 A /L4 SDTM, ADaM (2t L CENZEH Tstudy-

data-reviewers—guide. pdf | ranalysis ~data-reviewers—guide. pdf |

ETBTENEELY, BB, &ﬁ%kiﬁﬁ;f@ﬁbf%#

LXZ7R0N,

4.1.3. EATBEHED NN~V g 42250 T

CDISC {BMEZ I L7=7 — &y NROEEE L ERT 2 CH 0 A
9%, CDISC #£4E, HHIAE., FEESITOVWT, PMDA B W TEITANRLT
E@A~/B/MPmAwmm#4b(mmﬂmwm@gUW)%%%fé'
i, BB ANA=Va DR ANFERIE, REESARBEEICEHTS
RH4EA B 2 U5,

F—HEANTRRINA-Va VEERTDIZLEFELI IRV, F—
RN TR — Lz —Ta v WS Z &, R—EERREBRNO—1]
D RAANCONDTHD A= 5 VBB UEHEICIE, EH LAY
g Y ROZEDBEBIZONWTT —Z A FIZBWTHBATSZ L,

BEDOERBRROBRESBFOT -y MTOWTiL, SEEREROFT
—ZEy NBREINRN—Ta URER o THBBEAETH-oTH, H— LA
— g VIZREVERT A L, N—Va UBE—ICB LU TER LIz A—T g
VOBIRER, BRANN—arnbOEHBIzh- D EE LEEZ o0
T F—&44 FICE#HT B2 L,

4.1.4 FREFROEHEIZOWNT

B, BRBEREEOT — 4 2RNT B0, £ DRBIZONTE
NENEBEITIELE (Therapeutic Area Standards) A%, CDISCIZ&L V28
BEh T3, BRICEESAR SN TV AERBIZOWTIZZE DERELFIHE
TAHZENTEDIN, FIALEEREZOWTET -4ty FOESRBERD
F—F A RIZE&HTHZ &,

4.1.5 HAFET—F OBY HFENZONT

AAETT —FINEIN, DOENEREIZER LZHAIC—EDER
BB b2 H BEHITONTIE, BAE TOZEHILEOEY]
ThY, BEARFBTERHKLEZT—F CUT TBRET—F] LWH, ) 28
tt'ﬁ“é EBFEETH D, BAE ZJ%EMZQ‘IEEFE#&)E)’E’&O)W%%' |7

21T, THIZRS O TR,

BAGEEEN AL VICEENDIBEOEERET —F DT —FEy b
DRAFTIER CEHFETEE LTUTO LR &35, 728, BIKS3
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BT

BWUFTEFAL Y (F—FEy ) 20T, BARET—FEy b
ROEEFED ASCII THRESNTWAXEE Yy MDA THER IR
feF—&Ey b (T [#&HFET—FEy b &), ) D2OD
F—2¥y NEERTDHI &,

AARFET —# >y MIRFRFEREDOLZ AAFFEL L, ThLINISE
HEF—2tEy P ER—NEDERFEDT —FLTH L, |
HAGFETS — 4y M eB®EHFT—F 2y MIBAEER & 2K
Jo g BEBMEXFEFNOT —F EDEVERELSLFA—OF/EL L,
La— R, Va—RolEFEb 2 205 —F &y NECRI—& T3
L, BB, TSy MVOERBEBEIREFT—FEy M D
HDODEHDHBT LYY,

PFHEFET —Fy PO AARBEBICEKY T 2ERTICE. EROT
—H TRV I LW 52 3EFE 5 ( [JAPANESE TEXT IN
SOURCE DATABASE] %) Z#&#iT5Z &, T—FEBDOHIRDID,
BARET — 4 2 BEOEHUIELRE D L a— NIZH TR 5.4
ERHHHAE, BHET—FEy MROMIETH L a— FizkW\WT
WRERE TS BT B2 &,

Z O#EECES| ( [JAPANESE TEXT IN SOURCE DATABASE| %) X1
RBRTE—BLTR—DbLDERN, 7—4H 1 FXIETF—Z &y
FDEFEE (define. xml) IZHRTAHZ &,
BAZELZEDEMEZESCa— FU R MECHIGT 5 BRI @ i 5
RNIIEECFEFE RN B &, B, REXFIN RN 5%
A, FOREXFINEHEICRINTILENH D2 OIX, REBIZE
%%OH&&E@WKE@&%E%WD(W:TMMM%TMTW
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02) ) . TTDEKEL OMITTET —FHA FEIZFRTZ &,
HFET—F Y NEFIED 7 A VA ICEDB I L, SDIMT—4 &
v MZXHET 2 BARET — &y ML lsdtn_j] 7HNVFITED,
ADaMF — & & v MZMIET 2 AAET —F 2y ME Tadam_jl 7+
NFZEDBIL, T8y MARRTRNVLAIX2ODT—4 &

v hCE—DLDERANDT L,

HABEAEEIARVD RAL VIOV TREREDT—F Y hO

HEFED 7 ANFILED, BETHT—FEy FERERELRNT
L,

7248, BRIE LTCHAET —#12o\Tik SDTM R T8 ADall & bic EFED
BIFIECORMT DI L LT 28, BEET —F 2ATHARRROT —
2 ERET DFERHDHEICIT, TOHMEASIT OV TEANIC PUDA IZHH
WD EHEELL, |
4.1.6 TulTA0EHIZOWNT
4.1.6.1 BHTEZ ST T A

CDISC BYEIZYEL L/~ HEEBF T — X ICETA T s 5 58 LTI,
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ADMT—% &y MERRF T2 77 AR O 7 v 75 A0RHERD 5,
B0 7T ME. EENEITH OEEIEROBROEES, f#tT7/ Y
X LDOHERNBERBEITHY, LT LS PDA OBEEICBWTEDE FET
L TBIENHEERIER R UNAE & UTIRET AMBEILRY, -, BEDY
T hY =TT a MIRET DO TRV, Tul T hEER, £
CATUEERE (ER LAV —2a U VAT A, VT MY T ROED —
Tal) [T AERICONTHETT—F 41 RT3 2 &,
Ve uZRA LT e ST ARERLTWAES, vrurn I AL
TIRHTAZENEE LV, w7 a7 sS LORENEHEES, -,
LTy MRTE ST LD B R ESEMBICEREL TR Tr ST A
BAEOREPEMMESEITIE, f#TT VT Y X A0S0 2HAFEE RN
TELIX XY,
4.1.6.2 T I AhDT 7 AN
4.1.6.1 TRTERY, 7ulT MIEEDY 7 M= TRS—V g T
© BRETD LD TRV, T 7 ANABITIIETY 7 MU = T M5 U iEE
FEEHDHT L, TEEFRRWT 7 A VEDBEEITT 7 A VR 550
BRET—& A RIZ&hB I &,
4.2 B 1HERER, RRKERREOREL OCHRREKHEEROMITIC RT3 HHEE
F7—FHTONT |
TERRFEBRGPROEBFT — &y 7 —UVBAE) O R IEEER O F i
BT 77— 4RO 7T NEOBBHRRHARIZONWT, I~ HIEE DL
ToRT,
4.2.1 TERARFREGNROE LT —# Ry r—VBAE] o0 T
B (EEREBEROETF T —F Ny r—VHBAE] 3, HFEEFT
BRI A VAT AL D RETARICR—F YA bk
TAN SN DR T — ZIRHABROEH D PMDA BEK TR Z &
Nh, XELLTHRHETAZLEEIRETHD, BB, VAT LAEE
RERICET 7 7 A VEBORETAEICE, 3.7THIIRLELEY,

IV I 7 ANERETEI ETEN,

PMDA IZBWT EEREBERDOEFT -4/ vy —VHBPE %

TEER T DERICHERERITTRERD LB TH B,

o Study ID (&EBR* AT 5 CFF)

o TF7ANSA (TrANBEET) BB SV VRT
DET 7 ANRRE BENENZ TSR D, T 7 ANNADAS
IELER, '

o Effisn BT OTREE (STS (BRI EKYEhiEfEYT) . POP (B
SEMfENT) | PBPK (AEZEMEYMEERTT L) XL Other (£
Dfth) DENZE, EEERAWVWTANT D, ) . 728, STS IZiFiEHE
B 22 SR B RERRAT & [FI8R 0D 05 15 CHREMT S iz SR Bh ik /3K ) 2247
rxsite, ' ,

s Tr7ANDABRDHE, &7 7ANDHRMD 7 7 AN D
BRENFBEECTED L) ICHMETERIA &, 2B, ANTES -
BRCEHIZ 100 XETH B,
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4.2.2 $%%#7~5®ﬂ¢%&%&ﬁauowf
FEYEHY I S B REARAT . 154 R ARAT B VA B S 1 SR o B %7»%%
DEFNEFIIZTOWV TS NEEEL U FIRT, 28, BIroBEIC
59, F—#F vy F% SAS XPORT i CHHT 3BT, 7~5k/b%
T ANARR—-ETBI L,

4.2.2.1 FEIER 2 3Ky BhRBAEAT

ADaM LASF DT CREYERY /e SR Bh BEARATICRE T D RER BT 7 — ¥ 1R
BAEEITOVT, ﬁﬂﬁ?‘“—& ‘IZ/ MO —# > MNEREOFEMITTRED
LB THD,

O f#rT—4ky b
77 A MERIE, LTOWTNHORRETBHI ENEE LY,
o SAS XPORT B2\ (% xpt) ‘
e  ASCII Format Data Files
e Phoenix Projects (k. phxproj)
e  WinNonlin Files (k. pmo, *. pwo)
@ 7‘“"5"2 v hEBEE
F—Fy FEFEEITIE, PR LB EBAROEHODHAE
GBI L EL, %m4&£%m¢m?5:e°&%\%ﬁ%
RREEBLICRRPHIERIE. TOEELHRYR—VERRT
BIETELEIRY, |
o T7rAAERE JRAL eCID BANK T CTD BLiR\ BANZ K -
TEDBILTWAPIF L5 LANEE LUV, |
4.2.2.2 BEMET (EFMCES VI 2 b—varEal, )

FHEFATICEEY 2 BT 7 — 4 2R T 25BN T, T —4

Ty NROT—F 1y NEREOEMIITRRO LB D Thd,
O @EHF—4ky
77 ANMERIE, UTOWTIHDRRETHI EREE L
o  SAS XPORT FEZ=X (k. xpt)
e  ASCII Format Data Files
) 7‘~§7-iz v NEHEE
F—2ty MEZBEITIL, PR ELEHARVERDOHAL
EHdLEL, %ﬁ4%5%h¢&f5:&o&%\%ﬁ%
RPFEELICRHBIDIBEIE, TORFLEE—VERART
BT ETELIZARY, ’
o T ANRBRIL, JRAI eCID FEHEIK N eCTD BV VBAIIZ K-
TEDBNTWAPIF ETBIENEELLY,
(4.2.2.3 AT EERYIRWDE E TR %Tw%ﬁ(%rw CEIKVIab—v

g vEREr, ) ,

AR ERR T T NMENTICET A R ET T — 4 2R 5% e
NTOWT, BETBE 77 AN, Ty NROT—ZEy NEREFODH
X TRDERBY THB,

@ EMTICRWEET AL OEE, RELZEDREPEBNRTA—FD
B, BTFIESCEROBRESTEDERBSEND T 7 AV
77 ANVERIL, FEEOERTELI XY, |
@ MHPRET—ZZSrE0BERABROT -y b
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BEDY 7 =T T TED LT &y FEERXIINT

L TWAEAITIE, MEUEFT7 74/ (Simeyp PE Data Files (xml &

N) B) ZERHTAZENET LY, BB, BEDOY 7 My =TI

7~&ﬁ/b%ﬁﬁx&%ztrw@w%A@774wﬁ;i &

@ﬁﬁf#biK@“

@'7—&t/FE%%

o Ty FEREICT. 2R EVERLAROEROUHE
BHBHI L, M4 ESBICERTEIZ L, B, BhE
RBREEFICERVHHHEIL, FOBEEREN—VEHATRT
BIETHELIIAR, '

o TrANENIL, KA. eCTD WBEIKZ TN eCTD BV VEENC L -
TEDLNTWABPIF &T5Z EARZEE LYY,

423 TG NEDRAIRRHNEIC T
4.2.3. 1 BRI IR EhRRARAT

FEYENRE S II W BhE /BRI @Té%ﬁﬁ%%ﬂ@%ﬂuﬁbfﬁm
D TREFROEMIITROLE B Y THh A, ‘
o MRETTAAIY XA (B, EYEREAST A —F DEHFEE) 2

EETRERMOT — & OBIRVE, e U7 BT 2B 3 2 25 R

EELLOTHD, BB, BT —4t%y FEBICYRBERNEE

NB54E (Phoenix Projects (k. phxproj)® Text Output &) X

FTDOEERARTAHIETELEIEZRY, £, HFTHEESICYY

BRPSENDHEIX, TNOLEEHTAZETELI R,

e T ANMERE, EFEOBKTELIZ IR,
'4,2.3.2 BEMMBET (ETMCESIR VIab—variEte, )

- REMENTCET AR ETT — ¥ #RHTDH/ICONWT, TrlJ
TrAN, EERERBHASINTZ T 7ANVKRONT 07T LFEEED Y
Ial—iaric %#6/74w®#ﬂiTﬂwkkDf%é
ORA=2 A NN P~

774”%%1 T%XF774”%KET5 kﬁ%ibw

@ FERERN/HASHIZTZ 74/ (NONMEM output %)

77 A NERIE, EEOFRRTELI LRV,

@ YIalb—valicBTas7rAN

T ANERITL, EEORRTELI IR,

£, Ta ST LAFIEEOHEMIITROLBY THS,

o T LEFTTAEDOFEMFIEELTRTILNTHS,

o Kl b, uTTATFANBROT RS T LORAEED
HZ&EL, RS 2BBIERTHZ L, B, BEINE
Ta s T LEERTBICHIZoT, NRAZDIETEE., Kl
HAELT O MERRWIEEIZIE, BERMICT v ST LAFIEEDR
HITTRETH B,

5. HEETT—FEL CD & OBEFRICONT
5.1 HEEETT—F%L D DHE%

FRIE LT, £@TOBRBEEFT—HIL, eC(IDNNy 7 R—rhbsRBEN5
CENEHITH D, LHLARBE, eCID WKW eCTD B\ BEANIRT S
EIZEY eCTD T BHETE, eCID Ny 7 R—2 KT eCID 7 #VFEE
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CHEETF T — X B ABEHRUT T 7 AV EEDRNE, EFEL, B15
DT ER—EICEET 2HBEETF T —FDRBOFELREE D LITRER
THI L, ' - .
5.2 R—=F VP A MZ LD CID ZMHBEZDORE
eCTD 2T AKX, R—F AP 4 P LERNICERHTER RO ERE
WEASDL, e CIDZMBELBRETIZ L, LERBFROFIILLTOEY T

D,
° 255 B ORR5E4
HEEX 2

o HHREBENII—FEHREOR
o IER, ZED
o RHFEH
5.3 R—H V¥ A Mg Lic eCID OEH ,
eCTD MIRHIZHT= 0, BFEHIIMFINEFREZ R —F VA b L TRER, 2R
XIIANT B, MHIMEROFNILITOREY THD, BB, 2 THOEB IO
TIREOZONCRGE, BIRUIATERD D H D TR,
e AR, 2% EX, RF7 b ZHIEOH
e = A ZEE
eCID ZAIE=
SRR
B (=2— 1)
FHFEX Y
55 5L B O—fREVA TR
FEmEORESE
A NWAF =y 7T ABR
XML A Y AZ A (eCID /Ny 7 R—2) DF = v 7 Y L EEEE
B ERERERE :
FEEAE M K (R eCTD FEAITHE 2428 DG
s (&
bR ARG, BIRUIAS Liztk, BHT D CID O by 7LV T 40
FaBR—FNYA b ETEREL, PDAICEET D, F—F VA s EDORKE
B2 BRI DWW TR TR T,
5.4 R—FNYA FEMNLUTHRH SN eCID D54R
PMDA IZZ{ELT- eCTD ITH LA NAF =y 7 RUNYF— g U EFET
L. ZOFERL L BIZ oCTD ZERE O R % PEEEITERT 5, oCID
T B3N F—va VARG, FAIE LT PMDA @ WEB ¥4 b
(http://www. pmda. go. jp/) (BT % eCID MRFEY —NVDBEw==2T )V
LERBEIZTHI L, :
5.5 eCID T4 7HA 7N & BHEBETFT —F DBk
BHEEFT — A IXHEEEICRM T REERO—EMTHH 22D, HiF
FF—4HEE (BN, BEXIZIHIER) T5%61E, CIDEHFTTDHI &N
WEITHh 5B, eCTD & HEEFT —F 240 CRETAEHE, 3.3 IR THE
BF 7T —F I RAMMERERETHZ LT, YUKARETFT — ¥ LHET
% eCTD DFFENTIREL 2D, HIEETFT —Z2RBHETHIIHD . LLTOD
EIZBETDHZ L, |
@ eCID FIEIRHFEFCIRHT 2 REETT — 4
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FIERHICEET 2 HEETFT — 2R HEH L., PDANLHFBEFT—
AR EER TR %I, VIEREICEETZREETT — 4 2 BMiE
T A Z LT TE R,
@ BT IEEICRMNTIEEEFT—4
BRI AEEICIRAT A REETT — X I, ﬁm®eﬂD%m@v
ESLEEIET, BEDOHRMERE LTHR—FNVI A FE2NL TR
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® wm&ﬁﬁuﬁﬁ¢é$ BT — 4
LRROTHRHLUEEEEFT—F D55, PMDA A eCTD ShETHEIC
HBEHDE L TRDIZ b DI, eCTD ETRHC ERITIBHT 3,
o HRHOBHEEFT—4 LDESOIHEZRHET S, AR OO 52 a5
B CRHELEEEETT — ¥ 2 HERHTALE IRV,
. $%%%?~ﬁu%u%mféﬁmﬁﬂmTEL&mFAi\%w
C FHEIZOWTERNC PMDA IZHRT A Z &,
o PMDA 75 HFEETT—FZEEE LTI B, UHEHERED
CREETAREEFT — X RBMEET B Z LI TER,
s EXGHESBIIHBEFT —F2RHETAESIIEAEDOFIEIZHRES,
5.6 HFEETT—FBHEBOLFEHE |
CTD XX eCTD ETHHZ REEETT — ¥ 2 RT3 HAIT. THERZ DK
%Ewéﬁﬁﬁwﬁmuowfj($m22$12E27EHH%%%%
1227001 FMATBIE NEE G ERESRRESMIEEEREMN 3RO 61w
TEREREIC, Y% %%T~ﬁ;owrﬂﬁfé L, TDEE, RBEHT
LETOT7 7 ANVEEERIZIFET 5 LBT2 <, FRRICBEET 2B
FF— 2 —KOFEMNHBTENE I, '

6. Dt
HEEETT —F ORHERDAIHHEHED S b, %H%ﬂmm#
LY CID THDBZ &%?bfm&m%w_omfxéﬁﬁﬁwﬁ FEURAT
EEE S THETAFHIBICL YV EFICRHT DR Z LN TE B, %@%ﬁ@
KB HINMTE B OEREN R EF AR O W TR TR,
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| YWoerssarvrAn
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| Ly —sty MERAZ B 7T A
L (e RN O REETT — 51 (MEHaH 72 SR BHREARAT A2 H & T BEARER
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Term

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

Domain [Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. \ Reason not done. Used in conjunction with --STAT
3@ --REASND Reason Not Done |Char | " 1 % NOT DONE.
Relationship to An opinion as to whether the event may have been
45 --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
CoO COVAL Comment Char [can be added to additional columns COVAL1-|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 o_f ' Char Description of \yl}at happened to the subject during Perm
Unplanned Visit an unplanned visit. .
CM CMTRT l;is ;’_rt&deza;?e of Char Vetrbatim medication name that is either pre- Req
Thera printed or collected on a CRF.
Py
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name P 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 EX Ab ] ‘I:Z'c.lson for Dose Char De:scribes reason or explanation of why a dose is Perm
justment adjusted.
SuU SUTRT IS{:bp;:l:SeNanne 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.
suU SUDOSTXT Substance .Use Char Substance. use consum_ption 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
e 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
b Other Action event that are unrelated to dose adjustments off
AE AEACNOTH Taken Char jstudy 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-UPR.”
o Reported Term for Verbati inted CRF term for the medical
MH MHTERM the Medical Char |'croatim of preprinte eri 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

TREATMENT DEVIATION.




Variable

finding. The value in QSTEST cannot be longer

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

o Verbatim abnormal findings, the value should be NORMAL.
PE PEORRES Examination Char |If the examination was not performed on a|Exp
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 Qﬁestion Name  |Char questions used to obtain the measurement or Req

than 40 characters.

(3% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 LIf&, FE#RIZ—#EE)
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Bl11) BAEOEMTHAFZEZERET EOEEB/MTI5E

AE KA A v (FEHET—
‘ E! Zliuu-

2w )

\,_\‘

—ZINE LT FAFERIZOWTIIEEXES ( [JAPANESE

TEXT IN SOURCE DATABASE| %) #®#WMd 3 (AETERM %% A AE fﬂx%)

TEBEUNEND DEE
Qslf4/(%ﬁ+?—5ﬁyk)

Row {STUDYID: [DOMAIN: :{USUBJID: - |AETERM: ESTD! A
JAPANESE TEXT IN
1 ABCI123 [AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12 Headache
- JAPANESE TEXT IN i , .
2 ABC123 |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 [2005-10-13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 |ABCI23 JAE 12310013 SOURCE DATABASE |200510-21 embolism
Row AEBODSYS S
1 (cont) Nervoqs system disorders SEVERE N NOT APPLICABLE gg{g\![l.gg“y 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 ALSCONG [AESDISAB JAESDTH, |AESHOSP|AESEIE,
I (cont) RECOVERLD/RESOLVED ‘
2 (cont) [RECOVERED/RESOLVED 1 )
3 (cont) gECOI\/ERlNG/RESOLVIN Y v 9 AFTER
AE RAAw (BABEF—FEy b)
 EABCT S LT & A MER IV T, AR EOE R B,
Row [STUDYID|DOMAIN {USUBJID:JAESEQ: ! |AETERM AESTDTC! ATBENDT [AEMODIEY: [AEDECOD "
1 ABCI123 '|AE 1123101 I T 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 2 g 2005-10-13T13:05 {2005-10-13T19:00 Back pain
. iz 10. Pulmonary
3 ABCI23 |AE 123101 |3 V7% 2005-10-21 embolism
Row ALBODSYS JAESEYV. AL ARAGN e
I (cont) Nervous system disorders SEVERE N NOT APPLICABLE RELATED
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
. - B, PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED ‘
Row AEOUT: +AESDISAB |/ DY|AEENDY::
1 (cont) [RECOVERED/RESOLVED -1
2 (cont) [RECOVERED/RESOLVED 1 1
3 (cont) gECOVI:RING/RESOLVIN Y v 9 AFTER
o J =6, I—“' Kl
Bil2) RXOBARFBLERT DI ENEEETHY ., FERTIEEFFEHEICKE]

Row [STUDYID ;| DOMAIN # [USUBJID - JQSSEQ | 7 ]QSEESTC

1 ABC123 Qs 123101 1 QSTESTI

2 ABCI123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABCI123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS KA (AFRFET Sy h)

Row__[STUDYID:: [DOMAIN: [USUBJID . [QSSEQ:" - - ]QSTESTCD:’|QSTES

1 ABC123 QS 123101 ] QSTESTI B THfEir E775 2

2 ABC123 Qs 123101 2 QSTEST2 E5EAPIHLITEET P

3 ABC123 Qs 123101 3 QSTEST3 FUAMMRE LT ERKTIN?
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Dataset: : XK. ( XOXXX] (37— v h)

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 MDV 0 = Valid PK measurement , _
1 = Other (missing or invalid value, dosing event, start of urine sampling)
X XXXX

X1 BERAERIET DT & }
X2 BROBPNAETIRT D &
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No.  Program file name *!

Description *2

1 XXXXXX

FERY7 =7 0 OO Ver.@
FERHEE: « - RV,
EAREDOHER '
cTURNTy b T FANERATE T+ NF ETROITTEET S,

KXXXX <- "/ 4"
e DT T ANERETE T ANT ETROITTRET 5,

XXXXX<- "IN ALY
s FRROITETT 1 I T A% FEITT B,

exportData(XXXXX)
HEE LI 74047 (o) WHAENZCSV 77 A0 ( Txxxx] ) W2t
LT, YSalb—alflm- - « 7740 (oxxxx) 2EITT5,
TNy FT7740 (xxxxx) %, ETHBELEZALF (xxxxx) I
R 5, :
s TROITHe 70 /7 A0RTEHML, RELETU Ny b 774
IV XXXXX) EREAZ AT B,
xxxxx <- importData(XXXXX)

X XXXXXX

HHY7 b7 . OO Ver.@®
FEHEH : -« - - AV,
RO E A

XK1 : T as o677 ANGEERET B L,
X2 a T L0 Ry T, ERABMN., EHBOEELAS) 2RIRTE L,

-






