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BB 5 BRI EE R Bk P IE B IC B 5 2 figdT) . ZBaiZ
B 5 EEMENCHEERICET 2 BARNRENT, ZRERHEDEIZ
B2 EELRTFORBERNT 2D OMTE, Ak, Z&%0
FTELFERRUCAE - FEOREOBILCEADL 2WARREREED
T DI DWTIL, ADaM T —4 kv FERHETHZ &, TS
F— ey DO OVTIE, ERIC PMDA ITHIRT D T L EE
LYY, ADaM F—&Ey b TRAWVWT =&y 2RV TRRBERS
EOMFRERMPEREINTVRESICL, LROFDHME, RetkoE
EhZERECAE  BEOREDORIICED 2 BITIConWTIR, B
EROBRNTEESR ADaM KESMHT—# vy M eRHTB I L,
i, AEBHBRICHBEEPRESEE~OEZ OO EN U I
WZOWT, BMTHRTT—& vy bERHTHHEITR,

ADaM IZvk, HERE L~ OIEH % & Te Analysis Data Subject Level
(ADSL) & WHF—F -y FBEH Y, ADaM T—4 v FERIHT DL
RBE|COVWTHT I ERB LATHIER SR, £, ADaM 7—
By ML AEMIFEER LT D, —RHIC ADSL F—F &y b
’ﬁﬁné\ﬁ%%mﬁﬁé_Eﬁénééroﬁgﬁ%ﬁﬁ&at
A%, FRIL LTE ADaMl F—F &y Megbbl &, ZThbDE
#oF L LTI, TEIIMET, BB RRELHEEES) | £
MiiEsR (EREE) . #HuR, EH. BT ohieiR, £l Fi. K
W, BEREZTRT 75 S RUBEERR—RATA VICETHHEREE
RICEATHAEENRH 5,

ADSL LIS+ ADaM 5 —# & v M ik, BE9& T 58 & O OIS
CTHEABEROEEEZ L VEDZ b, BEREST—FUA FIT
I ARNBEOREARBEETHI I LICEBETAIRETHD, :

ADaM F—F ¥ vy MIBWT SDIM F—& &> b ERIUEHEZAVWTY
ABEITIE, FOEFEOBYEE. NESIIRHKETHZ L,
4,1.1.4 F—F¥ vy DT 7 A NERIZOWT



CDISC AZHEIZ #EHL L 7= SDIM. ADaM 5 — &+ » M. SAS Institute A3
AT D7 —FBET A —7y FThS SAS XPORT 7 7 A JVEREE 7 A+ —
< b Version 5=, (DLF SAS XPORT Bl &\W9H, ) T, 15—
FEy bl T77A40E LTCRETDHZ L, B, SAS VAT ALIZLD
YERCREIZ I SAS CPORT Procedure iR L7222 &, AARETOREHH
HENOHEGEBLLNDEH (UUIT TBAREEBA] &5, ) BE
ENBDT—FEy MEBWTHEIRIZZ 7 4 AT SAS XPORT R &
L. =%ty MEERIZCAWLNEXFE Yy NXREFBILFREF
—H A RICEHHZ &,

SDTM B ADaM F— & & w Mz oWTik, F—&Ey FAE T A
ZIXRA—-¢T5Z L,

4.1.2 T—Fky FOERERUEOMOFFET 236E
4.1.2.1 F—& kv rOEHE

SDTM, ADaM F— &t v MIEET 2 EHEIXEhEh CDISC 2T 5
Define-XML FBXRIZ LV, NBEORTHEFAERBRAFA N — h~DBH
PEDMBERO 7 s ANMZELDEET, MG TE3F 4y FEFE
D73 NVE YR I AN — P ERICBRHLUTCRETA 2, E8
EBEOT7 7 ANELIE Tdefine.zxml) &§5, EREOAEEL LT, 7
— &y b, B EHORVELE, RUOKHATEYC2— FiZ@EY
LHEBRBPEEND, HESEOFRIIIA—TVar2gGHLT L,

ARBBEEDTEDICAHVOR I BFEECBWTRRINIBFTER
LT — &y P EDOBEBROWEBES THAZ Lk, BRRBET
— 2RV AREESHEICEDAE=DIIEETHD, LoT,
ADaM 5 —# ¥ v MZETIESEIL, 4 L L3IITRTHEE, Zafk -
OEHELREREVCHE - AROBREORMICEDL 2 BEARBRERELE
Bl DBIFIT DT, IR L MR T AT — 2%y MR A
ENDEREF L OPEFRERTHEITERA #5 —4# (Analysis Results
Metadata) & ENDZ EMNEE LV, BHIFHREAFF—ZIZBWT
&, BHETICOWTELTOEEREEND Z ENEE LYY,

o BRREHEECRRENIEAFEELTTREESFERCETAS
o FRITORE L EiaEE .

s HHTAENRTA—FLZLLIa—F

o fRITHER L IR DT

s HERTBZT—FEy b

o fRITHE LB L a— FORRERE

o ETFEEICRT ARG AEEH,. BT 7T LA, FRITHED

HERE
o RITTEICRIS T AT 0w 7T A O

WRREAXF—ZORRIZOWTITHELRRBY CDISC ik 5
Analysis Results Metadata Specification for Define-XML # &% &
TREZELTHN, EREEEOTRMNET S I EBERERGEITX,
eCTD 3BEN R U eCTD Bdfel MBEIT 1o » TED BV TV 5 PDF i L 1 Bt H
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FTBHILREETHD, BB, E%%L 3V, m%%max
DIERESNTWTHELI LR,
4.1.2.2 ERMA X EM#REE (Annotated CRF)

BIRGHEOERSREE (BLT lAnnotated CRFI &5, ) i, CRF &
LoREENAET—FOFAER L, F—FEy MTEENIZEH L
S THERERLEZbDTHSB, CRF OEBICHIGT H2ELHE LT,
CDISC AZBHEIZHEHL L7 F — # & v MZ-2W Tk SDIM OEHE AW 3,

C BEROTEFIEICOVWTHE, DISC 2k % SDIM Metadata Submission
Guideline (SDIM-MSG) B&ZE L5,

RF 2 L W IRE ST —Z i3 TEERIBY SDIM 7 —# & v MIEH
INTREINRAZENEE LW, BHEWRWTF—FEHEXH D
B/EITIX. Annotated CRF ECIREHT —# vy MIEERTHRWVWE
WAMBRRETHELLIZ, SENRWEAZT —F A FICE#R
TAHIE, T2E L. TOEABALIRL D] \_ob\'c IR T HLE
X7z,

Annotated CRF @7 7 A ARk, JRRIL CID &R eCID Biff\ i@
Mz k> TEDHOLNTVWS PDF &L, 77 AV%&iIE Tacrf. pdf] &9 %
k., FRIELTSDIMTF —&ty hERUZFNVFIEMTHZ L,
4.1.2.3 F—FHAF

AREEROEEBICLST—Z ¥y NORE, BEOBEELT R
FTHELHIT, HEBECLIBT -4y MERR BT o TODT — 1%
YEDF R R O I BB+ A BAE FRE L 5729, SDIM 7 —&
v FRO ADaM F—F v FOERFRIZOVWT, T—FEy FOE
BEICMZTF—EHA FRERL, FRIE LTRHETZ2T—% Yy
FERUTZ FNVFIIRMLUTRHETSZ &,

SDIM F— &ty MZBET T —F H A FIZi3dR<EHBELTDOEE
CREHBRILETA,

o HEEERBR4L. BRENHEZEESSE

o EEERERFEICAET AN

o Bunbhi7-iENE, HHEE, SERVEDARA—Va v

. WBET—FOHRHA

. T—ﬁﬁﬁm®$M%k%Té&%(hJ7~Va/#% N3

BREA) .

it\mm7mﬁf/bh%#57—&ﬁ4b XU TOHEERE
ENAZEPEELY,

o [ERRBL, WREGEHEEESS .

o fRITF—F vy MCEETAHERBRFEICET HHHA

o BAWHBNT-EME, HKEIFHRE, BERVEORR—TVa

o HWHEOT—Fty MIHEBETIHER

+ T2ty FOHERICETIEER

o F—F¥yv hOH

11



o FTXEB~OBEIWEICET AR (NI F—a VERICETS

FRER)

SDTM, ADaM F—& & v FENENDT —F A FOVERRIZH =Y . CDISC
BB TET -2 H A FORMERYRT A —~ v MRS TORUE,
EEBICEHANEIC VT, UTFOENE8EICT3 kmr%%

s SDIMT—%ty MIBET AT —FHA K

http://www. phusewiki. ofg/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

o ADaMT—FEy MBETAEFT—FTA N

http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide |
£30EIT, SRR oCID@ER U CID Bl MBANC BV TED BT S

PDF CIERL L. 77 A N4k SDIM, ADaM 123t L TENEN [study-

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

ETBZEREELY, BB, T—F A FIZEABTERLTHE

LXZ7RV,

4.1.3 ERTIEEO S~V g 200 T ‘

CDISC fZEHEICHEM L o7 —F 2y NEROEBEFERTDICHVEH
45, CDISC #ZBHE, M AZE., BEEZIZHOVT, PMDA IZBWTRERITART
BE/R/N— 3 ik PMDA @ WEB HA b (http://www. pmda. go. jp/) BT H
&, BB, A—VarO2 ANFIRL, PEESABEFEICLRT S
RHER B 2 BT 5,

F—RERNTRRLINA—Ta Vv BFERTHZ LIRELI LRV, F—
BERBANCIRHE— LA —Ta v 2AVa &, R—FEERBRANO—
DEAALNZONWTMO R =T a 2B LEBAIE, LA
3 Y EOEOBEBIZOWTT —F HA FIZBWTHHATSZ &,

BB OBERRBROFGEMNOF —F £y MeoWTHL, FEKRBOF
—H Ty RRREI NN—Va VBRBRSTWARESTH-ThH, H—LEA
— Vg VITREWERT AR L, A=V a It UTBRIR LAV
vOBRREE, B3NV arhbDERICHEIVFERELEZAZIIo0
Tk, T—& A FZE#THZ &,

4.1.4 FHRBFVROFETHONT

RE, SEBEEBEOT —F EBMT 5720 2L OEBIZS>VWTE
NENIEBPIREENE (Therapeutic Area Standards) A5, CDISCIZ X DA
Bl T0 5, BRCEENRAREN TV HREIC OV Tkt OFEEFIA
THZERTELR, FELEEECOVWTIET —# 2y FOEEERY
F A RIFHREHT DL,

4.1.5 HAEFT—FORYFNTONT

HAGECTT —ZIEIN, P OoThBRECESE LEBEIC—EDER
BERDLDNAIBNEHIERICOWTHE, AARFETORTRELE0EY]
THY, BRETEH LT —F QT TEREF—F] L), ) &R
HT B2 ERAEETH D, HABRESENDFREENH 2EHOFI%E B
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QNIRRT I, THIZBD b OTHRAN,

BAZEEEN FAAMVICEENIBEORAEBT —F0OT7—FEy b~
@%%ﬁﬁ&@%ﬁﬁ&@ﬁ%&bfu?okkb&#6 s, B3
[t B

o HBUITBEALY (F—EEy ) IK2WT, Ezliaw“*é?'lzy k
BUEETED ASCIT THRESNRTWAXFE Y NOZTHEESH

=Xty bk (BT [FEHET—S ey b LS, ) D2OD

Ty FNEERTE L,

e HAET—F ey MIBREEEOLEEARFEL L, THRESMIR

HEF—FEy NEA—RNEOERFTEDT —F L THI L,

o BAABEF—FEy hEEEBFF—FEy MIFAFEHEB LENIZH
JST AREEBETFFIOF —FEORVWERE S FE—DOEEE L,
La— Fik., La—FOJEREL 2205 —F 2y FEITR—&T5
Tl BB, FT—FEy FOEREBIRFEFET —F 2y MOHT D
b OOFFHDIZT IV,

o B¥FEF—Fvy hhOBAEEBICERYTAEFIC, BEROT
— H TR &S B REEFECFF] ( [JAPANESE TEXT 1IN
SOURCE DATABASE) %) %#&Mi$ 252 &, 7—ZROHIRDOID
AARET — & 2B OEEIEE DO Vv = — Fzad THEWT 2.4
ERbHEGER, BERFET—F Y I\Eiﬂd)ifi”fﬁ‘él/:l*-*l\(m.:}bb\f
%ﬁ%ﬁi%ﬂ%mmfé &o

e T DHFEXFFH| ( [JAPANESE TEXT IN SOURCE DATABASE) 4%) X1
HEBTII-BLTR—DOLOEHAN, F—2H A RET—F kv
. FOEFZEE (define. xml) AR TAZ &,

o AARBERSDEMRLa— Y A MEIHIGT 2 EFTICIET R E
RIIEELFINABRT DI L, B, KEXFHEEMT 55
. TOKRE I%ﬂ%ﬁﬁkE%?ébE#%é&%i REIZE
BxOT AR CEIICE 2R EEY (Fl . [JAPANESE TEXT IN
SOURCE DATABASE 01) . T[JAPANESE TEXT IN SOURCE DATABASE
02] ) . TDEAELOHIGFITE2T —FHA FEITRT I L

s HEEFF—HEy NEFMEDTANVFLEDDI L, wm7~&t
v Mextiad 2 BAES—F 2y ML Tsdtm_j) 74 VFIZED,
ADaM 7 — & & v MZRIST D BT £ S w M3 ladam_j) 74
NTREDBEIL, F—FEy PARTT LT 2 00T —F &
v PCE—DHLDEBNL T &,

¢ HABEHEZSERD FAL VIOV TRERFOFT—FEY PO
HEFEO7ANFICED, BERTH7—FEy MERELRWD
L, ‘

728, BRI LTHABF—FITOWTIL SDTM B U ADaM & Hiz EFED
BWFETORET AL LT3N, BEARETS—F 28D ERRAROT —
X ERHTATFTERD BT, FOHESIZ W CERIC PMDA [TH
MBI ENEE L,
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4.1.6 ulIr0BRHIZOWT
41.6.1 #HTEHT0 T T A
CDISC AEHEI ML L - R E T T — # ICET 57 n /5 AL LTI,

4.1 1.3 IR AESE, BeMoEEERECHLE - AROREDRILC
1 5 RIS R B DI O DT ONT, ADaMF—F &y MERAT
0/ S EUSTR Y 0 77 AORHERD D, £7/07 7 A3, THFEN
FENT R OB LN EROIBRROIERESe, BT 7 VT Y A AOFERNERBHTH
D, STLY DA OBERIZBWTEDOEEETTH I EAFRERFAR W
WAL LTS ANERZRY, £, BEDY 7 by T7o—Tg A4
RET D bOTIRVA, s akiEm, 37 LEERE R LA
L—2a VAT A V7 N2 T ROBFEONA—T a ) BT AFRIC
WTHRETF—F A FIcBWTHREE 22 &, v/ nsfALET 05
AEFEALTHBES, v7a7al3a b CiRHTAIENEE L
B, wrurulI AORMBESERES, £, T—FEy N urs g
LDOVERL BRI HEBIC ERE L TR Y 7'u 7T A B EORHAEE ES
HIZ, @7 A ) A AOGhBHEEEORHTELI AR,

4.1.6.2 2T F L0774 AT

4.1.6.1 TRTERY, 7ol I AIEEDY 7 by =T~V g T
FRET 2 HOTIIRCR, 77 A VAT 7 b0 =TG5 LR

FEREHBIE, WHEFHIRNT 7 A NEDEEILT 7 A NVERIZEET 55
&7 —& A FiZgHad T &,
4.1.7 #1HRAR, FAKERBRYS O E USRRBEIROMITICET S
CDISC I TYEIL U T H BT — F ET T
% 1A, BRREERBRE OER O RIEEEROMETICET 5 (DISC
BRI U BT T — A EORD T 4. 1.1 25 4.1.6 LFEFRTHD
3, FRCBE T EEELITITRT,
41.7.1 OIMF—&Ev b

BEEhiE/ ST A —& ik, ENEENEACET A8 ERTT—2L LT
EHZBNATZ Linh, IRBET—F BB LT PC AL TnL, B
H S ZRBIR T A—F % PP RAA L CIRHT 528, PC K
ALV EPP FAL v DF—& ¥y SOERIL, SDIM IG (Z3-J% RELREC &1

BRLUTEET 5 2 8 E LV S, SDIM IG ioE- SV B S Rt -84
WiET— 2 A PETHPATAZ L TELI LRV,

233, CDISC HEHEIZHEHL U T-FUR IS D7 — & > b & PC RAA L PP
RAL ZEBRUTRETABREE. FL— T2 B3 5EIE (PC
AL EPP KA OVERFEIE, TEEIOEREDPC FAA & PP A

A NCEENDRBOER) 2T —F A FECHATIZ &, 08, v
—F VT 4 ZRITS BT, PC FAA U HEYERE T A—2 5 F
BH T3 HEIR,

41.7.2 ADaMF—&F¥Ew b ,

R CNRFRECRET 5 e & USRI EIRe/ B T T — 22 >
& ADaM N CIRIHT B3B-61E. BMONTSHARET DM F—Z & v b

. 14



IZ L BRI BBEROTHNE, ThbDF—#E0EH2DF—FEy b
IZE LD THEX ufﬁbf%iw

FEAFRHT FV Ve ADaM FERDIA DT — & & v B AGRHFERAC ADaM TZEUT
Ui L CIRET B5E. EROMECAWET—4y FORHIITETH
%, FEL, =&ty MEO FL—3E U T RTNE AT S LT
HHEMER TH IR, YT — &y bRRE L ECHATAZ LN
T& 5D,

4.2 £ 1HRRR, ﬁﬁxﬁﬁﬁ%wﬂﬁkwﬁﬁﬁﬁﬁﬁoﬁﬁkﬁf%$?§

FFT—FELONT |
[BEER BRI D BT —& /3y 7 —VAE] YN EREEFLO R

BT —& RO 0SS5 NEQBEHNRRHEAEICONT, BT~ ETTRZ L
TR,
4.2.1 [EERIEHRIRO BT —& 3y r—UHHE] 1[Z2WT

[ESREBEROBEF T — & Ny r—UHBAE) X, FHBETT7T 4%
P T VAT AL VRHTBERICR—FZNAYA b ETCAhShS
KRBT — X RHAEOERN D MDA BMER T &b, EL LT
BHTAZEERETHD, BB, VAT ABERLERCBETF 7 7ANVE
ORI ARIZIT, 3.7 IBITRLIEEEBY, mv774w%%MTé_
ETIv,

PMDA IZ B3 WT TERREERIROBF 5 — & oy r—URAE] 2ERT
mﬂn\_zwﬂ%ﬁmvm LB THBH,

Study ID (£&3RER%E B3 5 3CFEF)

o TrANNR (TrANEAEEL) , BB, F—1FUV oA VAT AL

T A NRA Y BRI AR D, T 7 A NN ADATNTHER

VY,

o EMSNIMRATOMIE (STS (¥R KWBIRERYT) | PP (FEH
‘ fiEHT) . PBPK (ZFRZOYIRMEERGTT /L) XL Other (£Df) @

&, BEEHAVCANT S, ) . 2B, SIS ICIHRIEM R IYBIE

FRAT & R O 5 1 CIRAT & iz SR Bh iR/ SR S fET & & T,

s T A LNONBOBRE, K77 A NORBRRMDT 7 AL E DOREFRE

BEETEBH LD k‘a*—ff[ﬂ%‘ﬂi‘i’é‘%’n L, B, AITELIRRLF

i3 100 XFETH D,

4.2.2 HEETFT—¥ ORERBREHARICOVWT

TEREGY 72 BB REARAT . REEFMRAT B OVE RSB E R © T VIR
DENFNIC OO TR T REBEHEEFLTICRT, 28, %ﬁ@ﬁﬁk
5. F—&Ey b& SAS (PORT R CHRHT AL, 7—F Y M
ET7FANEGER—ETHIE,

28, & LEEER, ﬁﬁ%@%ﬁ%@ﬁﬁ&@%%ﬁ@ﬁ&@%ﬁ 8
THHEEFT—FIDO b, wmc&ﬁ WL L 72T — Z IOV,
4 1.7 Z &, ‘
4.2.2.1 SRR I Y B ERMEAT

=R 7 SR B BT R B BEEE T F 1T oW\ T, ADaM LISt DT

TR — 2By FERHTREA. FTF—4Ey PR —ZEy MNE

BHEOHMITROERBY THD,

O T —FEy b
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RYBRES IR AT A —F ORBICRAWIMT T — 4y PRW
IMENRR ITE N F T A — ¥ OFEHER R AW gy — %
Ty b EREHEOEHOAZIToEEIIRS) TS, 7
7 AN, FIZIZU T ORRNE 2 bhd,
. »  SAS XPORT #=\, Gk xpt)
s ASCIT Format Data Files
*  Phoenix Projects (. phxproj)
*  WinNonlin Files (* pmo, *. pwo)
&) 7“-5’ v FESE
F—Fty FNEREBILE, P ELERERUVEROTURAE
R EEL, %m4%$%wﬁﬁ¢5:e°&%\%ﬁ%
RB|EFLICRE LD BB, £OEEHEIA—TERTY
B ETELILRNY,
o Ty AnNTRIE, KA, eCTD @& U eCTD BV EANIZ L o
TEDLITWDPIF L TH5Z LREE LY,
4.2.2.2 BEMEF (TFNMICESL VI alb—Tardsle, )
AP BT 2 REETT — & 2 RET 555, %ﬁT—&tJF&
UF—4 -y NEBEZSOFMITED LBV TH 5D,
O fEtFrF—F¥y - ‘
EAET N, BEETNVERERTIRCREIMICAVE, 42.3.20
WRTETADOT T T BT 7 A MRS LT — 4 &y M &g

- W3, 7 AR, FIRIZETOERBE 2 bhs,
s SAS XPORT FZ=U Gk, xpt)
*  ASCIT Format Data Files

@ T—4FEy FERE
4.2.2.10%BRTHZ &,

4.2.2.3 EBZERIEMIEER T NN (EFVIEESIL VI ab—Y
aviEegte, )
A BRI B AR T T MR I B4 A BT — & 2RI A5E
’HITD 774N, T—FEy FROF—FEY %ﬁ%%%@“ﬁﬂﬂ:t?‘ﬂ@
LBV THB,
O BFICRAWEETLVOBE, RELLEDRCEENRATA—FD
&, BIFFIECHEREOREMIEOBERVEEEINDI 77 AV
77 A ARG, EBEOHRTELIZLARNY,

@ MHBRET—FIZE2ESDERRBROT—F 2y b
BEDY 7 M 2T TR CE A L2174y M eERXITNT
LTWAESITIX, YEF 7 74/ (Simeyp PE Data Files (anl 7
) &) ZRETAIESETILY, 2B, BEOY 7 Fy=THIZ

-T—ﬁt/%%@&R@MILTm&m%A®774wﬁﬁm £=5
DI TELZ LN,

@ T—FEy bEEE
4.2.2. 1% BRTH &,

4.2.3 7l AEOREMRBHARICOVNT
4.2.3. 1 FEER 2 Y EhRART :

BRI IR ERE /R I BT A R E I E NI U TRE -

TAREFHOBMITEROLBY TH 2,
16



o fRWTATY X b (FIziX, BYBENRT A—F OREHFESE) °
EETREEOT —F OBV, i L3 534MER
L0 ThHB, BB, BT —4Fzy FEEICYUZERNBEE
584 (Phoenix Projects (. phxproj)® Text Output Z) &,
FOEEFRTHILTELIX LR, £, EFHEEFICERZ
BHNEENHIEEE,. FROERHTIZETELI LR,

o T ANFRIE, EEOBHTELI IR,

4.2.3.2 BERBT (EFAMRESVIal—varEE, )
FHEFSTIC R 2 BT — 4 2RI 25/ 2T, RS A

Tr AN, EERERIEAENEZ 7 7 A AVROT 0TS 7 AT EEEDY

22— aicllTA 7 T ANVOEITITERO LB Th3,

D FulFaT7rAN
EATFN, BETTFNELRWREOT 0 T 7 57 74 ViR
Ht 5, 77A4NMER, AL TORREZ HS,

»  ASCII Format Data Files

@ FELFEENHAHINET 74/ (NONMEM output 45)
BEAREFN, BEETNVEE AW OERSEENIHAI7 7
ANERBET 3, 774N, FEORRTELI ARV,

@ vIal—aitBETi774AN
I a2l a T AT FANE LT, YIal—arT—F
ERESEDEDOTOTTLT AN, YR ab—a YOREMET
AWk arSh7 7 A NVERYS 2 b—a VERETRLERKERD
VBT 0 75 b7 7 A NVEEFRHET D, ¥, Il 7L EHTE
VST, TARY ALRGhAIERRET L, TuST
LDT 7 AN, EEOWRTELI ARV,

C Efe, Tul7AFEELRE L, TOBMITROLBY LT5,

« Ul AEETTEEOOMEMFIEETHTILOTH D,

o iy, FuSTATFANARYT 0 ST AOMBELETD
B EEL, FIES ESBIERTEI L, 2B, BHESnE
FuSS LERERTBIHI-o T, NALDIEEE., HRIRL
AT I BERDRVESITE., BERANK 27 AFIEEDRER
HIFRETH B,

HIFBFT—FE L oD & DBERIZ VT

5.1. HFEEBTFT—FEL D DR

BHIE LT, @ TOHBFETFFT—FIL, CIDAAy 7 R—UnbBRIND
T LENBEYITHS, LLAEND, eCTD BEIKZ N eCTD B\ VBANI TS
W2 LD eCTD #IBH T A81%. eCID /Sy 7 R — 2 BT eCTD 7 - NV HEE
CHBETFT— A IR EXX T 7 ANEEDRNI L, EL, 118
OFTER— B EEY 3 HHETT —F ORHOFEELHREE T L ITHR
THZE, :
5.2 W—FNHPA MT XD CTD ZMNEZORE

eCID ZIEHT AL, R—F YA b LERNCRHTE B R CBERIE
%%Aﬁb\&mﬂﬁﬁﬁ%m%?5 k HERFEROFIILLTOEY T
D,

o N B DIRTEA
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HEEE S
" BRI RO
EAR, 5O
’HFEH
5.3 W—Z VY%A +%I Uiz eCTD DM
eCTD DFHICH T2V | FFRFEFTIMAMERER—F N1 b ETRE, BR
AT B, AINEROFIXLITOEDY ThHd, 2B, £ETHERIZSOW
THREDOTE IR E, BIRGIAAZRD B O TIER,
e R &E EX FF7 b EHEIEDOH)
=+ T A BT
eCID &5
RHERE T
FRA (20— F)
HEER 5
HH G B O—IRHA
HEE B OiRFEL
A NAF o 7 BT BB
XML AV ARFA (DAY T R—L) OF =y 73 LBEEHE
BIEMERRIRIE
HEELH 2R U eCTD FiffitE 2 E DRSS
s {E#E
LREERGK, BRIAS L, #BHTD CID O by L7 40
FaR—H %A b B TRE L. PDAICREET S, N—F YA hEDEME
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Term

The DVTERM values will map to the ¢ontrolled
as

terminology. in DVDECOD, such

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
L@ --REASND Reason Not Done [Char [0 - = N ST DONE.
Relationship to An opinion as to whether the event may have been
i --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
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 \jvl?at happened to the subject during Perm
Unplanned Visit an unplanned visit,
Reported Name of . I .
CM CMTRT Drug, Med, or Char Ve: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
CM  |CMMODIFY e Chat | CMMODIFY will contain the modified text, | o™
i Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION.
EX EXADJ Rea}son for Dose Char De:scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
suU SUTRT Igjg:tgsgeName 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.
sy SUDOSTXT Substance 'Use Char Substance_ use consum_ptlon amounts or a range of] Perm
Consumption Text consumption information collected in text form.
" |AE AETERM ' Reported‘Tenn for | ohar |Verbatim name of the event, Req
the Adverse Event .
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 Istudy 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 tetms 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-UR.”
Reported Term for .o . .
MEH METERM the Medical Char Verb'fltllm 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., Req




Domain

Variable

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 QSTEST QuestionName  |Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer

than 40 characters.

(£% : SDTM Ver.1.2. SDTM IG Ver.3.1.2 LL

M, FOEUX—EEE)




B 3

HAFET — & BT HRO6

#l1) BASEOEMTCRAFRLERETEORERMTIE5E
AE FAA Y (GEEFT—FEv D)

=]

. AAETT —FINELETHA ]\I,EEL’)V"CM%?%I%W ( TTAPANESE
TEXT IN SOURCE DATABASE| %) %###7 5% (AETERM%#% AAFETRE)
Row |STUDYID' [DOMAIN" JUSUBTID[AESEQ [AETERM: AESTDTC. . JALENDTC" JAEMODIFY: _ [AEDECOD.
JAPANESE TEXT IN
1 {ABCI23 |AE 123101 |1 SOURCE DATABASE 20051012 [2005-10-12 Headache
- B JAPANESE - TEXT IN|2005-10-  |2005-10- .
2 |ABCIZ3 |AE 123101 12 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
: JAPANESE TEXT IN Puimonary

3 |ABCIZ3 |AE 1231013 SOURCE DATABASE |2005-10-21 embolism
Row |AEBODSYS. AESE [AESER[AEAG A : '
1 (cont)[Nervous system disorders SEVERE [N NOT APPLICABLE |DEFINITELY NOT RELATED
2 {cont)|Musculoskelelal and connective tissue disorders| MODERATE |N DOSE REDUCED  |PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED __ |PROBABLY NOT RELATED
Row |ALOUT ... % JAESCONG|ALSDISAB|AESDTH | ALSHOSPALSLIEE ] [ATSMIG |AESTDY[AEENDY: [ AEENRY. -
1 (cont) RECOVERED/ 1 1

RESOLVED

RECOVERED/
2 (cont) RESOLVED 1 1

RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER

AE RAA Y (BEET—FEY M)

AARTT — Y LT 7 F A MEEROVTHE, AREEEOE EEMT B,

-3

Row |STUDYID]DOMAIN[USUBIID[AESEQ TAETERMY AESTDIF -1 [AEENDTC 5 ABMODIF Y | ADDECODY
1 ABCI23  |AE 123101 1 it 2005-10-12 2005-10-12 Headnche
2005-10- 2005-10- ,
2 ABC123 [AE 123101 |2 gty 13T13:05 13T19:00 Back pain
ABCI123 |AE 123101 3 JisEls 2005-10-21 Pulmonary cmbolism

Row__[AEBODSYS: . : IR JAEAGN: s A
1 {cont)]Nervous system disorders SEVERE NOT APPLICABLE |DEFINITELY NOT RELAT I‘D
2 (cont)[Musculoskeletal and connective tissue dlsordcrs MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont)| Voscular disorders MODERATE |Y DOSE REDUCED PROBARBLY NOT RELATED
Row |AEOUT.. . .. JAESCONG[AESDISAB;JACSDTH:; [AESHOSPE. [AESLIFE: [AESMIE AESTDY [AEENDY" JABENRE '/
1 (cont) RECOYERED/ 1 "

RESQLVED

RECOVEREL/
2 (con)| RESOLVED . !

RECQVERING
3 (cont) /RESOLVING Y Y 9 AFTER

B2 BEXORAEZEFRTLHIZLEIRETHY, EFERTIE

REEXFFI &S AE K5

TAILERDLDIGE

QS FAA YV (9&%{’“‘?—5’-& v k)

Row [STUDYID [DOMAIN. : |USURBJID:. - .- QSSEQ i {OSTESTCD. S| QSTEST,: it ] :

1 ADBC123 Q8 123101 QSTESTL JAPANESE TEXT N SOURCE DA'I‘ABASEO[
2 ABCI123 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABCI123 Q8 123101 3 QSTEST3 JAPANESE TEXT TN SOURCE DATABASEQ3
QS KAA v (BERBEBT—F vy )

Row [STUDYID |[DOMAIN USUBJID .. |QSSEQ - |QSTESTCD:: |QSTEST: . -

1 |aBCi23 [0S 123101 1 QSTESTI g ﬁ?ﬁ@é‘mf&” ?‘zﬁa ?

2 ABC123 QS 123101 2 QSTESTz S IAINHITCEET D P

3 ABC123 Qs 123101 3 QSTEST3 GO LT EGTTR?
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BE) F—FEy rERE

Dataset: ; XXXXX ( XXX 135—&F v b4)

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 jtem for DV
7 MDYV 0 =Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)

M1 BRR RIS L,
M2 REOBPRETRTH L,
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(B%) /7 LFIEE

No.

Program file name

1

Description *?

XXXXXX

ERYZ7 b7 1« OO Ver. @
FERER: « » - AW,
HEREOHER .
TNy R T ANERATE T AN T ETROTTHEET 5.

KXKKX <= "/?Z:%“

DT T ANERRET BT ANTETROTTRET 2.

XXREN<S- "IN AL
s FTROITETT ST AEETT S,

exportData(XXXXX) '
MELET #AF (ooxx) ICHAERZCSV T 7 A0 ( Txxxx] ) H
LT, ¥Ial—varvio:. « - 7740 (xoxxx) 2FETT5,
T MNTy T AN (xxxx) 2, FTHELEZ A4 (ooxx) 1T
RIFT B0
s FTROTPRL 07 A0ETEBRAL. BRELETY Ny b7 74
Jbxxxxx) B A AT 5, '

xxxxx <- importDataCXXXX)

XXXXXX

FERYZ 727 1 OO Ver. @
FEHBR: « « - TRV
EHREOERA '

Ml uSSh7rANAETRTHIE,
X2 FusoA0RE (ERY T =T, HHEY, FAROBESSE) RRRTLZL,



