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PO LTHRERREYETOEROT—F2BET DL, 2B,
Permissible, Expected DEHKD 5B, LT Db DIXTFEEAR R D 1R
LHRETHD,

e RN—RFA40T7T77 (BRRE, "ML H42, LER., Yk
B BAEYMEFRERS)

* EPOCH designator (RFiZ#EET HEE)
* —DTC., —-STDIC, —ENDTC Z#ZEDHHHE D, THITHIET D

Study Day &%#% (--DY, —--STDY, —ENDY)

SDIM %, BB LT — X DEZZOEERMNL, BB TCER1 o7z
TR EMELLELOIREDR, FMELZT—FIL ADall F—& & v
M EDB I, .
T—HEEOHEOFTYH, M BMNEHOFEAIZIX IS0 8601 %
AN Z L, —DiX0zEERNI L, 7L % CRF T Yes/No TF —%
C BREENTWZHETY SDIM Tk Y/N & LTHEMT 2%, ERrA
HANZRES Z &

FEEHEEZE L CTEx ORBREICH VY TOND ID &EiHT5
D DESE LT, USUBJID BAEShTWS, Fl2XBIHERRE 2
NI < BRI ERRYE, BERORBECT—ADH%REICET/5F—
AEEMNTAZLEARETIED, A—HREICIIRBEER2K%

BUTCHHREZRR Y [F—D USUBJID %o & 5 e EET B T L,
SDTM IZBWT, EfE SN ERRBR O EICET 2 EREEMNT S
Trial Design Model @ RA A (TS RAA V) ITOWTiL, EifE X
N BERARBR O MICBET A FERAREREZS 2D, %éﬁ%b*%
W —Z B RRRARRR D B L CIRIHT B 2 &,
SDTM "Tik SDTM TIRE SN TWRWEHZ 5D 5 7-HIZ SUPPQUAL &
WS —EDT— Ay FERETHILENTEDE, ZhbDTF—4%
v ME SDIM DF RAA NZHIYV Y TAEZEDTERNDT —ZIZHH LT
CFIRAT R LA TE DA, %ﬁ%’izgkmﬁ WCEET B LD RE
BT 2SS D BN & TR, SUPPQUAL 2. Mz BN A RizH#
CDIR, mﬁﬁékmfigk%KBM5Wﬁ%abé & EREt
LTWDBEEITIE, F/IC PVMDA ITHEE L., EBRIZED BT —
ZHA RIZRBWCHBATHIZENEE LU,
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INEE U727 — & DIz L o Tk, SDIM DEETED RA A IZEE L
CRWEBARD D, ZDXDRIEE EHICLDMBDO RAL Y (LA
,TFﬁX5AFf4/J&w90)%¢ﬁf5 ENRBOLHNLTVS
DT, T—IBEEORAAL VICEE LN L 2BR LI LT,

SDIM DEHEH A RIZHEVWTRAZ L RAL VEERLT —FEZBMNT S

:&oWZ&APfﬁvwﬁ%@%gkﬁotﬁm&k%m?~5ﬁ
ICREHT AL, T, DARAFLRAL U~DTF—F DN ER

ﬁ#é%A I, ZERATIC PMDA ICHERE T2 Z EBEE LV,

4.1.1.3 ADaM5—&FE > b ‘ A

AT — & & v Mi& CDISC £ZHEIZ 1T B ADaM [ZHEVW i8Rk LIRH T 5,
R EEICEH SN2 TOMTICONWT ADaM T—F Y MERH

THMEZRWA, FMEICET 5 EEMEST, BIRAEN (EEFEE

" BICET ARIRMEITCEE L BIRFEIE B (BT 2T . BEMEIZ
B3 2 T EMTCA EERICHET 2 AR R IENT ., REERLHE MR
B+ 3EELRRFORELRNT HL-0DMETE, HatE, BaM0E
ERRREEORE - AEOBREORWICBHOLAIBERARERZE L
DOFFHTIZHOWTIE, ADaM F—F By bERBHTZZ L, BEHTET
— &y hOFHHMHIZONTIL, FEATIZ PMDA ICHHIRTHZ EBEE L

SV, ADaM F—F v FTRARVWT — &y hERAVTIRBRREREE

-@Mﬁﬁ%mﬁménfmé%A b, ERORE - FEOBREOR
U B BARHTIZ OV TIE, YR OFEBRASAEER ADaM 123 < fE
WF—4ty FefRHT3 2L, 2B, ABRHBERICHFFEENRSE

 EHA~OEZEDZDIZE L ETC oW T, BNTHETT —F 2y b
PRI DHMLETR,

ADaM |z, #ERE L~ L DIE#R % & 1Tp Analysis Data Subject Level

(ADSL) &WHF—& &y "RH Y, ADaMl T —F kv MERRETLE
CRRBREIZOVWTSNT I ERH LRTNER SR, Eiz, ADal T —

Ay MZX BB ERS LT 57D, —MREIC ADSL 7—4 v k

CICEENS, RBREGHEECEEINIETOXEERZETORELE R

APy, BAIE LTS ADal 57— 4 &y MZEHBZ L, ThWHDE
BB L LTk, XEEICMAT, BB RREMFEEES) | £
fifEsk (EsxE&e) | #ugk, E., BT ohizigik, &, Ei. B
ﬁ Mﬁﬁl%v#77&&03¥&A~274/ T AHBREY
BB AT S B,

, A%LM%@A%MT~5tybm\E%&Té@ﬁ@%ﬁwﬁwmm
UTEAREBOEREZL VBRI END, EEBERCT —F VA FIT
LARABEDHANREETHDI LIIHEBETHINETH S,

ADaM F— &t v MTBWTSDIM F—F v b &R UEHEEHNTH

BHAITIE, TOREOBE, NESEIRKELTH L,

4.1.1.4 5—%%ty bOT7 74 MHERIZONT
CDISC #Z#EIZ ¥EHL U 7= SDIM, ADaM 5 — & & » hi%, SAS Institute 23

BT BT —FERT +—< v b TH D SAS XPORT 7 7 A JVERIS 7 4 —
< b Version5 = (LLF lSAS XPORT FE=) &5, ) T, 15—
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Ay LT ANE LTIRETAHIE, RB. SAS VAT AL A
YERBEIZIL SAS CPORT Procedure (M L7V 2 &, HAE TOIZEMN
VEPOEDNEZEZONDEE (LT TEAREEE] 15, ) 25
ENDHT—FEy MZBWTHREERICT 7 A AR SAS XPORT = &
L. =%ty MERIFIZAWO N EXFEE Yy NXEHFEFRET
— B2 TA RIZgHbdl &,

. SDTM RN ADaM ¥ — & &> M oW Tid, F—F vy M E 77 AL
C ARFE—ETAI L,

- 4l2 TSty FOREERVUTOMOMRET 5 30E
4121 F—Fty hOEHRE _

SDTM, ADaM 7 —#t v MIEET B EREEIIZNEH CDISC IZBiT 5
Define-XML ERUT LV, WEDRIRNFERERAZ A VT — h~DBFE

C EEDXMEBRO T A NMIE LD LT, ®ETAT 2y FEF
LT7ANFICEBAZ AN — hEHRIZHBHLUTRETSRZ L, 5

CEBOT A NEIE Tdefine. xml] &35, E%%@W@&Lfi\T
—Z 2y b B FEROWMVEBIE, ROWEHAEYCa— NiciEd

'5m%#aihé HELDOBHRIC 1A~/a/&awé L,

RBEEDOEZDICAV LN S HEERHIB VW THRT S BT R
&%ﬁ7~5ﬂ/k&@%#@ﬁ%#a%?%é:e@\%%%%?
—ZEAVWEAREESABICEDITZDICEETHD, Lo T,
ADaM 7 — 4 &y MIBTAEREITIL. 4. 1. L.3ITRTHLME, 22
DEBERBERROAE - FEOREORIWICEL A HERARER LS
D120 DIFHTIZOWT, fRITHRER & RIS T 2477 — & & v Fof A
SNOEEE L DBEGRERTHEITER A #5 —4 (Analysis Results
Metadata) NEFENDZENEFE LY, BIFERAZTFT—ZIZBWNT
X, BRSOV TUTOEENREEND T ENEE LU,

. %%%%ﬁi%’iwéhé%ﬁ#%%Tfﬂiﬁv%&oir%
o fRMTONE & EiH R

e [FRHTANRGRA—FZLa—

Ce FRETHE L R
s #FEHRTEZT—FEy b

ve fEETXMBR LB L a— FOBIRERE
o MRNTEEFEICRIT AN T AR, BT e ST a4, BT FED

LN ,
o FENTHIBICRIST AR T v 7T A Dk

TR AT — OB OV TIZTRERRY CDISC 12k 3
Analysis Results Metadata Specification for Define-XML 2&% &
THZLLTEN, EBEWCED TERHETAZ L AEEREAICIT

" eCID A1 K O eCTD BRIV MBENZ Lo TED BT 5 PDF 1T X 0 BRI
TOILENFAETHD, 2B, EREICRBWT, SIS EAEICK
DIER SN T THELIZ R, :
4.1.2.2 FERFGZEFIHEE (Annotated CRF)
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 ERAEEFIREE (LT TAnnotated CRF] &\ 9, ) i&, CRF IZ

LOVNESNEZT—FOFEB L, T4y MCEERDLEREST
RS THEFREERLELDTH D, CRF OEBIZXGTHELEK L LT,
CDISC fEYEIZHEHL L 7257 — & & v MT OV Tik SDIM OEHZERA WS
- EROEMIIEICOVTIE, ODISC 1L 5 SDIM Metadata Submlssmn
Guideline (SDTM-MSG) M&&E L5,

CRF I X WV IRE SN F —F IEFEERIRY SDIM 7 —F & v NI
ENTHRIBENAZENEE LV, BRHEHERARNWT —FEHERH D
$£4121%. Annotated CRF L CIIRHT —4& &y MIEENTWARWVWE
MWHMBFRTETEHELELELBIZ, EENRVEBE2T — & T4 NIZEH
CFBIE, EEL, ZOBEBEPEALNRLDIZOVTIRERT OILE
AR, |

Annotated CRF @7 7 A AFiZ, FHI, eCID BEK% TV eCID Bik\ Vil

HIZ R TEDBNTWS PDF & L, 77 A NAE Tacrf. pdf] & 75

Tl BRIELTSDIMF —4tEy hERUT7AAFIEMTHZ &,
4.1.2.3 T—FHA R

W%Eﬁwgﬁé K27 —#ky FORE, FEUOBME(RE

THEELIC, BEEICLEZT—FEy MERICH T2 TDF —FHE
C HEOFR| R R OEEC BT 2R FRE L 3572, SDIM T —%

v NEO ADal F—# & v hOZERERIZONWT, T—4 &y FOE
CBBIIMATT—E WA FEEKL, BRI LTHETE7T—4 &y

MERU T4 AFITHEHLTRET D Z &

SDIM F—& &y MIBETAETFT—FHA NiTiZbe E B TDOIEE

BEOHHIE ET D,

o [EEEHBRA., IRREEHEEESE

o [EERBRFEICEET SR ~
,b . }ﬂb\gﬂt—*@@\ ##%IJ N ﬁE%&U\%@/\‘—‘/E/

. HBRET—F DOFHHA

o F— 5%$«@§M@h%#éﬁ%(n}r~Va/ﬁ% W5

FHER)
¥io, ADaM F— &k v MCBET 3T — & HA FICIZTOEA RS
CENBHTEBBEELL, :

HERRBRA ., (RREMHEEESE
ET — 4y MIEE T 2 ERREERE EIZ Y D B
AWbh i ZRE, HHIHE, E%%:&U%@/\"“T‘/B:/
EHOFT— sty MOEBTAEER
F—F ¥y FOERICET A EER
F—A¥% v hDOFHA | -

F— F B~ DQUEYNMEIZB T BHE (NY T =Y 3 VERICET 5 5H)

SDTM. ADaM ¥ —% &y FZNENDT —F HA FOERICH Y

CDISC HEMEIZ BN TIXF — & A FOEMEHR 7 +—< v MIRESH
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L TDRVR, BREBREDINABICONTIE, UToEHEE8Ec+

HT LW TED, :

e SDIMT—%ty MIETEFT—ZHA K : :
http://wew. phusewiki. org/wiki/index. php9t1t1e—Study Data_Rev
iewer’ s_Guide

o ADaM T —# &y MIBETAET—ZHA K v

: httpi//www.phusewiki.org/wiki/index.php?tit1e=Ana1ysis_Data_
Reviewer s_Guide . ,
B 30EL, AL eCID @& O eCTD Bl EENZRBWTED T3
PDF THERK L. 7 7 A V4 1k SDTM, ADaM IZxtis L CEFHF study-
data-reviewers—guide. pdf | [analysis-data-reviewers—guide. pdf |
LB EREE LY, 2k, 7—&ﬁ4biax;r¢mbf%%
LX 2720,
4.1.3 FERATHEEDNN—T g 22O T
CDISC fE¥EICHEM L 727 5t/F&UE%%%¢m¢5L%tDﬁ%
3%, CDISC =Y, HHIfAEE. FEZIZHOVVT, PMDA IRV T AN
BB72/8— =3 4% PMDA @ WEB YA b (http //wiw. pnda. go. jp/) EBRT %
Tl BB, A=V a VOZANATE, BHEEIAR AEEICEEMT D
RHEAR B2 EEEICHET 5,
F—HRENTRRZ NN~V a VEFERTSHE &i%biz@mm [E—
BEERBEBANTIIM— L=V a v WA Z L, FA—EEREBRNO—5
D RAAL ANTDNTHD A= 5 L 2B LRSI, EHLEA—Y
2 ROEOBBEICOWTT —FH A4 FIZBWCHHATAZ &
BROBERRBORAMBITOF — 2y MZONWTIE, BERRBROT
— By IR N a VBB S TVWBRETH-STH, FHE— L=
— Vg VITHEVMERT A T, A=V a VI L TGRIR L=~
VORIRER, BRAHAZNN—VarnbOEBIZHIZEE LIZEZ o0
Tk, T—&HA NiZE#HKT 52 &,
414 AREBBIROEETONT
BE., SRBESEEDOT —F 2RMT 570, £ DEBIZONWTE
NEFNFEBEEIZEYE (Therapeutic Area Standards) 25, CDISCIZ L /4y
RS TWD, BEICIEENAR STV ARBIZOWTIXZ DERERFI
THIENTEAN, FIALEEEICDWTIRTF—FEy FOERERD
F—E A NIz T AL L,
4.1.5. BAFET—Z OB FIZONT
BAGECTT —FINESN, POTNEEBIILHR LIZBAIT—EDER
DRI BB B DI OVTIL, E$ET®£&#%E#O@@
THY, BRFBTE&HKLET—F UT TBRET—F] L), ) iR
CHT BRI LBTEETH D, HAENE D FREMEN B 2 TR O 5% Bl
21T ZHIZERS O TR,
HAFBEEN FAS VIZEENIBREDBARET —FDF —F &y b~
 OBIFIEROSEEFEZRAE LTUTOLRY L33, 28, B3
12 |




BRI,

BMYTD RASLY (F—FEy b)) ZOVWT, BRES 4% b
&U%ﬁ%%@A%HTﬁEéhTwéi%ﬁ/b@ﬁ?%ﬁéh
eF—4ty b (LT [EHEFET—FEY R VWS, ) D220
FT—&y FEEKTDH &,

AAGES —F ¥y MIBARBEEOARAZHAEL L, T4
BETF—FEy hER—NBDERFEDT —FET5HZ &,
AASET —4¥y b eEHFET—F 2y MIBAEEEB &I
T AEBFEXFEFOT —FREDEVEREEE—D#EEL L,
Lva— kK, La— RolEFb 2007 —F#ty FETR—&T5

ZE, BB, T4y FOERBBIEREFET—FEY MMIXTS

HODERHDOAT LY,

B FT—F Ty PO B ARFEHE ’#éféﬁﬁ X, EEOT
— & T im\:amﬁﬂ&rwoe;e; =% ( TJAPANESE TEXT IN
SOURCE DATABASE] %) %##&#3T 52 &, T—FRDHIBRBDH
AAGET — 4 2 @B OEEUIEHZ O L a— FZH T TRINT 5.4
ENHDHGEE, BEFET—F 2y FHORMIET S La— kBT
MBS TFIN /N D &,

Z OBEECFF| ( [JAPANESE TEXT IN SOURCE DATABASE] %) ¢
RERCII—E LR~ @%@%%w\7~¢ﬁ4bﬂi7~5f/
FNDEHE (define. xml) IZHFRTBHZ &,
BAZEZSDEMFERCa— FY 2 MRS 5 @ETIC ESCATIp
BRI HEE X FIN BT H L, B, REXFINZEMNT DS
A, TOFEEXFIEHEICRMNT HILERD L2 OIEX, REBIZE
ﬁ%oUé&k@%_ﬁw&ﬂm%mb(m:FMMWETMTW
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . EDEARFEL OMGHTET —FHA FEITTT I &,
BT —F Y hEFIED 7 ANVFICEDHHI L, SDINT —4F &
v MEXIET B EARE T —Z Y ME (sdtm_jl ZFVEIZED,
ADaMF — & & v MIXET 2 BAET — 4> b Tadam_j| 7%
NEZEDBI L, T—FEy MARRTISVAE2ODT—FE
v NCR—DHDEANDZ &,

HAE EE%E&&WF%4/LO%Ti%ﬁ%@T—ﬁf/F
HREFED7 ANFICED, BEETHT—FEy PERRELARVWE
&

A28, EHIE LTHRKET — &2 Tk SDTM B8 ADaM & b2 LED
B FETORET AL ET5R, BAEF —% 2 80BKRRBROT —

S ERETIFEND ZHEICIE. TORMALIC-OVTERNC PMDA 1258

MTBHIENREELYY,
4.1.6 alS5AORHIZOWT
4.1.6.1 |HTH 27T A

(DISC 1BYEIZHERL L /- REE BT — X ICEET A7 /7 5L LTI
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ADeMT—& &> MERAZ v/ T ARSI v /5 LD ZRD 5,
K707 T AL, ENENITR OEEBIEROBRROMEES, i#frT7 =Y
ALOHERNEZBBTHY, LT L H PDA OBEIZRBONTZEDOEEET
. THZENFEEREREVNA L UTIRET A BRERV, £, BEDY
TR =TT a IRETBHLOTIIRVA, Fu T ok ER, =
CATLEERR (EALASNL—Ya Vv VAT A, VT =T ROED A A—
Ta ) [ZETBERICOVTHETT —Z HA RT3 2 &,
o aERRA LT e AEERA L TWAES, vr/uTu s T Ab
THRETAZEBEE LWV, w7 a7 a5 AOREPREESE. £,
T—8ty M7 ST AOERE B EIEEICETE L TRBY Tr S A
B DR HEE 2GS HITIT, MﬁTW:)wa\méﬁﬁ%%W%w
TELXIX AR,
4.1.6.2 Tl 5 LDT 7 A4 NFER,
4161 TRTERBY, eI AIREDY 7 b7 —Va T
© RET B LD TRV, 77 A NEIZIIEFTY 7 N = 7 HMt5 U6
FEEDDHT L, JRTFWRNT 7 A4 VEDOBELT 7 A MR T 5700
a7 — A FIZaHsd oL,
4.2 % 1HERER., %ﬁ%@ﬁ&%@&@&@%ﬁ%@ﬁﬁ@ﬁﬁk%#6$%%
FT—FEZONT
THEREERGEDEF T —F Ry r—VHAE) I ONC R BRI O H 3
%%7~5&07u&7A%@ﬁ¢m&%mW@_owf P X EIHE L,
TR,
4.2.1 [ERRISHEIR OB T 7 — & Ry 7y —UBE] 2o\ T ,
' F%%%@ﬁﬁ@%¥?~&ﬂy#—Vﬁ%%Jm\$%%%?
—FH = V2 A VAT ALV EBTABICR—Z YAk
TAD S 2 EERRER T — X RHAEDERD S PMDA BERTHZ &
Nh, XELLTHRHTAIZLEIRETHD, BB, VAT AEE
HERICETF 7 7ANVEROBHTABICIE, 3. 7THIRLEEEBY,

ISVZ7ANZRETEZ L TEV,
PWAk%wTf%%ﬁﬂﬁﬁ®%¥7—5ﬂ/&~V&%%J%

{ER T B BRIC MBI ERIITEDO LB TH B,

* Study ID (HFEBRZHEIT 5 LFF)

o TFANNR (FrANBEEL) , BB, F—b U= VAT
Aﬁ774WNZ%E@mum#ﬁ@tb 77 A NSNADANS
E A LA AN

o Effi SNIZENTOFERE (STS (EEXERRIRWEBNREAEHT) . POP (B

\ SEMHAEYT) . PBPK (AFEZRIEMEERTT /L) Xit Other (%
@@)@%% BEERAWVTANT D, ) . 228, STS iR
B 7R S B ABARAT & [R5k D 5 1k CHEAT S 7= BB RE/ 3 ) A
reEgie,

o Tr7ANVDONEDIHA, %774»@%@%@@774»&@%
BREPFECTEXALIIICHEMERESITI &, BB, ASJTE D
BRCFEHIT 100 XFTH A,
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4.2.2 HEETFT—F ORBHRBHARTICOWNT
PEYER 72 S B REFEAT | %ﬁ@*ﬁ&(ﬁé@?ﬁ’ﬂ%%%)ﬁ?ﬁ%?/vﬁ@ﬁ
DENETNIZ OV CHEIT REBEEL TICRT, B, BITORBEIC
53, F—#E v h% SAS XPORT R CTHRHT BB, 7—5f/%%
T FANBIEFE—ETEHZ L,
4.2.2.1 EESRIKYBRENT
ADaM SIS DR CHREHER) n SR BN REARATIC BB 2 R E 7 — F &R T
BFBRICONT, BT — ¥y NROT—& 'y MNEBEOFHEMIZTRRO
LR THD,
O fEthrr—4Ey b |
77 ANERIL, LTOWTrOERETEZERNEE LY,
s SAS XPORT FZz( (k. xpt)
e ASCII Format Data Files
~*  Phoenix Projects (*. phxproj)
e  WinNonlin Files (k. pmo. *.pwo)
© Tty ERE
o FT—HEy NEREREILE, PR EBVEBARVEROBAE
EnbdHZLLL, )”J'HLE4 BHEIERT A &, BB, MBITHE

 RBEESCERPHIHEIT. O LEYR—VEHTRT

BT L TELIZR,

o Ty ANERIL, FEHI eCTD @WEI K N eCTD BRVVEBENZ X o

TEDBLNTWABPIF & T2 ENREE LY,
4.2.2.2 BEREN (EFMESL Y Ialb—va vt )

RT3 BHEBETT— 4 2RHT A ONT, 7 —#
Ty NEOF —&Ey NEBEOHMITRO LI TH B,
- O BT —FEv b '
77 ANERIL, TFOWTOERETHZ ENREE LN
o SAS XPORT JEZ (. xpt)
s ASCIT Format Data Files
&) 7“*5’*[2 v NEBE

F—ky MEBEITIE, PR ELERLEROEROHEE

OB EEL, %ﬁ4%%%=¢ﬁT5 o s, IRYTRE

BMEELITTH LD IHEIE. FOELEHRYR—VERART

BT ETELIZRN,

. 774»%Km\Emwwmﬁﬂﬁvwmnmwwﬁﬂmio

TEDDLILTWBPDF &R EBNEE LV,

4.2.2.3 EBEZENEMEERET VRN (E7VCEIKVIab—V
ayéﬁﬁ‘) ‘

FRERYRE ST T VAT A RREE T T — A R 5% E
G\_Ol{\f\ BHTEZT77A0, T—Fky FROT—ZEy NERELEDFH
T TEO LRV THAD, |
O BIFCAWEETLAVOEE, RELEEYRCEENT A —FD

., T FIECHEROBEMNEDOERBEENDI T 7 AV
T ANMERIL, EBEOWTELI IR,
© MFRET—XZ2E80EKRRBROT—FEy b
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5.

BEDY 7 MY =7 TN TE S LT —& Y MERERUIIINT
LTWAEAIZIE, MURETF 7 74 /v (Simeyp PE Data Files (xml %
A) B RZERHIAZENEE LY, BB, BEDYZ by =T Al
7—5t/b%ﬁﬂXMMIbrmﬁw%A®774w%ﬁﬁ T=E
@ﬂ:/it"(‘# LXKz, Y :

@'T~5f/FE%%

« T—FEy FEREICT, PR EHBERLRVERORBE
gHBHILEL, %ﬁ4%ﬁ% BT A 2 &, 2R, BT
RREEZICHRENDIHEAE. FTOEEZEY—VEHTRY
BT ETHLELI AR,

o Ty ANERIE, KA. eCTD BN CTD Bl W VEBENZ L -
TEDBNTWAPIF 352 LREE LV, ‘

423 v s NEOBERZREHAEIZOWT
4.2.3.1 BEEHEM 2 IR EhRARAT

FRYBIRE I ZE B/ I BT D ART AR BRI T ICBE U IR

COTREIEROFEMIITIEO L B Y TH D,

R T AT XA (FlzE, BYEE RS A—FZ DBEHFIES) %
EETRRMOT —F OB E, FEiE L2 ET I @?5%%[@
EELLOTHD, B, BiT7T—4ky FEEIC %’%l??&ihai
B34S (Phoenix Projects (k. phxproj) ® Text Output %)
TDOEERATRTHI L TELXIXARY, T, MEITEEESI 3
BHRNEENIHEE, TLO2EHTS &T%biz&w
77 ANERIE, EEOERTELE LR,

'4.2.3.2 BEFMN (EFMCESYIav—varEal, )

FHENTIC BT B BT 7 — 2 2T 3B/ ONT, TrIT A

Ty A, EESEREBHEA SN T 7A VRIS 0 7S5 ©EIEEED
Ral—¥av %T@774w®%WMTﬂ®tkDf&5
D IS IFETrAN

T ANMERIL., TRRA N7 7ANERE TR EBNEE LU,

@ FELRERIHAHSINZTZ 74 (NONMEM output %)

77 ANMERNT, EEOENTELI AR,

@ vIal—varitBETAETFANL

77 ANERIL, EEOFHRTELIZ RV,

£, I 7 LAFIEEOHMITRO LI ThD,

* TusTLEETTHDOEMFIELERTHIHOTH D,

o Daib, TRITTATFANEROT 0T T LAOBRAELED
DT Le L, BRS ZBBITERT DI &, B, BHEE
Ty 7 LEERTICHIS T, NSALDIRES, il
B2IT ) BERRVWEEIZE, ERBicT v s 7 LFIEEOR
HITRETH 5,

HIFETFT —F% & CID & DEMRIZ OV T
HIEBEFT —H %L oCTD DR

5.1

BRI LT, @TOBBEEFT—FIL, CID Ay 7 R—rhr LRI

ZENEEITH B, LU D, eCID @E K eCTD BV EENI RTFH

EIZ LY oCID ZIRETHHEEIT. eCTD Ny 7 R—2 BN eCID 7 4 VA1
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ICHEBEFTF—FIRBBER I T 7 ANV EEDRNZ L, IEL, B1H
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BABERE £ 5 TEEMEN B B E O H]

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Lgbel Type Description (for General Classes) Core
- ‘ Reason not done. Used in conjunction with --STAT
f -
i@ REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
B S| --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
CcO 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".
Y, SVUPDES Description of ' Char Description of \'Nl.lat happened to the subject during Perm
v Unplanned Visit an unplanned visit.
Reported Name of . S .
CM CMTRT Drug; Med, or Char Ve:rba‘um 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}son‘ for Dose Char De:scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted. '
SuU SUTRT gﬁg&gﬁggame 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 Subgtancq use consumption amounts 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
' 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 Verbe.lt.lm ot preprinted CRF term for thé 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

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
v ' 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|
ithe 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, LT —EEE)
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%l 1)

B AEES — & M P

H ARFEOE RO &

AEP%%/(%&%T~&?yF)

* Exﬂﬂl

EeHRETEDEERMT D56

5W$LLT%XFEELOWTi%uI%W(rmwmmE
TEXT IN SOURCE DATABASE| %) &%ﬁwé (AETERM %% BRGE ’CHR%)

Row |STUDYID::|DOMAIN:{USUBJID |AESEQ:
JAPANESE TEXT IN|
1 ABCI23 |AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12
. [JAPANESE TEXT IN . . .

2 ABCI123 |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain

. JAPANESE TEXT IN Pulmonary
3  {ABCI23 |AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row AEBODSYS" . ) AF i AEA E
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE gg{%ggLY NOT
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED = |PROBABLY RELATED
3(cont)  |Vascular disorders MODERATE  |Y DOSE REDUCED |[PROBABLY NOT

ST RELATED :

Row 5 |AESDISAB /AESDTH|AESHOSP ]!
1 (cont)
2 (cont) [RECOVERED/RESOLVED
3 (cont) gECO.VERlNG/RESOLVIN _ v v 9 AFTER
AE FAA v (AAEF—FtEy 1)

: EKHTT~5W%bLT%ZFﬁE;ome EK %%@ii%ﬁf&

Row_[STUDYID|DOMAIN [USUBJID JAESEQ 7 [AETERM. T EBEND

1 ABCI123 '|AE 123101 |1 G 2005-10-12 2005 10-12 Headache
2 ABCI123 |AE 123101 |2 R 2005-10-13T13:05 [2005-10-13T19:00 Back pain

. .10, ‘ Pulmonary

3 ABCI23 |AE 123101 |3 MR 2005-10-21 embolism
Row AEBODSY. AESEV: . ]

I cont)  |Nervous system disorders SEVERE N NOT APPLICABLE | o= A TELY NOT
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |[PROBABLY RELATED
3(cont) |Vascular disorders ‘ MODERATE  |Y DOSE REDUCED |LROBABLY NOT

RELATED

Row AESCONG [AESDISAB [AESDTH/ [AESHOSP [ JARSLIEE | A 7| AESIDY|AEENDY.

[ (cont) |RECOVERED/RESOLVED i : o1 ]

2 (cont) ~ |RECOVERED/RESOLVED | 1

3 (cont) ([_EIECOVERING/RESOLVIN v Y 9 AFTER

#l2) RIXOBARFEELERTSZ twﬁﬁﬁbb\ﬁﬁﬁé FEEXFSN Z M EIZ KR

TOUNERDHDIHE

QS KA 4/(%&%7—&?yk)

Row__|STUDYID: % [DO} USUBJID = i T ) |QSTEST

1 ABCI123 QS 123101 1 QSTESTI JAPANESE TEXT.IN SOURCE DATABASE(I

2 ABC123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2

3 ABC123 Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEO3
QS RA AV (BAF ?—&ﬁyF)

Row _|STUDYID -~ [DOMAIN:= [USUBJID ' | QSTESTCD"|QSTES

1 ABC123 Qs 123101 QSTESTI 5 T a3t £75 2

2 ABCI123 Qs 123101 2 QSTEST2 ESEAPIHITEETH P

3 ABC123 Qs 123101 3 QSTEST3 5O HRE L THERTIN?
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&%) 7—¥ty VEBRE

Dataset; : XXXXX ( XXX 6;*?‘5;—57‘2? h4)

No. Variable *!

Description *2

1 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 BRARRIRTDHZ L,
X2 BEOBAERILT D L,
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(B%) FurssFIEE

No.  Program file name *!

Description *2

1 XXXXXX

FRYZ7bo=27 : OO Ver.@
ERABER : « - AW, ‘
FERREOEEA g _
cTYU NIy b T 7 ANEMATD T A NF E TROITTRET S,

KXXXX <- "X AL
DT T ANERETDH I ANT ETROTTRET 5,

XXXXX<- "IN A"
s FTROFTETCTO ST ARETT B,

: exportData(XXXXX) s
HELETZ AT (xoxxx) ICHAENECSV 7740 ( Txxxx) ) ok
LT, Yab—va VD« « 7740 (xxxxxx) 2ETT 5,
CTUNTy RT77A40 (xxxx) &, ETRELE 7 407 (xxxxx) 12
R7FT %, : . .
s TROTHL a7 7 L0 TEHEMAL, RELETY Ny b 774
IV XXXXX) % FEAZ BT B,
Xxxxx <- importData(XXXXX).

X XXXXXX

HERY 7 027 OO Ver.@
HAEW: - - AW,
RO E A

Xl : Tl IL67 7 A NGETIRTHE &, :
X2: a5 h0HE ERY 7 ho=7, EHE, ERBOEELSSE) 220528,



