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BZBD 7 7 A NVHAIT [define, xml | k'ﬂ‘éo EHEONFL LTI, 7
— &ty b, L, BHEOBYELME, KUWHRIATEC o — FICBY
ZEENEEND, BESOERITIIN—VareEndIil,

ARBMEEDDICANVLN S PEBERNCBWTHRR S LD HITHRR

LT — a2y R EOBEBROIBEBEARS TH DL LIk, BRRRRT
H’E"%%V\TCE(W%E%P%{% uﬁ:&béﬁ_&)gt—ﬁgfﬁé & T,
ADaM T —& £ v BT A ESREICE, 4. L L3R TEDME, 22tk
O RBEAERE A - AEOREORLIZIED D BRRNBE R EE
AT D OTIC HOWT, RIFRER & T AT — 22 v FOFRIA
ENAHEHSE L OBERERTITERA X7 —% (Analysis Results
Metadata) MEFDZ LMNEE L, BIFHERAZT —ZITBWT
i, FEHIZ OW T TOHEENEENDS Z EHREL L,

o JEBRATEREEICH T IR AR T THRESERUFETA

o fREYTOWNE & EhiFEH

o FHTANTA—FHE—F

o fiRfTNIER & A2 DR

e HHTAET—FEw I

o RS L TR D Lo — FOERIATE

o EATEEEIC BT S0 SRE, BT e ST LA, ITEIEO
HERE ‘

o FEATHIEICHIET DT e 7T b OHRE

fEATFER A ¥ F— Z OBRITHOWTIEARZREY CDISC 2 LD
Analysis Results Metadata Specification for Define-XML % &% &
THILETEN, ERBICEDTRLT S 2 EBEERSAITIE,
eCTD FBAIL TR eCTD Bl EBENT L » TED HH TV A PDF 12 X 0 Bl
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FTEZLRTRTHS, 2B, EHEBICBNT, HBSHEATECL
DR E T THELE R,
4.1.2.2 ERM & fEFIHEE (Annotated CRF)

TR X EFRHEE (BLF lnnotated CRF] &5, ) X, CRF I
LOVINEENDET—FOEEHE, T—2 ¥y MIEERIEE L X
WSS TERER LD THD, CRF OIEEIZHIGT H8EEH & LT,
CDISC Z|EICHERL L 7= 7 — & & » MTOW T SDIM OFH R AV 5.,
FEROEHE FEICDONTIE, CDISC 12 L5 SDTM Metadata Submission
Guideline (SDIM-MSG) &% L7 5, ,

CRF {Z K WINE E N5 —Z LW EEARR Y SDIM 7 —# & v MK
SNTHRHEENDZEBEBELWDY, BHENW W TF—XEERLD
B AickE, Annotated CRF ECHEHT —F v MZEEHLTWRNWE
BMBERETDHELBIZ, FERAVHEBET - H 4 Fioii#
TAZE, EEL, FOHEAPE SOOI OWTIRER T 5 48
AN

Annotated CRF @7 7 A ATEEIL, FHI, CD WAL eCTD B\ il
FNCESTEDLITCNS PDF L L, 77 A N%IE Tacrf.pdf] &332
ZE, FRIELUTSOIMT— &y b ERUT7 VT ITEWT D2 &,
41.2.3 F—FHA R |

RRBFEFROEEBICLDFT— 2y hORNE., BHOEME (L
TAHE LB, BERFILLST—HEy MERRICH o TOFT — H {5
OF IR CHENAE I BT 2B E TR & 570, SDIM 57 —#
Ty PR ADaM F—F ¥ v FOENEFERICOWT, F—FEy FOE
BEIMATT—H A4 FEERL, FRBE L TRHIET AT &2y
FERUTZ A AAFITHEM LU TIRNT 22 &,

SDIM 54w MIBET AT -4 A Rz E LU TOEE
EEbbHIEET A, -

o RRRERA , TRREMFEER TS

o RPRERABRE N BE S R

o AW BRNAENE K FE, MELCEONA—Dg v

© WEBRET—Z OB

o FT—HEE~OMEIPMEIZETIHE (RN F—a URERICET A
FER)

£, ADaM F—F &y MIBET AT —F VA4 FICRUTOEB B S
ENAHTEBEE L,

o [ERRBRL . IBREEHEERES |
o BRMTT — & By MMOBET A EEEMRERENC B i
o AVbBhIERE EIHRE, BEEROEDONN—T e
o BWEOF—Fvy MNIHBETHIEEM

e F—Hby FOERICET S EER
s FT—H¥v O

11



o T FIEHAOWEIMEIC T B (N T a VERICET S
FHER)

SDIM, ADaM F— & v FFNENDT—F A ROERRIZHT=Z0 , DISC
EHE RSN TET — U A FOREIRT — » M Tand,
KIEE IS ANECOVTIL, UTOEREBEICTEI ENTED,

o SDIMF—HFtw MIBETET—H A F .

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

o ADaMF—AFt v MIBETHFT—FHA P

http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer s_Guide

A SrErT, EHIL oCID AR R eCID Bl EMICIB W TED STV D
PDF TERR L. 7 7 A /A4 1L SDIM, ADaM 23t L CERE R [study-
data-reviewers—guide. pdf | ranalysis data-reviewers—guide. pdf |
LA ENREE LY, BB, F—HFHA FIZHAREFEBTHERLTHE
LA 70,

4.1.3 EHYTHEEOR—V /&\_Ob\‘f

CDISC BEMEICHIL L5 —F &y FROEBELERTLHITHIVEH
%, CDISC {B¥, ##HIAE, EBSEICOWT, PHDA {28 W TR AL
?&A~v9/iPmA®mm%4%Gmpmwmmgmw)%ﬂﬁﬁé
Nl B, AT a O AR, 3 %i))ﬁ(nh [Ty AL P
TRHFER A& AT 5,

F— BN TR AIA—Va BT EFELIZRWA, F—
BERRBAN TR L=V a v ERWS Z &, F—RBRERBRA O —
DR AL TN THONRA— g rEBRUEIEAICE. B U 8o
a v ROFEOBHIZOWTT —Z A FIZE8WTHATLHZ &,

B OERERB OB DT —F ¥ » MOV T, FRERBEOT
— Sy PRI N—=T g VP B TWABEEThoTh, #— L7z
—Va VIENERT A 2 b, SV a VB L TTER L2 S e
VOBGFE, B A=Y a vhEOBBRIZHVEBRLEREIZON
T, T4 A FICGERTAH I &,

4.1.4 BIRBEWROFEREONT

BE, BEBEREETOT -2 EBAT 520, ZOERBRICONTE
FLENE BAEIAZE M (Therapeutic Area Standards) A3, CDISCIZdi ¥ Zx
& TnD, BECARED AR SN TWBERIZOWTIEE OFEL T A
THTENTE LN, FfA LB OWCRT — 4y ROERELD
Fe—A A WiZi# T b,

4,1.5 HAFEF—FORYFNMTONT

HARZBTF—FNESIL, DOFNEEFBIIERALTE — E D
DR bR AEHICOVTIE, HAGE “CO)nE%imM%?b*Oiﬁ@J
T, BARBTERLET—F QOUIT TERBEF—%] Lo, ) &
452 Rl THE, HARFBEPIE T2 RN & 5O 6] 2 B
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2T, THIZRS L OTIT A,

AARTEAR D FAA ANCEENDHEDBRET —F OF —F € v b~
O FEROIRHFBZFENE LTETo LY & 95, 728, BIRES
W5 B,

o HMUTHFRAA L (F—HFEy ) OWT, AAETF—FEy b
ROFEHTHED ASCIL THESNTWAXFEY v hOLTHR SN
F—F%v b (T BEEF—ty b E0VH, ) D250
F—d ey bEERTHZ L,

o HAEBET—FEy NIBABEHOAZAAFELE L, Thish
BT —F v b ER-HNEOREEFLEDT—FL+52 L,

s HARBEBTHEy b EEEETF—FEy MIBARBER L FRICH
BT ARETXTINOT —F ROBNEREESFA—DOEEL L,
Lo R Loa— FOIEFG 2 0057 —4 &y FETCTH—LT5
Zl, BB, T8ty FOERBEREHET Sy MNexT B
HDODIREDAH T I,

o BEHFIF—FTy NOHEREREICEY T AEIICE, FEEE
— H TlenT 2:73@%673»729@ 3CEFF (T JAPANESE TEXT IN
SOURCE DATABASE] %) Z®HMWTAZ &, T—FEOHIBOLD
AZREET — ¥ 2 EEOREIEE O L o— e Hf%%#éz
BERBHHEE, BETT Sy bRORT AL a— Rzl
WHIERB LT H E ST 5 2 b,

o T OFEFEFF| ( [JAPANESE TEXT IN SOURCE DATABASE| #£) 11
AR TCIH—EB L TR —DbL0E W, F—2 T4 RXEF—4%ty
- FOEFHE (define. xml) [THHFRTAZ &,

o HABAREDEMFYLa— KU X MECed A BT T B /a3
ﬁxiﬁ EXFEHERIT AL, ks, EEEIEBRIHT 55

. EOFEBEXFHEREIWCRIT 5 LENRS DR IR, KRICE
ﬁ%oiémk@m WY 2%t 2B (B . [JAPANESE TEXT IN
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . STTOBAFE L ORMSITET—2 VA REICRT &,

s EHTIT—HFEy  NEREDT ANFIEDHI L, SDIMTFT—4 %
v MRS A ARFET— Xy MI Tsdtn_j] 72 AFI0ED,
ADaM 7 — 4t MZ®T D BAE T —4 ¥ v I ladam_ji 7+
NWHCEDDLZ L, T—FEy MARRTNEZIT2>DT—F+F
v hCRI—O LD ERANEZ L,

o BABEARESIRVRAAL LEONTHERTOF—4E Y bD

- BEHEOZANKICED, BET AT Sy bEEHLRNT
o

7233, BHIE UCHAEET - Z 00T SDTM X TR ADal & b ic LoD
BMFETORET A & TR, BREF—F 2G5 0ERRROF —
HERHTOFERDHHEIIE, FORMBEIZ OV TERIC PMDA 1ZHE
BRTAZENEE L,
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4.1.6 TuZThrhORHIZOWVWT
4.1.6.1 BHTBT0 TN
CDISC ABEICHEHL U /- 5 BT — A IS A2 7 a /o 5 8 LTI
4.1 13 [oRTEDMH, BeEMoFERERKORE - BEOR E@ﬁm
3o 2 BE RSB R A 15 D T O OMYTIC DWT, ADaM7— & & v MERHY
0275 AR UG 70 75 AORHERD D, 77T 5%, ThEN
BN O SV ER O DIEIRRe, T 7 V=) X AORGEN TR BRI TH
W, LY PDA OBRBEICRBWTEDOE EETTH D EAARERERE O
NZEEE LTI AMERR, Fh, BEO Y7 My a7 —Ya A
FRET S GO TIRRGDS, 7T AaEak, EITLERE (SR LA
=g Y VATF A, VT R TROFOS-Va ) BT HERICD
WTHRETF— 2 WA FICkBWTIRET 22 b, =/ ngflLET v s
LEHHALTWAES, =7n7ul s b CiRETAZ EREE LY
N, wraradS AORHPEEENRES, /o, T—F By bR7Irs T
AOVES B % SN L L TR Y 7' 79 AR EOREVPEE RS S
gt g7 LT Y XADSNAREEORHTE LI AR,
4.1.6.2 T ADOT 7 AN
4.1.6.1 GrRT B, 7l I AMIUFEDOY 7 M= TRo— g AL
WET A O TRV, 77 A NI Y 7 b = T AMY B Lin iR
FEEFDHHT L, #ﬁ%ﬁ@m774»%0%QM774w%ﬁK%¢éﬁ
HaE7—H A FITgh 5T &,
4.1.7 1R, m%%ﬁﬁﬁgwﬁﬁﬁoﬁﬁﬁﬁﬁm@%ﬁ il i )
CDISC AEME - YL L - B E T — F FlT oW T
1 FHERER, BESR ISR O RUE N QR SR EIR O RRIT IS¢ S ODISC
TEYECHEIL LT SR — A SOOI 4 1.1 25 4 1.6 LFIRTH D
25, BB EEEEL FORT,
4,1.7.1 SDIMF—&E> b
HEIENRE VT A—F 13, FNEESESICET AR RTT—F L LT
LH2bRAT DD, BB F AL PC RAS DA, B
H S - IERE T A — & % PP RAA B L CTIRIHT 52 & PC K
ALV EPP RAL Vv OF—F By FOBYRIE, SDM IG iZF-5& RELREC Z1E
E}EL’C A2 2 L AEEE LS, SDIM 16 (o iS5 i AEREEE 2 &%
T — A A PETHIAT D 2 L TELIAR,
7Rd3, CDISC MEUE\ZHEML L - A LIS DT —S 2w b & PC FAA L PP
FAA ACEB L TIRET 286811, Fr—YE D7 22T 53E (PC
RAAL L PP RAA L OERFIE, BEHOBIREFEDOPC FAA L& PP R A
A ATEFIABROBR) BT —FHA FETHRATLZ L, B, by
— DT 4 AT D EWT, PC FAL VD OIPBIRE ST A —F &
BT A BT,
41.7.2 ADaMT—FEv k

I e OV i e L BB 5 BB RR R OSSR Eh e/ S — A By
k% ADaM FEECIRHT AIEAT, EMOM TS ARET Dl 7 —F v b
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(L BB RESE 2O THNE, ZhbDF—H 2 EHDF—F v K
ICEEDTHBIRIZIBE L TH &V,

FEMTHEC FHV 2 ADaM JEEAAN D F— &1 b & KGR F BRI ADaM =iz
T CTRHET D86, EROMBNCAWET—4 8 FOBNIIFETH
B T L, F—FEy MO b L—3 0T ¢ SOETRNAE R RIHT A 2T
HRZBHRTHAIEENL, YT —4 by bERH L ETHRBET5Z 2R
TE D,

4.2 2 TRk, BRARSKIEEERS ORE R OERR IR O BT 2 HFESE
FT—FETOWT
RIS D ET-7— & /3y o — UHIRE ] W ONC R AR SRR GE L o H 3
BT —F RO 12 7T AEOBEHRRHARICOWT, B EBIE L
Flowt,

4.2.1 [EREEIR D E 7 — 4 N r—URAER 12O T
THEREBEHGEIROE AT —F R & —DHAE) X, HFEETT—4 %

T2 AT LCLOTBTAEIZR-F A b ETASEND

FEPREER T — X RHINEOERA D PDA SERTAZ &b, XEE LT

BHTDIZLEFRETHDS, 0B, VAT LAEEREB B 77y V%

BORET AR, 3.7 HIRLEEBD, TSV 77 A NVERET A

TR,

PMDA {233\ C TERRIREER D EF 7 — 4 S v r—VRIPE] 2 ET

LB MERFRIITRO LB TH D,

o Study 1D (KBRERAEFRBIT 5 XFF)

o TrANSNA (T ANKEEGL) , BB, bV AT AL
7o A VN A E BB AR T D, T 7 A R AD AT HLERR
v,

o EfiESNhMETOTEE (STS (GEHER/RIKYBNREMEYT) |, POP (B4
fESTY . PBPK (AEEEFBVIEMBHERET V) ik Other (ZDfl) @
i, BEEHWTATT S, ) o 7288, STS ICITIEHER 2 i Hh ik
MR & TRIASE 00 7 I CRENT S - SR B ik / 3R ) 2R & & o,

» T ANVORNBEDOMHA, £ 7 ANDORBROMOT 7 AN L OEERE
PHEETE DL ICHMERM T A L, aB. ANTEARALT
it 100 XFTH B,

4.2.2 WEETT—F ORENRBHARIZONT

R 2R SR B AR EYT . R RIARAT R UM RO IR S, %Twmm

DENELE DO TS _RETELZ LI TIORT, 28, BroEEIC

59, F—& B w M SAS XPORT B TR+ AT, F— &t/%%

ET7 7 ANRER—ET B L,

ek, BT AEEER, M%E@%%%mmﬁﬁuﬁﬁﬁﬁﬁ&®MW Z B

TEHHBETF—F D5 b, (DISC UM L7 F — X 250 T,

4,1.7T19%5 =

4.2.2.1 {ERERYIR I BhRRARAT
TR VEN 2 S B REREATIZBE T A EEE T — X 2D T, ADaM B DTS
CEATT — 4y FERETAEE, T4y FEOT 4y ME
BEEOHEMITERO LB TH B,
O frF—2t b
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SBIRE IH A F 3T A —F DREHICAWIINTT — 5 2y FRT
HIENRE SN 8T A —F ORI REH AW e fifr T — &
v b GERFFEOREOLET > ERER) ZRET S, 7
7 A NMERIE, BIZIEUTFoRREZ s,
. e SAS XPORT &K (x. spt)
s ASCIT Format Data Files
e Phoenix Projects (k. phxproj)
©  WinNonlin Files (k pmo, *. pwo)
@ F—Fty NEBE
o F-Aby NEHREBICE, D LB R UOEROHAE
GAHT L, B4 EBEICERTDZ L, R, BT
R EEBERBHLBEIE, £OELHAS—VEINT
A ETELE AR,
o Ty AAMRIL, FEHI, eCTD WAL T eCTD B BN L -
TEDLNWTWAPIF &35 EHREE LV,
4.2.2.92 BERAMAT (EFACESL VI al—bareEte, )

FHEFWRATIC B 5 HEEE T — 4 2RI 256, iy —F &y bR
F—4 1y MEBBOFMIT FRRO LB Tho,

O fRtFF—H v b

BARETFN, BEEFNVEL BT AEICRHERIC AW, 42320
ICR T NAD TS T BT 7 A R LT i@ty — &y M &R
L TR, 7 AR, BT TORRNE L LD,
o SAS XPORT FE5C (k. xpt)
¢  ASCII Format Data Files
@ F—2tv NEHRE

4.2.2.1@% BB TH T &,

4,2.2.3 £BREHEMBEERTT VR (EFAICEICYIalb—¥
arEED, )

TR IR FE 3R T IR B BT — ¥ IR T 255
BHIT D77 A N, F—FEy FROIF—F &y MERSSOHEMI TRRO
ERBVThHA,

O RN TAOMIE, BE LEYRTEEAT A—F D

8, R FIECR R OBESITEOFERBZTEND T 7 AV
7 7 A NIRRT, EEOFRTELE R,
@ MmFEET - E2aUERRBEOT— 52y b
BEDY 7 Ny =27 T CE S L5 07—k v M ERIUIINT
LTWAEAITIE, YiET 7 74/ (Simcyp PE Data Files (Gl
) &) ARIETAZENET L, B, BEDY 7 =TI
Py FNEERSUIINT L TWIRWESD 7 7 A AFERE, (EE
O TELEZ 8N,
@ F—Fky hNERE
4.2.2. 1Q%BRETH L,
42,3 70 r7LE0BEMRREARIZONT
4.2.3.1 HEHEN) e B HRARAT
A RE LR E R/ S R B AR R E L AU M TR
T REFROFIITROE Y TH D,
16



o FRITTATY AL (PIA0X, BB A —F ORHFES)
EETREHOT —F OB E, S U7 ICB 3 2 i
EELOOTHD, B, iy —2%y FERICUEERA S E
H5ES (Phoenix Projects (% phxproj) ® Text Output %) X,
FTOREWHRTDZ L TELIE LR, £k, BITHEES Y
BRI ENIEEE, Tho T2 L tELEZ 20,

o TrANERIE, EEOERTELE LR,

4.2.3.2 FRHEHT (E5AMIESL T Ialb—varysie, )
FEMARITICE 2 ST — 2 2T IS YN T, Iu s T A

TrAN, EELEBERBHASNWE 7 7 ANKERT 1S G AFEELED

T2 lb—a B TAE 77 A NOFMETRO EBY ThDH,

DO Tl h77A
ERETN, BETTNELRWTfETIEO 11 75 W7 7 A4 AR
H3 3, 77 ANERE, BIZIEUTORRNRELBND,

«  ASCIT Format Data Files :

@ FERREINMHENTZT 740 (NONMEM output %)

ERTT ), BHRETNVEE WS ORREN S I 7 7
ANERHT S, 77 A AERL, EEOHRRTELI LR,

@ VIal—variZBlTaT7rAn
V3ial—a TR T A NE LT, VIialb—g T —H
ERLEIEDDDTUTT LT 7 A N, ¥ al— g YOEMIC
AWl 7 v ANVKEPY I al—ya U iERETR LERED
ER T 0 75 L7 7 A NVEERHBT 2, 7B, 7 ad 7 AR RHTE
BRWGETE, TAT) ALARGHHUEEERIRNTH L, TrrT
LD T 7 ANERGL, FEEORRTELEZR,

CE, TR AFIEELRHL, TOBMITTROLBY 235,

» Tl ILAEETTLHOOBMEEERRETALOTH S,

o DR EL, TRTFLTFANGRT AT T AOMAEEGD
5:&&L\%%5&$%K¢ﬁ#6:ka&%\%méﬂt
TS G AEERTAICHE ST, SALOEES, R
AT 5 BNV, BANIZ S 175 ARIEZDIE
HIITRETH D,

HERE T —F %L oD & OBHRIZOWNT

5.1 HFBET- 7% L «CID OEHR

FEIE LT, £ETORFEFT—FIiL, eCIDAAy IRV inbBRENS
ZENEYITH D, LLARA G, eCTD BN M TR oCTD BV R R T 5
HBIZ D eCID BT 28E81%, eCTD ANy ViR —1 R R eCID 7 4 VA 1S
HBET T — A IRBBHI T AV EEDRNI L, 2L, H1E
DR EH—BICHET 2HFEET T — Y ORHOFEZREE D L ICEH
THZ L,

5.2 W—F VYA M2 LD oCTD ZfIHFE OIS

- CIDZBHT AL, RS Ao b OERNCRETE R R ONER
HWEAAL, CIDRNBEEETETHT &, BEREFEROHFILL FO®EY ©
&5,
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HEEX 4y
HHRFE I —ERHFBEOR
EAR, B&EDR
R’HTE-
5.3 WR—Z YA bE I LTz eCTD DI
eCTD DIBHICH TV, BEEISIFES 2R —F 01 b ETRE IR
NIEANT D, HMEROPIZLLTOEY Thsd, 2, £ETOEEIZOSW
T%m@t TNC B, BIRIANEZRD DL O THEZRV,
A, 2%, EX. K77, ZBRIEOR]
e B o A TR
eCID B2 {37
RHEeE =
B (72— )
By
HIEM B O— RS Fs
g0 H DR
A NAF o ZI BT DR
XW%/X&/Z(wmﬂ/ﬁfw/)®?i/7ﬁbﬁﬁﬁ

BRI
SEHEHR e JY O eCTD Bt DA
. fEE

TR AR, BIRUIAS LEE#, BHT S CD @ kw7 L7 41
KB A b ETEE L. PMDAICEETSH, R—F ¥4 F LORK
B2 RIZ DWW TR T,

5.4 R—Z A bR U TR & eCID DR

PMDA IXZE LT oCID KR LA NAF = v 7 LAY F—3 a EET
L. FOfRL L HIT CTD ZEAET OFHMRHR L PIEEIZEET o CTD
Wt AN F - g ARG, AL LT PMDA @ WEB B R
(http://www. pmda. go. jp/) VAR5 eCID MFEY — NV OEfE~ =27V
MERELTHI &,

5.5 eCID FA 744 7 Ve HEEFT— % DRR
HEEE T — I IHEEICRMNT RGO HThH Z Linh, HFHE

P BIEE GEAN, BHUIHIR) TA5EIE. eCTDEAHEITHI LA

BUTHSH, eCTD & HEBFF—F 20T TRHETAHE, 3.3 ITRTHFE

BT — AR HHINEREREL T 52 & T, 4% $%@%v~&&%@?
% eCTD OIEFENTFREEL 725, MIEETT — 4 A RHET BICH 0, UTO
RICHETHZ &,

@ eCID #IEIRHRICRET 2 REEF7—F
- WIER B S B E %%7—&%ﬁmb PMDA 7> 5 REEEAT — &
RAREE PSR, WEIERICEET A REE T — ¥ FENEH
TAHZEITITERN,

@ BECKTAHRBCHRMTARBETT —F :
ST ARSI T A HBRFT —#1L, FED CTD #EHIER
BB LB X, [EEORMSEEE LTHR—=Z YA MJr UTERH
T 5, :

@ eCTD WETREICIRE T 2 BB LT 4
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o FEQOTHRHULEEETT—F D55, PMDA 78 oCTD SHETHIC S
HAHLDE L TRDEL O, eCTD BEETRICTERICIRHT B,
o BMRHOBEELT—¥LOESORERET D, DIETORHE
FECRHLUAPHEEFT ¥ 2 EERET 20T,
o HHEBAT—FLUSMTIRET D oCID ERMBTEE LR WEAIT. 1
FIEWZ DUV TERNC PMDA RT3 = &,
* PMDA DO HFEETT — ¥ STHEEE T ZIT %I, YSRHERES
CEET A PEEST X BT A ik TE RN,
o ENEHESBICHFEFT X ERBTAIEAIIREOFIEICHS,
5.6 HFEET7 — X RHFOE TR
CTD X iX eCTD ETHAIC B — 4 R IRET 2581, [HEERROK
REEOEPRUOMBIZOWVWT)  (Ek 22 F 12 F 27 BT3RS
1227001 HHNATBOE AN EIE HEFESIRASHEHERERM) BIERO 6127
TEEFIC, YUREE LT —F I W TEHTAZLE, Ok &, B+
HETODT7 7 A NVEERBICFRR T2 0E03 53 <, SRRICEETSHEER
F7— A —ROFEPHEBTERIEL W, 2770, [RERBHROETT—
ARHICHE Y 2 BEREEIZOWT] (PR 2T 44 A 27 BT Ra% s
0427 %1 BEARHLEXARBEELTHEREN O 2. Q) 7K
R R A U RT N FHWTHET Uz CID 2RI 585681, 04
B,

6 FOff
HIE T — 5 DIRHERD BRGEHO 5 b, K BEIRA LR T
Lb CID ThdILaeRODTHARNLEDIZOWT, Y E OREBERMS
EEE 3 THETAFBICLVETHCRET 2208 TED, TOHED
HER AR E B OB 2 E BRI DO TR T,
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AlE

AHA RTHWD AEOESR

BLT AN (BR—FLEMLTERTIZETOT 7 AN)
FERRERHEOEFT —F (=HEEF7—¥) (E: EBRPNBHCE 847 —4) &EH)

I
I
I
I
I
I
I
I
I
I
I

I
|
|
I
|
I
I
I
I
I
I
I
I
I
I
I
|
I
|
I
I
I
I
I
I
I
I
I
I
I
I
I
|
|

Lt

— —— — w—— —— ——— — —— — — — rm— ——— - ey e S E— — — — —— — — — — il A S— —— —— — — — —— ——rn i

HRER R 7 — &
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Term

The DVTERM values will map to the controlied

terminology i DVDECOD, such  ag

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
S --REASND ReasonNot Done  (Char | " N OT DONE.
Relationship to An opinion as to whether the event may have been
38 --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 sife. Perm
_ The text of the comment. Text over- 200 characlers
CO 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”,
SV SVUPDES Description o‘f . Char Description of \fvl-]at happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of Verbatim medication name that is either pre-
CcM CMTRT Drug, Med, or Char | . P Req
Thera printed or collected on a CRF,
Py
Modified Reported - [If CMTRT is modified to facilitate coding, then
M CMMODIFY Name b Char CMMODIFY will contain the modified text% Perm
: Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
' HYPERTENSION.
BEX EXAD] Ree.150n for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT Reported Name of Char |Substance name. Examples: Cigarettes, Coffee.  [Req
Substance ,
Sy SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance}Use Char Substance- use qonsumption 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
Modified Reported If AETERM is modified to facilitate coding, then
AE ABMODIFY | ™ P |Char | oIy will contain the modified toxt. [P
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-UPR.”
MEH MHTERM geepﬁéz{?c:?m for Chat Verbgl‘.im 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
Prefix

Variable
Name

Variable Label

Type

CDISC Notes (for domains)
Description (for General Classes)

PE

PEORRES

Verbatim
Examination
Finding

Char

Text description of any abnormal findings. If the
examination was completed and there were no
abnormal findings, the value should be NORMAL.
If the examination was not performed on a
particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.

Qs

QSTEST

Question Name

Char

Verbatim name of the question or group of
questions used to obtain the measurement or
finding. The value in QSTEST cannot be longer
than 40 characters,

(% . SDTM Ver.1.2, SDTMIG Ver.3.1.2 EL

Be, BRI EBENE)
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BABTT—#MB LT ¥ A PERICOWTIBFLFS ( [JAPANESE
TEXT IN SOURCE DATABASE| %) %#8#17 2 (AETERM %% [ A CTINE)
Row [SEEDYID:[DOMAIN JUSUBJID|[AESEQ [AETERM:. . ABSTDTC [ACENDTC:  JARMODIRY: " JAEDECOD::
_ JAPANESE TEXT IN
1 ABC123  |AE 123101 ] SOURCE DATABASE 2005-10-12  2005-10-12 Headache
JAPANESE - TEXT IN'2005-10- 2005-10- \
2 |ABCIZ3 AR 1231010 12 SOURCE DATABASE 113T13:05 __ |13T19:00 Back pain
1 JAPANESE TEXT IN Pulmonary
3 |ABCI2Z3 - IAE 123l01 13 SOURCE DATABASE {2003-10-21 etmbolisim
Row AEBODSYS: ALSEY: " |AESER|AEACN | AEREL: B
1 (cont)[Nervous system disorders SEVERE N NOT APPLICABLE [DEFINITELY NOT RELATED
2 (cont)|Muscaloskeletal and conneclive tissue disorders| MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont}| Vascular disorders MODERATE {Y DOSE REDUCED PROBABLY NOT RELATED
Row [ARQUT: S[AESDISABTAESDTH: [AESHOSP[ACSLIFE [ALSMIE [AESTDY|AEENDY: [AEENRF:
| (cont) RECOVERED/ 1 1
RESOLVED
RECOVERED/
2 (cont) RESOLVED L !
RECOVERING
3 (cont} JRESOLVING Y Y 9 AFTER
AE RAA L (AFRFEFT—F v F)
© HAE ”C“Tmﬁlilﬁ L7 %A PEBIZOWTIL, HAEEZFOEEBNTS
Row [STUDYIDDOMAIN [USUBID TAESEQ TAETERM JAESTDTC  JABENDTC:: [AEMODIFY: AEBRCOD 0w
1 ABCI2Z3 |AE 123101 1 it 2005-10-12 2005-10-12 Headnche
iy 2005-10-~ 2005-10- ,
2 ABCI2Z3 |AE 123101 2 podiit s (3T13:05 13119:00 Back pain
3 ABCI23 |AE 123101 3 S LR 2005-10-21 Pulmonary embolism
Row [AEBODSYS:: S iR [ALACN: ] :
1 {conl)|Nervous system (hsorders NOT APPLICABLE  |DEFINITELY NO! RLLAIFD
2 {cont)|Musculoskeleinl and connective tissue dlsorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (contd| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row  [AEOQUT i ABSCONG [AESDISAB |ALSDTH | [AESHOSE |AESEIFE [ | AESMIE [ARSTDYARENDY. . [ALENRE: :
1 (conp| RECOVERED/ B y
RESOLVED
RECOVERED/
2 (eon) | ESOLVED ! !
RECOVERING
3 (cont) IRESOLVING Y Y 9 AFTER
#12) RXOBAEBLERTLZ ENRETHY | FHTHIEB LS EMAEIZKS]
THLERDDHEE
QS FAA L (Bef H”“*—Mz‘y I~)
Row [STUDYED: IDOMAIN [ USURJIIE . ‘ Qb'%LQ ~|QSTESTCH: | |QSTEST, - et S
1 ABC123 Qs 123101 QSTESTIL JAPANESE TEXT IN SOURCE DATABAbFOI
2 ABC123 Q8 123101 2 (QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABC123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SQURCE DATABASE(3
QS FAAY (BARET —~F v h)
Row [STUDYID (DOMAIN: . [USUBJID .0 |QSSKEQ | [QSTRESTCI: |QSTEST - ‘
1 ABCIZ3 QS 123101 I QSTEST] Eﬁrﬁ@%ﬁw&“ fﬁn ?
2 |ABC123 QS 123101 2 QSTEST2 E5 X AT TR ES P
3 ABCI23 QS 123101 3 QSTEST3 PR L CHEG TSP
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Dataset: : XXXXX { IXXXXX) i 7—# v M)

No. Variable *! : ‘ Description ™2

! D 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 v Plasma concentration

Number of the compartment where the parameter was measured
I =Dosing

2 = Parent drug

3 = Metabolite

6 CMT

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

%1 B RIS - L,
2 EHROMBELEE T,
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Program file name

wi

Description *?

FEHYZ 27 0 OO0 Ver.@®
B « » < WHWE,
i FOEER
TN b7 ANEMATH 7+ A ETROITTHEET 5,

XEXXK <~ "R

DT —E T A NERET DT ANFEETROITCRET S,

XXXXK<- "/ S AZ"
s FRROATE T 075 A5 ETT5H,

exportData{ XXX XX)
HELETZ 24 (oox) WHAIHEZCSV T 740 ( Txxxx] ) 10#
LT, YTab—=alBo: « « Ty aM0 (xooxx) &EZTT5, '
TRy R T AN (ooxx) &, LTRELET A5 oaxx) (©
R+ 5,
s FTROTHE TS ADERITREBL, ELETI Ny b7 74
osxoxx) E RS- HERATT B,

Xxxxx <~ importData(XXXXX)

EXXXXX
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