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» FT—HFHA K, define.xml ZFURRAF A NI — N EHETEF—F v h
ERICTZ A NVFIZHNT D Z &, define. xml SEEEANAEDH, PMDA [ZH#R
TOHEBRPRIRINDLIICYZLAT AN — M EERT B L,

> BT 57 7 A NBIRNERIIEY 7+ NV BER LW L,

> RARFEBEHOBRFEFT —F DI L, ODISC BHELANDOER DT —% %
BT 28I, —HlE LTTRD X S5 lanalysis] 74 AEDFD
BEBIC Tepl 7V F%ERIT, TORIKEMTIZLNEZLND, =
DFEITIE. Tep) ZANFHROT 3 VEBRITEICHIRIZT VW H O &
T5, BB, YT —HXOBMFEL LTRLET LY ZNICRE DT
IRV, BB L ST, NRE, 73V EFLRONT 74 VAT
5 LROBEEBEICIINED Z &, YT —F DBMFIEICHOV\WTIL, &
BT PMDA IZHERR T2 Z E B E LU,
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BT NFOFERFFEIILLTORY Thb,

T A IVEL = A
mb 1 [BTOHRBEBEFT—FH CID HS5HICTETHZ
EERT, KT ANVFCTMNT ANVTLUSND T
7 A NEEDTIIRBIR,
datasets 2 |HEEBEFT—FEBWMT AT ANVY,
KIFNFZTMNT ANEUNDT 7 A V=S
B TR LRV,
[study 1d / iss / ise]l| 3 |BRBRI L NIIMAMBITHKR I LICERENE T

ANE, THNVERZTYTRRE —BIZRAT
%X ARBE S (studyl23, L) L3350, fiE
rofaEp] (iss, ise, &) &35 L,
RKTFANFZTMT +NVEUNDT 7 A NV EE
DTIRBR,

analysis

BT — 42ty NROTu 7 L5 HT5H7
FIH,
RIFNFEZTNTANVEUND T 7 A VEE
B TR R,

adam

ADaM F—F &y FROT R T T LAEKNTSH 7
FIVH,

KIZANFZTMT FNEUND T 7 A NV EE
OTEHRBRW,

datasets

ADaM T — & &> P EBMT D7+ NV,

programs

ADaM 5 —& ¥ v FROREZOERIHRD T s
TAERMNT BT AN,

adam_j

FHF ADaM 7 —F & v MMTHIET D AAET —
Ay N THT7NVE, B7 3+ )VFICH
AFE ADaM T — &z » RPN D T 7 A NVERHIL
TRb72RWn,

cp

BRI EIROFFEETT —F D55, CDISCAE
LN OBROT —F ERMNTD 7+ VH,

legacy

ADaM TR TRWBHFT — 4y RROTu s
LEBWNT BT AN,

BRI ANFWCTMNT ANTUND T 7 ANV EE
HTIEHRBR,

datasets

ADaM DA DR DI T — 2y M EEMNT S
TFIVE,

programs

ADaM U DFBER DT — &2 v PR ORRD
VERRICARD T 7T BEBMT D 7 42V H,

misc

analysis, tabulations DWWT DT /LI
BT A L REYTCRWT—4 1y b BN
TB57F/NVH,

tabulations

HREOT —ZRLRRICET 5 ERE —ERT
ANTHERLET—F 2y PEBMNTDE 73V
ﬁo
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TANEH R 7 B

RKIANFWZTMNT A NVEUNDT 7 L Vs

H TR B,
legacy 5 |SDIM DS DERDO—BEBRERDOT—F vy M
BT D7+ VE,
sdtm 5 |SDIMT—Z&y b&#MT LT VL, ]
sdtm_j 5 TS SDIM T —# v MIkHST 5 BAETF —

FEy RN THIT7NVE, K7+ VA IZH
ARFESDIM T—& v FUANDT 7 A VBRI L
TIER G2,

3.6 HFEETT—FIKBETBINYTFT—vasAizonT

R=Z YA N LCRIHS N HERTT -2 ot L, 75 OIS
CIenNY F—a VM TbhS, N) T~ a VORI, R—ZAdA b
LEEUCHFFIOEEINS, 2B, 3.6.1 (7) BTRTA—MTER LT
LHFEEFT—FICONTIL, ARBBEEARETAIETIEELELET, £T
DT —FEBFRHTDHZ ENEE LV,

T = FERERCR—F VYA MBEPICRA LIz T —I2 o0 CiE, B—Z 4
A bIWVTT R SEIZRINE DR EITV, S REZITA L,

3.6.1 CDISC #EWF—F x4 B NY F—v g v

PMDA IX CDISC #E#L5— & 1Z%f L CiX. Pinnacle 21 Enterprise %>
RYF—va VBT,

NYF—3a AW B— VDN TIL, EHE~OF M & ARES
WCRBIT 57— ZFHADOKS S, PMDA RERNCIREBTREEERRRT —2 0
H. RO PMDA (2B BEERBRT — & O FHEZZRB LT, &1
—NVORHBEEEE X TEZ ICERMEEZRELTWS, BEXHEOREIILLT
DLEBYTHD,

(7) EXLTWABAICIIMEESND E TCEENEB IRV —L
BEERRBRIZOVWTHATHET—Fy FOFEELDHEFITES
72—

(1) EBRLTWAHAIZ, BRICHARRVWEAICIMEES NS $T%
BB I RV —L
Z< DGE. FIEBROREN A FIZHBIZED L TWBL—
Thh, EXLTWAHAICIRZOEALVMEENRAEERBEHIC
DUNVTHEERIIC PMDA IZFERE L, X BT —F WA RITBW AT
BVNBEDHDBNL—)

(D) B LIZHAETHLT LLZORAZ ROV IL—L

7B, L (V) i2onTh, BERRBRT —ZOEOBEANL, BERD
HRIZOWTCHLEHRAZRDDHAND B,

PMDA IZBIF BN F— a VO EBRBFEOFHM, @x DL—L, RO%
DERMEDOELEIZHOUNTIE, PMDA D WEBY-A + (http://www. pmda. go. jp/) T
ARLTREY, ABHEBICHI- > CIIFELENHFEFT — Y BB
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UF—a ETWD, V=B R L TWAEETZ24E Lz L THERE
BAZ1T 9 BERH B, V—MZOWTIIS BRI SHE S B FTREMEAS
HHEZLIZTEEL, BICRHFOBREMA L LT T —va V&
THZ L, B, V= VORERD HHEEITIE, WEHRDONV—NVOFERAE
TIZ—EOHE %2 b > THERNENTEENS, |
3.7T RUEHBRVERBREIV S~V =A VAT LAOFAPEERGS Ot
J& & DA OBRFEF
R—FZ NV A P EERTIBBEOCENDZRIE - BT HT—FEUH
—l AV E =Ry MEERTAERICEENBELZGEEOL I, F—
N2 A AT LAORABPRERBEICIES P U =2 VAT LEI L TH
BETT— X OREHMTZRVWEREERH D, TOHE. PDARDOIZ TS}
AL ZAT 9 DT, BRBICKLEREEREROETFERAEKICRGZINZETF T 7M1V
EROCERETAZE, i, BRRABRT —FRHARZ ¥ 7 X0 B
(TSV 77 A n) TERLL., mb] 74N H EE/NAICEELTRETSZ
o BB TSV 77 ANVDERFIHEIZDWTIL, PMDA @ WEB ¥4 b
(http://www. pmda. go. jp/) WCBIREHI T 2O TRRTH L L bIT, 3.5 1T
EDBT—HEy DT 7 A NAIARBREICHMEED 7 7 A VA& E
THT &,

4. BHTREBPFEFT—FEITONT
4.1 CDISCHHEIZEML U= REEETT — & K UBhEd~ 5 3CEIT DWW T
4.1.1 #HTEZT—¥Ev b
4.1.1.1 HE

BRRBRBR T — & OIHICEE L CiX, CDISC fZE#eZFIH T 5, CDISC
L DBEF DOEEREREENH 4 K (Implementation Guide : IG) . BAZ&IR
DL CDISC @ WEB ¥4 b (http://www. cdisc. org/) ZBRTHZ &,
CDISCIZ & V., EERBRBRICBW T CRF &I XV INEESNTZT—F D—
BREAT —F &y FOEREL LTiX SDIM 23, EIF7F—4% &y hoE
#LE L Cid ADaM 23R STV 5, PMDA 25527 ANLAREE L TABRR L
TWBHNRXR—T 30D SDIM, ADaM KAZHER I A NIZHEV, HES
NEEEEZHANCTT 2% F LRI I L,

CDISC ¥ L A A ATCINEINT=T — X # HERICIRNT 5729
(2, EIEEFE DS CDISC AZHE|ZHEYL L 7= RIS E M 5 & W O EHE S 238t
5728, EERRBROFEOEMEND, HiERIC S ZEEICHEIL L 2B
TOT—FREBPRD LN Z & ZHIRIZ, T — % INESCHEITFIEE
BRETT2ZEREELY, BB, T OEEIABEEICBWWTLE
REBKRBBROT—FHEHBZ2RLELO TR WD, FEERRICE
WTIHETRET—F IIHRERBROEKN O EREE 2 T, EHo
AR OLEEMFTFMY NCEREORLMEHRFICVEREHEZRE
THOVEND D, BRI LT -4y FMEEERTIITHEZD,
ERRBROHBE X IINET DT — 4 ORI L WV EHRDOREFENE
ZONB5E. BHLIITHMOMICHBREORE T A Nic#El§5Z L
DEEE IR SR H DAL, FRNC PMDAICHEBRT B Z &,
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B, T—FtEy MERERZIX CDISC EBEHEEZ XU D, FIFT 25
HABSCHEELERINEXELZOEEFERTH L EL, &
YU TRRILF - INCFEDORTEER LRV &,

4.1.1.2 SIDIMT—& v k

SDIM 5 —% ¥ > bid, EARMIC CRF Ziz LV INE S ET—# %,
WA= 3 O SDIMKESDIM IGIZIBWTIBEINEEKIZ LY.,
REINEE AL MU TIRET 5, BEZICBVT, SDIM %
NETH5ME OB CHEERRT — 2 2FH L TWARENH B2,
ZDB/ETH, RET AT —F ¥y Mk SDIM EZOSDIM IG IZft-7=%
DICE#T B L,

SDIM {235V Tk, £# % Required, Expected, Permissible (Z4)4H
LTS, RESNEZT—IREENIEHITHONTI, ZDOHHEIC
PROOLTHRREYETCOERDOT —F 2K+ L, B,
Permissible, Expected DEE D5 B, LATDO L OIXFEER BV RHY
LHRETHD,
© N=RTAr7T7 (BERE, NAINVTA 2, LEX, Eipk

BE, PRAEMZERERS)

* EPOCH designator (BRi%i8E33%%)
e —DTC, —-STDTC, —-ENDTC % ZH DHHE A D, TNITHIET 5

Study Day %t (—DY, ——STDY. —-ENDY)

SDIM %, B LT — 2 DEZ2FDOEEHRMHL, BETEX Ao
TS BT LI b DIXEDR, ML — &% ADall F—% kv
MZgdbsZ &,

TS BEOREOHTTH, FIXIEAMNEROBRIZIE IS0 8601 %
HAndZ e, —DYIX0&2&ER W &, =& %2 CRF T Yes/No CF—4#
BPNE SN TVWEHETYH SDIM Ti YN & LTHRIIT 5%, EARKNA
BANTHES Z &,

RELEEEE L TEY OFREFICE Y ¥ THNRS ID 2T 5
TeHDEFE LT, USBJID BAREShTW3, #lxiTBMERRL 7
Nk BHI R 5RABRE, ERORRE T— ADEBREICE TS5 —
B THZELEARETIED, A—HRECIIPELER 2K
L CRIEBZR MR Y Rl— @ USUBJID # - L S IcE@T 5 L,

SDTM {28V T, EHi STz RRRBR O EIZ T 2 B8R E KT 5
Trial Desigh Model ® KA A (TS KA A %) 122\ TiE, Eifi X
NICEERBRBROFFBICHET 2 FAREREZ S, HIEN AL FITit
W — 2 EFRRRR D B L CTRET B L,

SDTM TiZ SDTM CTHIE SN TWRWEEEZE® 5 7= DI SUPPQUAL &
WO —HDOT—HEy heRETHIENTEXSL, ThbDF—4+%&
> ME SDIM D R AL NZEIV S THZ EDTERNVWT —FIZH LT
PRI 2R TELN, ERMICIIZTERBITICEET S L HARE
BIIZNIZED B XTIV, SUPPQUAL 1T, #ICEIEN 4 FICHH
DR, RRBECBWCTEHELEZZ DN EREZED D Z L 2Rt
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L TCWAEBAIZIX, FRNT PMDA IZFERR L, HERICEHTZHEAICIET —
ZHTA RICBWCHRATAZ ENEE LY, .

N LT — & ORRIT &dﬂiSMM@%T@F%%/ UL
RWBEERDH D, TOXDRGE, BiF iéﬂﬁ@b%%/(u
T ITARELARALY) 20D, ) BEHRTAZ LB HONLTNS
DT, T—FBEFEDFAA VICHEYE LN L 2R LE LT,
SDTM DEIEH A RIZEVI R H L RAAL VEER LT —F B&NT 5
Tl WAZALRALVOBBFIIMNELRo-BBRL LBIZT—F Y
A RICRBTEIL, £y DRAFZAFRAL V~DTF—F OKRMNE K
T BBAITIT. ERNC PMDA TR T A Z L AEE LU,
4.1.1.3 DaM5F—&E v b

R — & & v ML CDISC EHEIZI31T B ADaM IZfEV VSRR L2 5,
AT EEICER SN 22 TOMITIZOVT ADaM 5 —& & v M &R
FTAHAMNEITRWDE, BMICET 5 EEMIT, BIRMEN (FZEFTMIE
HICR T 2 BIRMATCEERBIKFEMIE B \CRBT 5847 . B2
B4 5 ZEMITA EFRICHET 2 AN RN, BEESH M
B 2EERRFORELRIT 27D OMTSE, bk, Zetko
FERAEREORE BEOBREORMCBOL AERABREREEB S
T2 O DEEFTIZOWTIL, ADaM T — &y FEEHTAZ &, BHET S
T—4%y FO+HHEIOVWTIXL, FHANZ PMDA IZHERTHZ ENEE
LW, ADaM F—Z ¥y hTIERWTF—F v F &AW TIERBIERE
EOMITHERMERIN TV A AL, LRoFEME, Zetox
ERRROHE - AFEOREORIMIZE D AMEITIC OV TIX, %%
FEROBHNTIEEL ADaM [ZE S i@ty — &y MeRRHT L &,
2B, ARBRBRICHBEEVLRESBEA~DOBIE O = DI HEN U fEHT
IZOWT, BINCHEITT — 2%y RT3 BREIXRN,

ADaM {21, #BRE L~ )L OIE#H % & Tr Analysis Data Subject Level
(ADSL) &WH T —FEy hBHY, ADaM F—FtEy MERHET %
RRE oW THTIE2RHLZ2TER B2, E/, ADaM F—
Zy ML AEMBTERS L THH, —fKMIIZ ADSL T—FE v b

=) iné Q ?ﬁﬁﬁ%ﬁ‘m‘#ﬁ%knﬂﬁiéﬂééT@,\x%% [=) UF‘ L fﬁ

5%, FRIE LTHK ADaMl 7 —F &y MZEHHI L, ZhbD%k
BoplE LTk, RERICMNZ T, R GAREEHBEEES) | &
MEfEk (WEERES) | Hugg, E., BT onhiziaik. Rl £k, B’
R, BATERZRT 77 T ROBEERRN—R T4 VICET 2 HREY
RICETAEEEH 5,

ADSL LISh @ ADaM 7 —# & » Mk, BB & T 518 4 OFENT ORI RS
Ui REBOEBRE L VB b, EBERCT —FHA FIC
LAONBEOHANREETHD I LICEETIRETH D,

ADaM T —# &> MIBWT SDIM T —& v b &R CEHZ AW
HHBEICIX, TOEROBME, ARZIIFRKEE T L,
4.1.1.4 5—F¥y bDOT7 7 A MERIZOWT



CDISC #EHEIZ#ERL L 7= SDTM, ADaM 5 — & ¥ hik. SAS Institute %%
AT BT —HERET +—~ v N TH B SAS XPORT 7 7 A NVERE T +—
< b Version 5 (LATF TSAS XPORT 6= &V 9, ) T, 15—
vy bel77AN0VELTHRETAZE, 2B, SAS VAT AIZL D
YERIRFIZ I3 SAS CPORT Procedure (XM L7ARVWZ &, HAFE COTEHA
BENPOBIILEZ ONIEH (LT THARFEEB] VW), ) B
Eh57T =2ty MIBWTHRERIZZ 7 A ATEEIE SAS XPORT Tz &
L. 7—%ty MERBIICAHWO W= XXFEy NXEBEFR%ET
—HHA RIZEDBZ L,

SDTM RO} ADaMl 7 — & & » MZ oW, F—F vy ME 7741
AXR—¢TB L,

4.1.2 7=ty bOBEERREOMOMEET S 3CE
4.1.2.1 T4y NOERES

SDTM, ADaM 7 — %t v MZBT B EREITENEN CDISC 2B 5
Define-XML JERUT L YD, WEDORRNARERAZ A NV — b ~DER
EEUMEROT 7 A MCE L LET, ST 37F—%Ey FER
CTANFREBFBAF AN — P LTRRHT 2 L, B
EDT7 7 A NV4IE Tdefine.xml] 453, ERBEONAKELE LT, 57
—Z ¥y b B, EHRORVEDE, ROHEHHECa— FICBET
LEBVEFEND, HEZEOERITIINA—Vaveghidi e,

ARBFEDODICAV BN S HFFEEENTBWTHRR S 15 RATR 2
TS —Z 2y FEOBROMBERES THDZ Lik, BKRRT
— ARV AREELTHIBICEDIDICEETH S, LoT,
ADaM 7 — 4 & v MIETHEHEEITIE, 4. 1. L3ICFRTHENME., ek
DEBEDBERIOHE - AROBREDORIICE b 5 BERBEREE
D1 D DFFHTITOVT, FENTHER & SHind BT — & & v FRoFf
SNOEHEL OBRERTMEITERA X5 —4# (Analysis Results
Metadata) DWEENDZ EBNHE LW, BITHERAZF—ZITBWT
ik, BIETICOWTUTOEANEEND Z EBNEE LU,

o MERREREECRFINIBIIHEREZ R TREE TSR UOFEREL

o FRHTONE L EHEEE

s [RTAHENRGA—SZLZLLa—F

o RITHRLIDEE

s [FERTBT—FEv b

o FRMTRIR LD L o— RO A%

o FENTEIEEICRIT ARG T AR, MIT 0SS 04, BITFED
1EER

o RITIEICHIST AEITA T v 75 Aotk

RTHER A X F— 2 ORI OWTIEAEERR Y CDISC 12k %
Analysis Results Metadata Specification for Define-XML %3 L
THIELTEHN, EREBRXEDTRHETSZ & BNHEREEITIT.
eCID JEN Sz N eCTD BBV VEENZ Lo TED HIL TV 5 PDF IZ X U B H
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THIENFAERTHD, B, ERBICBWT, HASSAARTEICX
DERENTWVTHELEZ R,
4.1.2.2 HERFEIEFIHERE (Annotated CRF)

BEIRA X JEFIREE (LLT lAnnotated CRF) &V 9, ) IX. CRF |
FOVREENET—FZOFEEB L, T—F ¥y MNZEENLIERZ Xt
R X TERERLIELDTH S, CRF DEHBICHIGTH2EH L LT,
CDISC HEHE\ZHEYL L 7=T — X ¥ v MZOWTIX SDIM OZE#HZHW3S,
BIROEBEF ST IEIZ OV TiX, CDISC &k D SDIM Metadata Submission
Guideline (SDTM-MSG) 2BE L5,

CRF IZ X W INE SN2 T —Z X/ THEZR2 RV SDIM 77— & & v NI
SNTEBENRDZZENRETLVE., BEER2WT—XHARD S
BAICIX, Annotated CRF ETIXRHET—FEy MIEENTWHRWE
BEMNBERTETDHELEBIZ, FENRVWEEBEEZT —F H A NIZE#
TBHZE, L, ZFOBEABHLIR2LDIZONWTIIREHRT I LE
X7,

Annotated CRF @7 7 A WL, KA. eCID @EIKZ T eCID BERY il
HIZ Lo TEDONTWS POF & L, 77 A NV4&IL Tacrf.pdf] &9 5
Zé, BAIE LTSDIMT —% &y hERIU7ANFIEHTHZ &,

4.1.2.3 T—HHA ¥
AREEROBREBICLDT -y hORNE. HiEROBEMR L RE
TAHELEHIZ, BEBERICLDT—F vy MERIZH Tz COT—H &
YEOF) LRI R OYERLME IZ B3 2R 2 FIRE & 95 72, SDIM 57— &
Yy PR ADaM 5 —F v hDOENEFNIZOWT, T—F vy FOE
REWCMATT—% A FEEKRL, RRIE LTHETEIT—F &y
FERUT A NVFITHM L TRET S &,

SDIM 5 —4# &y MIBET AT —F A RiZiddi LU TDIEHE

EEDDHI L LTB,

o [RRARA. BREHHEBEEESS

o ERRBFHEICETAHE

o AWHLNIZHE, HHIAGE., EERVEDON—TVa v

o WERET— X DA

o T HIEEA~DOENMICETHIFTH (N TFT—a /Fﬁ'ﬁ Nl 15
FEA)

Flz, ADaM T—F vy MIBET AT —Z A FIZIXLLTFOEE RS

ENBZENEFE LV,

o BIKERA, IBRFEHHBEERFE

o T —F &y MIEET S HEKREREICET 538
o HWbnT/-1ZYE, HEIHFE, FELREDONA—V g Vv
o BEOT—FEy MNILBEBTHIEER

o FT—Fky FOEKIZETIEER

o F—X¥y NDOHH

|
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o T HIEHEA~OWEIMEICETIHRA (N F—a VRERICET S
A BA)

SDIM, ADaM 77— &ty M ENFNDOT —Z HA ROERRIZHT-Y . CDISC
BB\ TIT =2 1 ROEBHZRT 4 —~ v MIREE S TS,
FERBICEDDIRFIOWTIE, UTORESBICTHZ LN TES,

* SDIM7—%ky MZET BT —FHA K
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

e ADaM T —& %ty MBI 5T —& A K :
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide

&CEE, JRAIL eCTD WK eCID Blfy VEAIZRBWTED BT 5
PDF CYERK L. 77 A 41k SDIM, ADaM (2% L CENER study-
data-reviewers—guide. pdf | [analysis-data-reviewers—guide. pdf ]
B, NEPHBEL 27 7 A NAETHZEREE LY, RB, F—
ZHA FIZBARETERLTHELE RN,

4.1.3 FERTIEED NN~V a 2o T

CDISC fREEICHEW L7 —F &y PROEBEEERT B ITH -0 48
3%, CDISC AZ#E, #EhIFE. FEEE|IZ OV T, PMDA IZB W TCZIF AT
RE/R/N—0 = 1% PMDA @ WEB HA b (http://www. pmda. go. jp/) H BRI 3
&, B, N"=Ua O ANFEIL, HESAKBHERICTRT S
FRHAEA A & BRI 2,

F—HEENTRRE S NN—Da U EAT 52 L3 LX 22V, /-
BRRRBRATIIHE - LienN—Va v 2 HWS 2 &, R—BERBRNO—E
DRALAZONTHD NN~V a VEBRB LEEAICIE, ERLEA—Y
a Y EROREOHEBIZOWTT —# HA RIZBWTHRETSZ &,

BEDBRRBROMEMITOT — 2y MeOWTIE, FBERRBROT
— 2y EBPEIN—T g UBRRBR S TVBEAETHoTYH, H— LA
—Va VIZHEWVMERT A L, NV a It UTBIR LEAN—T
YOFREH, BRI a v bOBRICHT-VEE LA o0
Tk, 7—4 04 Rici@g#i+sz L,

4.1.4 FREGVROEHEICONT

HE, FEBEBREOT —4 2T 5720, %< DEBRIZOWVWTE
NEIVRBEISIZEYE (Therapeutic Area Standards) 725, CDISCIZ X 9 ZA
FRSHTW5, BEICIEERAR SN T AERBIZOWTITEDOEREL R A
THIEHRTELEN, FALEEEZONTIRT -y FOEBERN
T—EHA Rici#i+ 52 &,

4.1.5 BAARFET—F OO FNCONT .

AAECT — MBS, POTNEEBICER LESA I —EDES
DEZ2ONDBNRH BEEKIZHOVTIL, BHAB TORBBLEIF]
THY, BARFETRHRLET—F CUTF TAARES—F] L), ) 28
MY D2 AT THD, AARENEEN D TN D 5 EEOH % Bk
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2ITRTH, ZHICRD b O TIEARYY,

AAEEEN FAA VICEENDIBEORERET —F DT —F Y b~
DEANFIER R FIEIZFERE LTUTO LY 93, 2B, B#kS3
Bl %R,

e HMUTHBFAALY (T—FEY ) ZHO2NWT, BEAE —FEy h
RO FED ASCII THEESNTWAXF vy hOATHER SH
Trr—&ty b (UTF FEEFET—FEy b 205, ) D220
T—EEy NEERTHIZ &,

e HABEBT—Fty MIBABEHBEOAZBARFEFEL L, LS MR
HFET—F Yy NEA—NBEOREFEDT—F L3252 L,

o BAAET—FEy bEEKFTT—FEy MIBARFEHEEB & ENIZH
T AEBFEXFINOT —FEOENWEREEL RA—0EE: L,
Va— R, va—FRolEFEb 2 o057 —4%ty MNETR—& T3
Tk, BB, T4ty VOERBIFETT—FEY MIHT D
HODRHOZT IV,

o BEFT—HEy MMOBXREHERBICERYTIERTICIE,. EEOT
— 2 TRV EPHALNRIEFEXFF] ( TJAPANESE TEXT IN
SOURCE DATABASE| %) %###4 25 &, T — X EDHIBDIZH,
AAFET — & B OELENIEE O Vv a— NIZHT THERNT 5.4
ERDDIGE. BEFET—FEy PRORET S L a— Nk T
UEIELTFI BN T 52 &,

o = OFEFETFH ( [JAPANESE TEXT IN SOURCE DATABASE] %5) 11
BRRTCII—BLTCR—OLDEHAN, T—F A FXIT—2 kv
FDEZEE (define. xml) [THHRT B Z &,

o BAFEEZSLHMFRCa—FY X MEHST B ERTICIEY 7k
RIUTKFBEXFEFIE M T D&, B, EEXFIIEKMT 55
B, TOREBIXFINEZHEIZENTEILERDH DR HIX, RKBICE
FEOF 5% LEBNCE xS A Y (Bl ;. TJAPANESE TEXT IN
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TDORAAFEEL OB TET —FZHA REITRTZ L,

o WEFT—FEY PEFECTANVFILEDDI L, SDIMT—& &
v MZRHRT 2 BAET — 4y M lsdtm j) 7+ NVFIZED,
ADaM T — & & v MZxid 5 BAFET —# v ME ladam_j| 74
NFZEDDBI L, T—FEy MAROBTINNVAIEZ2>OT—F &
v NCR—DObDEHANB L,

e HBABHEZESIRVRAAL VIZOWTIERERTFDOT—F Yy b
HEFFED 7 A NFWZED, BETDHIT—FEy FEEH LRV
Lo

233, JHAIE LTHASE T —ZIZOV T SDIM &Z T8 ADaM & iz FEE0
BFETORMTHZ L T30, BARET —F 2 E0RKRROT —
ZERHETAITENRDHDIHEICIX., £OHBEZIZ-OVWTERIC PMDA 1248
HKITDZENEELY,
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4.1.6 FuZTrORHBIZHOVWT
4.1.6.1 #/HT DT F A

CDISC HE¥EIZHEHL U /- BB+ — ¥ T+ 5 X u /5 AL LT,
4 L L3 IR AME, BREMOFEELEREL O - HEOREDRIC
B0 2 BRI SR 2 18 B T D OISOV T, DM —% & v MERE S
17T LRI v 7 AORBERD D, 70T 0%, FER
AT DEEFAERR OB OB, 7 A=) X ADHERNER BHTH
D, BHTLH PMDA OIREEICBWTEDEEETT B 2 LB FRERER L O
WAL UTHRIET DU, £o, BEDY 7 hy=T7Ron—V g Ui
[RIET DD TIIRWDS, 7alT AEER, FATURERE {(ER LA
L—a VAT A, V7 M2 T ROED/ T g V) [T AF#RICS
WTHRETT =4 A RiZBW TR 52 &, =7 uzffLizrurss
LEFERALTHBGEA, ~7ua7ulIAb6ETR—ITAZENEE LN
B, wzuralZ AORHBEENRES, iz, F—&ky Nor/m s
LDVERLE BE NSRRI RFE L TR Y 1 /'S A BIERORHSREE S A
FL, BT Y XADS B HAFEEORHTELX VY,
4.1.6.2 TS5 ADT 7 A NER,

4.1.6.1 TRTEEY, 70T AMIMEED)T7 NI =2TRoRX—Tg 4T
RET DD TIIRNI, 77 A NAIIIRNT Y 7 N = T hMt 5. Ui-diiE
FEEDBHT &, TEEFHRRNT 7 A NLDBEITT 7 4 VERICEET 230
HET—2 A RIZghb L,

4.1.7 3 1HHRAER, ERPRIKERBRE O s B O R O IC B3
CDISC FRZEICHEHL U 7= BB B 7 — X &z o T
2 T FHAER, ERPRIEHGERERGE DR QARSI AT IZ 5 CDISC
RECREIL U FET T — A EOBY VT 4. 1.1 25 4.1.6 LREETHS
25, FHCEET_REEEEUTITRT,
4171 SDIMF—&Ev b

TR T A —21%, TREENERNCBES 2R T2 L LT
EORBNDT LD, EYRET—H WML PC AL Tz, &
H SN/ IEBIRE T A —F % PP RAAL THMILCIRET A2 &, PC K
AL EPP FAL L DF—F %y hOBRIL, SDIM IG {2 H-5% RELREC % 1E
FUTCRHEAT 2 2 LS E LUV AS, SDIM IG IZESU VRS RS e A4
I ET— 2 A FETHIBATEZ L TELI 2R,

728, (DISC #FEHEIZHEML LU 7= TSN DT —F > R & PC RAAL L PP
RAAL ANCEBUTIRET 258481, FL—Y )T icBE+53E (PC
RAA 2 & PP RAL VOVERTFIE, BEEIOBUREDPC AL & PP KA
A ANTEENDEROBR) 27— WA FETHHATAZ &, BB, L
—Y VT 4 ZHATDIET, PC AL UL IEYEIRE S A —4 2
BT 2030,

4.1.7.2 ADaM7—#E v b

1 R R R HP IR BE I B3~ 2 SRR K O\ SR Bh G/ 3K/ 4 7 — 2 2

k% ADaM TER TR 285813, BMOMTIENRET ADaM 7 —&tE v |~
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I X BB BB 2O THIUE, ThbDF—F&2VDE2DF—2Ey |
ICFE L DOTHHLITIREL TS XLV, )
FERTRRIZ BV V2 ADaM TR LIS DT —F &2 v b 2 AGREFERFIC ADaM FERUC
EHLUTRHT 254, EEOMINCAVWET—% %y FORHIIARETSH
%o T2I2 L, §—F%y MO b L—H Y T 4 TN AEHHET S LT
BRLBRCTHIESIT, YT —Fy MRE Lz ECRIATAZ &R
T&5,

4.2 130, BRIRIKHERERG oD BfE B O RS I O fRATIC B3 5 HEEE

FT7—HEIZONT

[EEPR IR DE ST — &y 7 —VRAE ] W ONC R BB HIR D H 55

BT — 2 RO 07T NEOBERRRENAIIOWNT, HELT & HIH A L
TIoRT,

4.2.1 [EEARSESRIRO BT —# Ry r—URHHAE] T2\ T
[EERRKHERDBETFT —F v r—VHHE)] X, BESETFT—4F %

F—= b U2 VAT AL VRHTAERCHR—FZNT A N ETAHEINS

FEIRERBR T — Z N EDOIERI S PMDA MERTH Z &b, XEL LT

BHETAZEIFIRETHD, B, VAT LAEERERBICEF 7 7M1V E

BORHIHEICX, 3.7 THIZRLEZEEBD, TSV 77 A VERHT AT

T,

PMDA |23\ T HRREBEROE T —F v —UHAE] 21ERT

HEICHERIFRIITRROELBY TH B,

o Study ID (F#RBRZIRAT 5T

o TrANNRR (TrANZESZT) , BB, '~ U =Af VAT AKX
77 ANV REBBIRINCETHERAL T2, T 7 A NRADATISER
AN

o FEHEEShIcFFT O (STS (RN LRYBIRRMEYT) | PoP (REEMH
f#Hr) . PBPK (AEEREMIEMEERTT V) Xik Other (EDfh) @
ME, BBEEZRAWVWTANTS, ) . 728, STS ICIHEREN LKy EhiE
fEAT & IR OO 5 i iR S i EKipEh R/ IV AT & S T,

o TrANDRNEBEDHRH, HT7 7 ANDRABRRMD T 7 A VL& DRHMRE
DEEETEDLOICHEMERHTI L, B, ANTEBRKRIE
i 100 XFTH B,

4.2.2 HFEETT —F OEENBHNBIZOWT
R 7R SR ENREAEAT, REEFIARNT R OV 2 I 3R T 7 VAT

DENENICOWTHITREFEEL TICRT, 2B, ffroEEIC X

b9, F—F v % SAS XPORT B CRRHTAERIZE, 7—%Ey b4

L7 7 ANAIEREI—-ETHZ &,

B, 51 FERER, FER IR O AR I OV B SR E IR D AT |

THRBBEFT—FDH5H, CDISC BEHEICHEM L /=T —ZIZOWTIE,

4, 1.7TIC9E5 = &, '

4.2.2.1 1ZEHERNREKDEHRBMET
FEHERN) IR SEB BRI BB B REEE 7 — # 12O\ T, ADaMEIStDIE
TMTT — 2y MERHTA5E, iy —4%ty MRS —FEy NE
EEOFHMIITROEEBY THB,

O BT —FEv b
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TWBNRESUTIE S ) H (T A — 2 DBV T — 4 'y RO

RYBREUIFE SR T A — & OREFHFI RN W o fighT 57— &

Ty b GERFEHEOEHDOZZIToLBAITRL) 2EHT S, 7

7 ANVERIL, BIZIELLTORRRE X Hh 5, -

* SAS XPORT &=\ (*. xpt)

o  ASCII Format Data Files

*  Phoenix Projects (k. phxproj)

*  WinNonlin Files (. pmo, *.pwo)

® 7*57 Y NERE

T—&tEy NEBRZEITIE, D L bEEL RUOEROBRAE
FHHZELL, HK4A ESBIERT DB L, B, BT
RBEFFECERRIDHIBAE. TOELEZYX—DFRT
5T LTELI XN,

o TrANERIX, FEHI, eCTD @K Ot eCTD B\ VEENIZ S 5
TEDLILTWAPDIF &§35Z ENEFE LW,

4.2.2.2 BEFENT (ETNVRESIK VI ab—varesie, )

BERRITICE T 2 BB ETT— ¥ 21RHET 354, Biir—42ty M &

O —4ty NEREOHMIITROLEY Th2,

O Bty —&&v bk
ERET N, BT NVERERT DRV, 4.2.3.2 D
WORTETADT T T KT 7 A MG Ui T — vy F &
1%, 77 AR, BIZIZUTOERNE 2 b,
*  SAS XPORT f&= (. xpt)
* ASCII Format Data Files

@ T—HFEy hERE
4.2.2.10%&RT+5Z &,

4.2.2.3 HEBZEEMBEER T TNV (EFNVICESI I al—y
aveEgte, )

AHARRME E R T T AT A BB T — 2 AR A4,
RBHTDT7 70, T—FEy FROT—Fty NEBELOHEMIITRED
LBYThHD,

O BITCAWEETAVOEE, RELZEHRECERRT A —F O
H, BITFIECHERORESTEOERISENE T 74V
77 ANERIL, RO CELIZ 20,

@ MHRET—FE2E5DERRBROF—F Y b
BEDY 7 Ny =T CRFFC& B L O IF—# ¥y FMEERXINT
LTCWAEERITI, YU3%EF 7 71 /V (Simcyp PE Data Files (ml %
N) %) ZRETIZENEET LY, 2B, BEDOY 7 by =THIC
Ty FEERUINI L TWARWESD T 7 A4 MERL, £E
DI TELE AR,

® F—Fty NERE
4.2.2.10%2BF+5zZ &,

4.2.3  7ul 7 LHORENRBHARICOWT
4.2.3.1 R 2 KD B BARNT

TN RE X I I3 B RE /3K T BT D AT AR E U I HE U TR

TAREFROFEMIITED L BV ThH 5,
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TN TY XA (B, EYEEAT A —F OEHFIES)
ERTRRMOT —F OWMBE, FEhii U3 55355
EEDLDTHD, B, BT —4 ¥y PEEKICYZERNE E
534 (Phoenix Projects (. phxproj)® Text Output %) |
FOEEHRTAIETELIZN, 7, BITFEEFICYH
BEPEENDIHEIE. TNOERBHTHZ L TELXI IR,

o TrANERIL, EEOBXTELI X2,
4.2.3.2 BERMEF (BEFMCESL VI alb—vardste, )

RHEMAATICET 2 HFEE YT — % BRHTBH/IT VT, T und I A
Tr AN, FERERMHDENZ T 7ANVROT 0 ST AFFESLEDY
Rab—valillT57 7 A VOEMIITROLBY ThHDH,

© FulsSh7rAN

EAET )N, BRETNELZRWIREO T 0 S5 b7 7 L ViR
92, 774 MERNL, FIZIETORRREZ b,
e  ASCII Format Data Files

@ FERFBEEIEHENZT 74 (NONMEM output %)

ERET NV, BEETNVEE RO ORRNE T HA7 7
ANERHT 5, 77 ANVERIL, FEOEAXTELIZ LR,

@ YIalv—vavitBTasTrA N
Vialb—valillTET7rANELT, YIal—Tari—¥
EREIREDTOOTa T T AT AN, Vol —Ta OEMBT
AW Sh7 7 ANVEORV alb—Ya UREERERLUEKED
B0 7T LT 7 A NVEERET S, i, ¥YIal—vavizhE
FEOBRIZET DT —F vy MEZRAWEEAIE, MikliFRE ST
— ¥y MEFERET S, 2B, a5 ARRHTERWEAIL,
TN ZLBGDHARELRNTLIZE, Tl 7507 740
L, EEOFNTELE LR,

Fie, a7 AFEELRHB L. ZOFMIITREO LY &5 5,

o TmrILEFTTHEOHOHEMFIELEEETEHHLDOTHS,

o Hhlb, TRTTLATFANAROT T T AORAEZED
HZElL, AKS ZB2BI/ERTHZ L, 2B, BRHIW
TulS AEFERTRICHIo T, WAL DOIRES, BRI

CHEZITOMERRVREICIE. BRI n ST AFIEEOR

HIZAETH S,

5. FARHFEROHEETFT—F% L D L DERITHOWNT

5.1 HFEETT—#%L D D/f%
FRIE LT, ECORFEEFT—HFIL, eCIDRXv I R—UMHEREND

TENBEEITHD, LML, eCID WKV eCTD BERV VBT R T H
HEIZ XY eCTD 2T 5B A%, eCID Ny 7 R—1 BN eCID 7 4 LA
ICHBEFT —HIRDIBERIUI T 7 AN EEDRNI L, 2L, F1E
DR ER—EICEET A HBEEFT —F DRHOFELZREED LICEH
THI L,
5.2 HW—FNYA M LB eCID ZHREDOHE
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eCTD Z BT HEKIE, R—F VYA FOLEINCRHETER RO E/RE
WMEASIL, eCIDZMNBZZ2EETIZ &, REREROFIILLTOEY C

»Dd,

EF' nﬁuu E @R& %

FERS
%ﬁiﬁqﬂ uﬁRli—’B{Eﬁ @EU
ER, 2EDk
RHTER

5.3 W—F YA L% Liz eCTD DIRH

eCID DT HT2 Y, BEFEFIIMAMEREZ R — 2 NVP 4 ETERE., BN
SUEATT B, MHIBEROFHILLTOREY TH 2, B, £TOEBIZHOWV
TRHEOIZNCR G, BIRUIA T EZRD B HDOTiLv,

IEA, 8%, EX. F77 b, B2 Z0H]
AN ER - bE: S

eCID 32 {135

TR E S

HR (2—F)

RSy

H#Een B O—iRAILFR

HEE B ORRGE4

VA NATF = v 72T BB60R

XML A RZ VR (CID Ny T R—2) DF = v 73 L EEEYE
BN EMERBER YR

FEEFHH 2538 Ko O eCTD Bl i 245 DEfg 4
#5

LRz, BRUIAT Lt BHT5 eCTD D hy LT 40
FoR—Z NP A b ETREL, PDAICEET S, B— &w#%bkm ik
B2 BEIZ DWW TIBIR TR T,

5.4 R—ZNYA P& LU TR S CID D24

PMDA |IZ/E L7z eCTD I LUANAF = 7 BUNY F—3 g vk EITF
L. ZOREFRE & HIT eCTD ZHEAIE DOFEME R L HEHFIEKT S, eCTD
CRHTHINYTFT—a VAR, AL LT PMDA @ WEB ¥4
(http://www. pnda. go. ip/) ICABT 5 eCID BIEY — L OBIEw= 2 T
BEBECTHI L,

5.5 - wm§47#47we$%%%?—5®%ﬁ

HEEETT — ZIIRBEEICRT REERO— B THB 2L b, HEE
FF—FEEE GEM, BEUIER) T5HEE. CTDRKITT 5 = & 48
B TH B, eCID L HEBFT — X 2o CTHRIET 384, 3.3 ITRTHE
BY 7T —ZITBRHAHMERZBETHZ LT, YHHFEFF— & L HET
% eCID DFFEMNFREE 25, HEETFT —Z 2HRHTBI2HZ0. UTD
RICEBETHZ L,

)

eCTD WIER HFFICIRH T 2 HFEETFT — &

WIEHRMICEET 2 HEETFT — 2 ZEH L, PDA O HEETFT—4
REEREZ T 2RI, FIRRHICEE T 5HEETFT — % 2 8MEH
T BT LIETERY,

@ BRI 2EEICHRANTIHBEEFT—F
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6.

R T HEBEICHRNT2RFETFT —FI3. HED CTD M MHE

ﬁﬁ&%@é-ﬁ_—j‘ EIEOHRMERE LTHR—F VYA bt UTRY

35,
® wm&Jﬁ_hm¢é$¢%%r—&

FEHEOTRE LEZHABEEFT—2 D55, PMDA 2% eCTD WETHRC S
DAILDE LTERDELDIL, eCTD WETRHZERICIRH T 3,
BRHORFBEBETFT—F L OESORERET S, PIATORHEE:
ZECRH LUEREEFT — 2 2 HERE T2 MLET R,

HEEEF T —F LSMTIR T 5 eCTD BB BTEE LR WESIT., 21
FFIEZ DWW TCERIIZ PMDA IZFEE T2 2 &,

PMDA 26 HFEETT —F EERKEZZIT®RIC, YKitHERE S
CEIETARBEETT — ¥ B BMERHT A Z LI TERY,
EIBHEBICHEEFT — & 2RI T 3B ITEEHDFIEIZHE S,

5.6 HEETFT — Y EHBOLEFEH

CTD Xi% eCTD EkETFFIZHFEBEFT — ¥ 2R T 5581, [HEELDOK
REEOEWWRIOERIZOWVWT]  (CERk 22 4 12 A 27 AT I3RS
1227001 BAMNATEBOE AN EEKLEREBHBASBIEHEERBEM) RO 6 1R
FTEEEIC, YEHFEBETF —FICOWCERT AL, DL X, #BHT
BETCDT 7 A NEEFEFICHERTI2HET 2L, FRRICEETZHEE

T4

—ROFEIHBITCEIIZ R, 72720, EHHEm2. (2) 7

WRT Y — b2 VAT AEHANWTHET L7z CTD 2HT 28B40, 0
M‘gii fctb \o

R S O B T — & 4R

BEAHE

BREICHRET T — 2 RIHNT 25813, BEETT—F % 3. 7%

HHBFORBEFT—FEORBITHOWVWT] @ [3.4~3.7] OIETHET S

ﬁ?ﬁ&:ﬁl‘)f%%ﬁ‘]&d‘%ﬂﬁ‘éﬁi BEEEFERICKITS 3.1 BFETFT—F

SEHBOERB 2N B 13.3 F—2 LAY A b 2N LEEHEBEEFT—F D

) 132, UToLBY 45,

6.1 HEEST—YERHOERN TN

HEEE L, FREETT — FIRHMHR *E%}E%%:EJ%TZQJ:J:‘B;\ FAIE L

CTHEEWPIFEO 1~ 3 W ARNC, FHIERIC T, BHEEPHEICKT 5 HEE

S &@%mmﬁﬁvﬁ%§$%ﬁ%%homfPWAk%%%ﬁo_&

2B, FHIEROEMMIZHT-o UL, BEREPERICENTFEOHEETT

—FZ ODAEZ RSATEYE A B M EREE R QAT 5 i mBh &, FEH

HBAESEOEMBEMEIZIONVT) (Fpk 24 3 A 2 AT ERBERE

0302070 B SZITHEOE A EE S ERE RSB ERE) OBk 8 [H

RETT — F RHAERERE LR 2AVWTE LD, BEHTDHZ L,

Z D%, PEENMERICRE L-BEERFETEH O 5 @M 18

BIE CORICAR—FZNLY A bDLHETFTEERITOIZ L, 0%, X—F %

A M CHEERBICEETSHFRDOAT - ”%&Uﬁ?ﬁﬂﬂ BICHERE

F77AN (FDRFET—F, HEETT —H4%E) 2k T5HI L,

6.2 R—FNYA BN LEHEEFT — X DN

HEETT — ¥ ORMICHEY | BT T OMERE R — 2 N4 A

b TRk, BRIRGIANT D, FIEROFUILLTOMEY THDH, R4,
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éfwﬁﬁkomfﬁmwt Bige, BIRFIANZRD D HDTEAR,

EA, Dﬁﬁﬁﬁéﬁ%mﬁ
o 7— b 7oA xﬁ'%"ﬁ‘
* WRMAEZWHTAIZDOER HBRES. RBIA L, BEER
#)
¢« 77 ANT L OMEIF (ISO/IEC 11578:1996 X X ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 iZ & - CiEFE S5 UUID)
s HEEBTT—FOMEBEST (GBI, B, BB
o B IHIBR S O] T
e T7ANINR
o T — X RHTHEIR
» 77 ANAREDIHA
LROZ BREk, BIRUIAS LIeth, BIHTIHEETFT — 2 BHBMEhT
WD mb] ZANFER—ENY A b ETEREEL, PDAICEET D, B—F
A b LD BER B EIZ W TR R T,

7. ARHERERUCBERAFERL Y INCEENARRBREROTMEIT O BATD
HEEE 7 — ¥ H
AFRH Y B SEE R e B R OGN M Thh s B (EERIT EERE
il EERIR L H . HIV ERYWETERRRAS) o, FARA RS L 0 pillc RS IR B R EE R R
BRAAR DFEAN (ISR A SCE ST RS . AR AR O EYFE) HMTbh
Db BIZOWT, EENRRBREROFFMEZITI RAICHEETFT — ¥ 58 H
j—é &j: EF' %:1'7‘7“—5 ?d‘f r3 7?(:1'1.. Eﬁ H:IVJ-:O)EFI %%7— 5%0)#3&”;0
W) D 13.5~3.6] DIECTHRETSHFIEICHL CEFHICENT SN, T3.1
HEEE 7 — 2 ERHOBEARN TN . B (3.4 BEEFT— %507 74
NIAX] X UFoEBY &15,
1.1 $%%%?—&%ﬁ&m%¢%ﬁ%h
e TETLHEIE, REETT — Y IRHERHERELERTL L LI,

ﬁ%kbf%ﬁ#%ﬁ&m®$mﬁ&kf BRIEEETLT —F DRHARE I
DOVWT PMDA ICHEERZATS Z &, 28, FRIEMRDEMICH - o Tk, R
R I IR T EOHEE T — 2 ONE L [PHSTITEE A B K5 E
PR AT 5 MBS . AR IAES O EMEMES >V (F
B 24 £ 3 H 2 B SKMETE S 0302070 B IR STATEOE A 3K 5 s 0 m A
EMELERIEM) ORI 8 (MEFE T —# e EEE) AN
TEELD, BHITBHZ ¢,

ZD%, RBREREOREHTEHD 5 AR O RBEREN B E ToORC
WBBEIRBEF 774N (BEETT—F%) ZEGEECIVERTAZ L,
1.2 HEBETFT— 45D T77ANVYA R

Tty bUSADT 7 A MO T eCTD 41K O eCTD B\ Vilikn ¢
EHDPOF DERT 7 AN A RAEB2 RV L, F—FEy MZOWTHL,

1LODT 7 ANYA XD S XA b EDEEIE, FETIC PMDA (s
AHZ L,

8. T DA

HEETT —#DIRHEZROIHMBRED S L, RBHABHRMEEBLFL
HCID THDHZ EEZRDTVARNEDITONWT, Wik H OB ERMNEE %
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3. CHETAHEILL Y EFHICRHT DI LN TE D, TOHEDER
WAHER OB R IR B LHARIC DWW TIERIERR T,

Tul

=5
A
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BIHE 1

KA FTHWARHEOKSR

B 774N (R—F LB LTHRETIZETDZ7A4L)
FHEEROBFT —4 (=HEEFT—¥) @ ERNENTIR IEF57—4] L2
FEER R T — &
| F (RRRBRT —4 05 bERKEBEROBHEEFT — % TRVLD, ]
| | CDISC ##5—# (=CDISCIZHEH#L L 7=5—4)
| | | F—%kybr (=82HF—%Ev )
| | | | FSDIMF—#%Ey b+ (=SDIMICLBF—%tEv 1)
| | | | Y#FrF—%Eyh (SADaMF—F+ty h=ADaMIZ L35 —& ¥ v 1)
| | | LYE&Z7A1 (=definexml)
| | Frte—57—%
I | | FF—%Eyh
| | | Lesuran
| | Yrussarvran
| | HETR 7 v S5 A
[ Ly —& &y MERRBA 70 75 A
| L [(ERREHEEROBFEETT —4] (EBEH LB S EE S - RS
I R, BERNT, ERZNEYHERTT VT SICET 5 BHEBFF—%)
| FCDISC ##.5— % (=CDISC IC##L L 7=5— %)
I | %%y (=82HF7—%Ev 1)
| | | FSDIMF—%%y bk (=SDIMICLBF—F kv )
I | | Y5 —FEy bk (=ADaM 7 —# &y h=ADaMIZ L 357 —& v })
| | LYEZ®Z 74/ (=definexml)
| FCDISC LA DD T — % (=ADaM PSSO T T —F 2 v %R
I | H 286057 —%)
I | 4%y (=8HF—%Ev )
| | | H#FTF—%Ey b (=ADaM BADOERDOT —FE v 1)
I | | YT — &y hThWF—&ky b (EIRSHNEYEERTT IR
I - FCRE LIZEYROEBRNRS A — & OEOFHE) :
| | FF—%ty hEHE
l | FEELEEAHAShET7 740
| | LyIab—vavic@TazyAn
I | L7w /5 AFIEE
I HETHRE CUIENITHY T 2158280 0E)
I Frar7sazran
I | He&drf 7 v 75 A
I I Ly—& &y MERA T 075 A
I LR EREERO BT T —F Ny r—VHHE
LitREd 5 30

FaCRF (Annotated CRF)

LF—2 HA F (W3 Reviewer's Guide)
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Bk 2

HAGENE £ 5 WaRMER B 5 B EH D06

Domain

Variable

CDISC Notes (for domains)

Term

The DVTERM values will map to the controlled

terminology in DVDECOD, such as

TREATMENT DEVIATION.

Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
B0 --REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
13t --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 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 \.’Vl.lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT g:g(g)’rt;?e I(;Ia;rrle ok Chiar Ve.rbatim medication name that is either pre- REn
printed or collected on a CRF.
Therapy .
Modified Reported If CMTRT is modified to facilitate coding, then
M B L e Name ’ Chat CMMODIFY will contain the modified texf S
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION.
EX EXAD]J Ree.lson for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT IS{eported Rameol Char |Substance name. Examples: Cigarettes, Coffee.  |Req
ubstance :
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 consum.ption amounts or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM ST oy Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
i e ODIE Term e AEMODIFY will contain the modified text. pem
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.”
R el Verbatim or preprinted CRF t for th dical
MH MHTERM the Medical Char . prep e e 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 Varizble Label 1jes Description (for General Classes) [Cors
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 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 QuestionName  |Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer
than 40 characters.

(2% : SDTM Ver.1.2. SDIMIG Ver.3.1.2 AR, sR#RII—3EmE)
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HAFET — & #&N 5 DB

1) BAEOEMEHAEZERETEOEERNTIHE

AE ALV (EEFT—FEY H)

- BAEABTCT—HAWELETFRFABIZOWTIXEEXTFS] ( TJAPANESE
TEXTINSOURCE DATABASE] %) ’E%vﬂ’ﬁ‘é (AETERM &% BAGE THR;%)

Row [STUDYID |[DOMAIN |[USUBJID|AESEQ[AETERM. = [AESTDTC R [AEMODIEY. |A ,
1 |AaBCI23 |AE 123101 |1 JAPANESE TEXT Wiy 1010 |oos.10-12 Headache
SOURCE DATABASE
JAPANESE TEXT IN|2005-10-  |2005-10- == S
| SBCI24 [ AE B SOURCE DATABASE |13T13:05  |13T19:00 Back pain
: JAPANESE TEXT IN Pulmonary
3 |ABCI23 JAE 123100 3 SOURCE DATABASE |[*005-10-21 cibolism
Row |AEBODSYS 0 e v C|AERSEV A [AESER[AEAGN e 1 |AERELE S A T
1 (cont)|Nervous system disorders SEVERE [N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED __ |PROBABLY NOT RELATED
Row =,
RECOVERED
1 (con) | R ESOLVED -1 -1
RECOVERED/
2 (cont)| R ESOLVED 1 1
3 (cont) ;’;{EF%%}ZE,%EG Y Y 9 AFTER

AE RAA YV (EIZISI.:D?_&'IZ“/ ]‘)
- BABCT—FNAELETIR MABIZOWTIHE., BAELSZOE FHKMHT 5,

Row [STUDYID [DOMAIN [USUBJIDIAESEQ. |[AETERM: |Al TC " |AEENDTC | [ \EMODIEFY. [AEDECOD.
I ABC123 |AE 123101 1 T 2005-10-12 2005-10-12 Headache
. 2005-10- 2005-10- .
2 ABCI123 |AE 123101 |2 HEE 13T13:05 13T19:00 Back pain
3 ABC123 [AE 123101 |3 MR 2005-10-21 Pulmonary embolism
T [AGSEV. . JARSER [ABAC TTAERE
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disorders MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
T ATSHITE TSV
1 (cont) RECOVERED/
RESOLVED
RECOVERED/
2 (cont) RESOLVED 1 1
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER

i2) RXOBAFBLHERTIIEPRETH Y., FRTHEFEFEIZFAEIZXG
THULENDDHEES
QS ]\“;t/r ‘/ (3’5#$7“‘~5~E‘y h)__

1 ABC 123 123101 1 . QSTESTI JAPANESE TEXT IN SOURCE DATABASEOII
2 ABC123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABC123  [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3

QS FAAL Y (AARGET—F v H)

[Row [STUDYID![DOMAIN. " [USUBJID. " [QSSEQ" [QSTESICD [OSTEST "

1 ABC123 |QS 123101 1 QSTEST1 ﬁﬁfﬁﬁéﬂﬁi 759 ——
2 ABC123 Qs 123101 2 QSTEST2 FSEADNLTTCEE TP

3 ABCI23 |QS 123101 3 QSTEST3 | F A2 L THERTT N ?
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Dataset: : XXXXX ( [XXXXX| &7 —#¥& > 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

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)

X1 R EEBTIL,
X2 BEOBRAZER TS L,
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(38) 77 LrFEE

No.

Program file name *!

Description *?

XXXXXX

ERY 7,27 OO Ver.@
HERER: - - AW,
FHROEEA

CTUNTY RT s ANERDTE 7 ANV E E TROITTRET 5,

XXXXX <- "IN ALV

s DT —F T ANERET D7 AN ETROITTHRET 5,

XXXXX<- "R A"
DFFETTu ST L2EFTT 5,

exportData(XXXXX)
HRELETFNVE (ooxx) WHAENTZCSVTZ 7 AV ( Ixxxx) ) Tt
LT, YIab=varysf@Ao: « « 774V (xooxxx) 2EITT 5,
cTURNLY 774N (oxxx) B, ETHELEZ AMF (xxxxx) 12
RET 2,
s TROTML RIS ADETEHERL, RELET YNy b T 7 A
MV xxxxx) %A Z ARV B,

xxxxx <~ importData(XXXXX)

. F

up

XXXXXX

FERY 7 =7 : OO Ver.®
ERER: -« < IZTHWE
EREBOBENS

Xl: Tl hT7rANBERBTHZ L,
X2: /a5 A0 ERAY 7 b7, FHEN, EARORERS) 2REATHZ L,



