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> HFO70"» 5797 [U+0030 25 U+0039]

» u—5A " " [U+005F]

» NATv-=wAFR"-" [U+002D]

» F—B2FA K, define.xml BRORFA L — NEBET AT —F &y b
ERIL T AN T B Z &, define. xml TREANADH., PMDA 25
THEBRPRREND LOICHBRRZ ANV — P EERT D L,

> BT A7 7 ANBRWERIEIELE TNV EBER LAV L,

> BRAREHEEROBFETT —F D5 b, CDISCEBEHEUANDOERDT —F %
BT DI, —fHle LTTFERD L SIC Tanalysis] ZH+NVFDOTD
BERBIZ Tep) 7ANVFHRIT, TOFITEMT I EeNnELONSE, =
DHEWTIE. Tepl ZANFFOT  VIBRICRICHIRIZRN b D &
T5, BB, KT — X OBRMFEL LTRLTLLEZNIZREBDT
B2V, BHGFEIZL LT, RARE, 74 VFARYT 7 A4 VE&ICEE
5 EROFBEFEHICIIED Z &, UBT —F OBRMFEIZO VWL, &
BIIC PMDA IZHEER T2 Z E R E LU,
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&7 NVFOERGEIIUTO®ERY TH D,

T NVEE

L]

AL

mb

1

BTOHBETFT—FMN CTD E5HICBTAZ
LERT, KT ANFITTFALT A NVFLUND T
7 A NVEEDTIER LR,

datasets

HEEFT —Z 2T 57314,
KIFNFWTRETANFTUND 7 7 A NEE
DT B,

[study id / iss / isel

RBR I IR AMTHREZ L ITER S D T
FNE, TANERIIYERRE — BT
X ARBRES (studyl23, 2 E) &350, f#
HrofEp| (iss, ise. &) &95Z ¢,

BT FNVECTMT ANEUNDT 7 A VoS
TR S0,

analysis

T — 2y PRI RS TLERBRNTHT
FIVHE,

EIANFLECTET ANEUNDT 7 ANEE
HTERBRNY,

adam

ADaM ¥ —# v hROTu 7T LAEBHTH 7
FIVE,

K7 FNEZTTZ FNEUSND T 7 A Vo2&
HTEHZRBRN,

datasets

ADaM 5T —# kv BT E T+ VH,

programs

ADaMl 7 —4 & v b RORBRDOERIZHRD T 0 S
7 DTN BT AN,

adam_j

B ADaM T —F & v MRS T2 BAREET —
By NeBMTET74NVE, BT+ NVHFITH
AFE ADaM T — &y NSO T s A NVEHAL
T2 LR,

cp

MR RERIEIR OB REEFT —F D5 b, CDISCHE
BN DOBADT —F 2T D7 V5,

legacy

ADaM X TRV T —Fky RO/ Z
LEBNT DT AV,

BRI ANELETMNT ANETUND T 7 AV EE
HTIXR DRV,

datasets

ADaM DI DOFER O T —F &y 2T S
7Aj_ﬂ/ﬁo'

programs

ADaM PAA DR OFETT — 4 7y FRUERD
ERRIZERD 70 7T A BBWT D7 NVHE,

misc

analysis, tabulations DWYTILD T F/HFIZh
BT 52 RBEEHTRWT—4 2y b 2B
TBTFINVE,

tabulations

WBE 07— 5 PRRICHET 58 E — KR
RCIER LT — 5 €y FEHMT 57 4 /v

Zo
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ENT L V= LA

RKIFNFIZTFNT FNVELUSNDT 7 ANV S
| DTIXR B ARV,

legacy 5 [SDIM BStOBRO—BRWROT—F €y M %
BT D705,

sdtm 5 [SDIMT —&tEvy MEEMT27+VH,

sdtm_j 5 [REFSDIMT7F—F &y MIHET 5 HAET —

Zy NEBMT L7, X7+ VFITH
AFESDIM 7 — &y NASND T 7 A L EREML
TR H RV, |

3.6 HEETFT—ZIZBETH/NYT—va Ao T

R—ZNYA Nt UTRHENEBHEEFT—Z )L, T —F DERNE
Ul 5= a VBN ToS, NY T —3a YORERIX, R—F VA
S3E U CHEZICEEINS, 2B, 3.6.1 (7) BITRTIA—MCER LT
DHEETT—XICONWTIE, ARPHEELRHTIECIEELELT, £T
DF—F ZFARITS = LAEE LU,

T—ﬁ%%%T~5Wﬁ4Fﬁﬁ*k%ibtl7~_owfm A—F
A bVTT AT FEIZEVOVE DR EZITU, :J:E!T 2B,

3.6:1 wmc@M7~5kﬂ¢5A)7~va

PMDA X CDISC ¥ — & [Z%f L T, P1nnac1e 21 Enterprise &\
NYF—2 a3 VEITD,

RYF—a VICFHWA A — TN T T, %ﬁ’\@iﬁ’& P ﬁ(n‘u\gﬁ
BT HF—FFRADES S, PUDA BERNCHER T~ BRRRT — & O
E. RO PMDA 2B BERRRT — % OISR AFIEE2ZE LT, &1
VDB ERE X THEAICEREZREL TS, EAMEOREIILLT
DEBYTHB,

(7) BRELTWABAICIIMEES NS E TEERBEE IRV —L
BHERRIZOWTHEATH DT =¥y FOEESOERICER
W72 L— L

() BRLTVWBHAIC, FRCHEARVESIIEEShAETE

ERELE I RRVIL—)b ,
%< DEFA . FEEROEETA FICHBIZED S TWBL—L
ThHhY, BEXLTWARAICIIZFOEBEMEENRERELRERIZ
DOUVNCHFERNC PMDA IZFHRE L. X HIZTF—F H A FIZBW AT
BUEDHDHN—N

(V) BRLEBATHLT LHLZOMBAZRDRVIL—L

2B, LR (V) 2oV Th, BERRF—ZOBEOBA»DH, BROD
BHIZOWTHRHRAZRODIBERDH D,
 PMDAIZRITANY T — a VOEBREDOHEM. Bxor—L, ROE
@Eké@%ﬁkomf@ PMDA @ WEBHA b (http://www. pmda. go. jp/) T
ABLTEY, &R WHT o CIIREENREESFT — AR
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UF—a EITD, = VIZBR L TWAERE&EE L ETRERS
HEITOMERD D, MO TIIES BRI YEE S A TEEM: A
HHZLIZHEEL, BLEFOBEREER LI LTAY T —a 23
THIE, BB, V—NVORERDHBIBAICIE, WERLOL—NLVOBERAE
TI—EDHHZ b > THERNABTFESI S, ,
3.7 RLE/ARAVERICKY '~V =A YAT AORRABRERES O
I & DS DHERFE
R—F NV A NEEERTIEBROCENOZRE - BHEHTEIT—FEUH
—l AV E—Ry FERERTAERICEEREE LLEAED L YT, F—
Moo A VAT LADORAPRBERGEIZIXS b oA VAT AEI LTH
HBETT—FORHMTARVWAREND S, ZOHBE. PDAR DI TSA
AT D OT, HFRICHELRERERVCEFREICREEFINEETF 774V
EROICEETLIZ L, £z, BERRT —YRBRHAFZ ¥ 7RGV X
(TSV 77 A4N) TYEERL. m5] 74 F LRARCERBLTRET S
L, BB, ISV 77 ANVDERFEIZDWTIX, PMDA @ WEB ¥4 k
(http://www. pmda. go. jp/) IZHIREBEHTHOTEETHLLBIT, 3.5 I
EBOLT—FEy FDT7 7 A NAIREIRBIZENVERD 7 7 A VG &5
THI L,

4, BHITREHBFEEFT—FEIZONT
4.1 CDISCHZEHECHENL U= BHEEE -7 — % R UBRE ¥ 530/ oW
411 #HITB7T—FEv b
4.1.1.1 4
BERBR T — & OBHITEE LTI, CDISC fZ#a2FIF$ 5, CDISC I
EABRFOLEIBIERLEIENN A F (Implementation Guide : IG) . BAZSIR
%1% CDISC @ WEB A b (http://www. cdisc. org/) 2BBT 2 &,
CDISC Iz &k v, BRBBRICBWC CRFZEIZ LYV IRESNIZT—Z D—
BERERT —F 2y FOEHREL LTiX SDIM 23, @7 —F &y o
HeL U Tidk ADaM 23Rt ST 5, PMDA 2353z ANhvRiee & LCTABL
TWE =T g D SDIM, ADaM BAEHER RSEEN A FITfEv, HEX
NEERERNTT— 223 L oiRHTA L,
CDISC KE¥E b B/ AT CINEE SN Te T — & % BEIEIC R T 5 720

W, HIFEE DS CDISCAEHEIZHEIL U /- IS B H T2 L WO SEHE S Ll -

5%, BRRBROHEORMEN D, HERICAEEICERLEZER
TOF—ZEHBIRDOND Z L 2HRIC, F— F INECHTEIE %
BETAZEREE LY, B, T OEBEIAREE LBV TSLE
REBERBROT —FEBEZRLEbDTIRARAVED, SERRRICTE
WTIRETRE T —Z IR BREBRR KA ORHEREE X T, Ao
AR L EM R IR E OZLMRRICNERERZRE
THOMBENRD D, BECEL LT -2y MERERTBICHID .,
ERPRRBR O E XIIINE T 57— & DREHKIT & D RO EEF LN E
ZoNBEE. B LTI EEDLEET A NIt T5Z &
DPEEE I RA RSN HDEAITIE, FRZ PDA ICHERTE Z &,
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R, F—F &y MERBFIZIX CDISC EHEEZ I U D, FIATSH
FIABRCHEILERINXE 20X EFEATAILLEL, AR
YV TRRILF - INXFEORTEEZERE LRV &,

41.1.2 SSIM5—%Ev k

SDIM F—4& & v &, EAMIZ CRF iz L WINEShETFT—4 %,
AW~ g O SDIMENSDTM IGIZB W TS h =S KIz LY,
BEINIEE FAL VB LU TIRHT 5, FEEITBWT, SDIM %
NETLMB OB CHEKRRT —Z 2 EHLTWAEENH B,
FOHBETYH, BHTEZT—F &y ML SDIM )520 SDIM IG iZf-7 %

DIEBT D &,

SDTM {23V TCid, &% % Required, Expected, Permissible &:ﬁiﬁ
LT3, WESNEF—FBREENIBHITOVTIE, ZORNHEIC
PPDL LT ARBREY 2TOEHEDT—F 2RHETE L, B,
Permissible, Expected DD 5 B, LATDH DIXTFRER[R D #2H3
HRETHSD,

e R—=RTFAUTTT BERRE, MLV Ar, LEX, Kk
o EPOCH designator (RHi%8E+ 325%)
¢ —DTC, ——SIDTC, —ENDTC ¥ % EHHHED, Fhicwtitd 3

Study Day &%k (--DY. —STDY. —-ENDY)"

SDTM %, BB LT —ZDEEZFOEERML, METEX ot
T ERE LI LDIZEDR, BELETF— 21 ADal F—& & v
MZE®HBH T &,

F—HEEOFEDPTYH, B2 iE B HEHOWICIX IS0 8601 %
FWaZ e, DY 0 ZEERNT &, T2 L % CRF T Yes/No TF—#
BUTSE SN TV AT SDIM CIE /N & LCRNT 5%, EARE72
FHANCHED Z &

H éﬂéﬁt%@ LT« OHBREFICHIVYTOND ID 28T 2
TeHDEH L LT, USUBJID BAEBEINTWS, FIXESIHERR L 7
hizh< REIRSHRE, SRORRE C— AOHREICET 57—
FEBENTHILE2ARETHIED, A—HBREICIIHFE24%
L CREE/RIR Y Fl—® USUBJID 22> L S BRI H T &,

SDTM IZRWT, EH SN -BERRROHEICETEREBWT S
Trial Desigh Model ® KA A v (IS RA A &) |ZoWTHE, Efi &
NICERARBROFBIET2FRARERE S LD, HEH A P
WF— X R R IR D B L CIRIHT B 2 L,

SDTM Ti& SDIM THUE S TWRWEE S S 5 721 SUPPQUAL &
WH—HEDOT—F Ly hERETHILNTES, ZThbHbDF—&%
v X SDIM O FAAL NZBIV Y TR LD TERNWT—ZIZR LT
FIATAZ LN TEBR, ERMICRFERETICEET S L5 RE
BILZIICTE D B & TIE7R\, SUPPQUAL 12, #ICEIEN A Ficis
DV, RBRFEECBWTEELEZZONAERELZED B L ke
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L TWABEAIZIX, a1 PMDA IZFARE L. EBRICE D EHEAITET —
FHA FIZBWTEHRBATAZENEE LY,

IWE LT — & DIz L > T, SDIM DBEFED FAAL Y L
ROWHEERDD, ZOXOREE, BEFICIDZMBORFA ALY (B
F ITAREFLRAALYV] WD, ) BERTAZERRBDHLNTNS
DT, T—EIBBEEDO R AL VICEY LW L 2R L LT,
SDTM DRIEHT A FITHENIAZ B FRAAL VEER LT — % BT 5
Tl HWAIAFRAAL VDOBRBIISNESL hoBHA L L HIZT—F T
A FIZERT B, Floy WRFLFRAAL U~DF—F ORMNE B
9 AEAITIE, FRNC PMDA ISR T B Z LA LUy,

41.1.3 DaMF—FEv b

RMFT— & » b IX CDISC BEHE|IZ I3 1T B ADaM IZHEVVERR LR T 3,
FEATHEEICFER EN T2 TOMTIZOVWT ADaM 7—# v &R
THMELROR, BRPHEICEET 2 ZEREN. BIRMEST (ZEFHE
B3 2 RIRMITCEE LR BIREFGE B ICBT 201 . Ratkic
B 5 FEMTLE EERITHE T 5 EEN RN, BEMERE M
B 32BEERRFOFELRINT I D0OMTE, Ak, Zetto
FELREREROCHL - AEOREDOBRIMICEL S HBRRABRERLSBS
T O DERITIZOWNWTIX, ADaM 5¥— &%tk v F2BHET A8, #HT S
T —&Ey bOFHHEIZ-OVWTIX, FRIZ PMDA IZHERT5 Z & BEE
L\, ADaM T — & v TR WT—# ¥y AW CIRRBERE
EOMITREPER ENTWEEEILSL, EROFHE, BetEoE
BEREREOALE - FREOREDORUIZE D BMITITOVWTIL, Y%
FEROFIN AR ADaM IZESMTT —F 2y bEEHTDHZ L,
7B, ARPHRICPBETVRRESEE~DOEIZE O HITERM L =
[ZOWT, BITHETT —4 %y b2RET D4R,

ADaM IZhY., #BaE LA DB %3 Tp Analysis Data Subject Level
(ADSL) EWHTF—&Ey bBH Y, ADaM F—4 kv FERHT %
RBRZEZOVWTHT INEZRHELUARTRIER B2, E£i2. ADaM 5 —
Ay ML BRI EBES LT H2HD, —EIZ ADSL 57—k b
IEERD, RBREMHESCRERINIETORERL KL
258 %, FRAIE LTH ADaM F—FEy MZE»HDZZ L, ThbHoE
ol LTk, £#EEICMZ T, BB FREEHEEES) . #
ffEsx (MERREE) | Hk, B, 0 ohkimai, Sl £ B’
R, BT EREZRT 77T RUOVBERN AT VICHT A HBREY
RICETI3EHIH D, :

ADSL LASA D ADaM 7 — % & > bk, HEY & 5 % OREHT OFHRITIS
UCHEA REBOEBRE L VB LD, EBERLT—F A FI
YXBABDOHEBEREETHH I LICEETIHIETHD,

ADaM 5 — & v MZBWT SDIM F—# & v b &R UEKZ ATy
HHAIIE. ZOEBDORBRME. NEFITIFRKRE T L,

41.1.4 5—FEy bOT7 74 AMERIZONT



CDISC AZE|Z HEHL U 7= SDTM, ADaM 57— 4 & » &, SAS Institute 23
NET BT —FERET +—~ v h T D SAS XPORT 7 7 A MEE T 4 —
< b Version 573 (BLF SAS XPORT 3] &5, ) T, 15—
Sy E1T77AN0VE LTRHTAZE, 2258, SAS VAT AIZLD
YERSIREIZ X SAS CPORT Procedure 3 L7222 &, BARE TOFEHN
BEIOEYIEEZONIER (UUT TEAEEA] L), ) B2
ENST—F Yy MTBWTHREIRIZ T 7 A AL SAS XPORT B &
L, =%ty MERERIZCAWONEXFEE Yy I EFRET
—Z A FILEDBHT &,

SDTM B TF ADaM F—&F & v Mz oWTiE, F—F ey M LT 7L
ZER—E332 L,

4.1.2 T—FEy FOEBERCTOMOFRET B35
L1.2.1 F—Fky FOERSE '

'SDTM, ADaM F—#& ¥ v MBI A EREIXZhFh CDISC 28T 5
Define-XML FBRIT LY, ARDRTRBFARERRAZA N — F~DBH
EELMBROT7 7 A MIEEDELET, T 2375 —Fky bEF
U7 NFICHEREZ AN — h LB LCRET AL, E&
ED7 7 A NVEIL Tdefine.xml] ¢T3, EBEZORNEL LTI, 5
=&y b, B, EHROBMYVEHE. ROWEH S %:~bL%¢
HDEBENEEND, HEZOFERITIIA—Vari2gdhbl L,
ARBEEDEDICHNWO NS HEE éﬂkkmr%réhé%ﬁ#ﬁ
CFETT— 4y FEORROBEIES THDL Z Lik, BRART
—EEAVWEAREEOBICEDLEDICEETHE, Lo,
ADaM 7 —# v MBI AEREICIL, 4.1 L. 3ITRTHDME, £
DEERBREIOCHE - FEOREORIMICELIBERRRER LS
DI DEITIZDONT, FEIRER L T 3BT — & &y FRFIH
SNHEHEL OBRERTBITHERA X5 —# (Analysis Results
Metadata) DEFEEND T ENEE LV, BHBERAZT—FITBWT
X, BITICOWTCLLIFOEENREEND Z & BEE LY,

o JERREREEICRTRINAEIRER L T TRESEES R UERTR4

o FETONAE L EfEE

e ERTHENRTGA—ZLHLa—F

o fRMTRIERLIRBEE

e FEHTBETF—FEy b

o fRMTRIRLIRB L a— FO@BIREHE

o FENTHEEICRIT ARG TAEM. BT 0S5 AL, BITHED
1L

o SRATFIEICIST BT S 1 5 A DbRE

BHERAZTFT—ZOBRICTOWTIIATER AR Y CDISC Iz k3
Analysis Results Metadata Specification for Define—XML %% &
TEHEZELTHN, ERERICSHOTRETSZ LSRR ESITIE.
eCTD A% O eCTD BV MEENZ L o TED B TYVV5 PDF 2 L0 BIREH
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THZLEMARETHD, BB, ERERLCBWVT, BASHSBAAREICK
DERENTWTHELEX RV,
4.1.2.2 BRM SIEGIMEE (Annotated CRF)

PR X EMIEREE (BLT lAnnotated CRF] &5, ) i, CRF iZ
LONESNBZTF—FOKER L, F—Fty NECEENBERES
RSHTHRERLIELDTHS, CRF OEBICXHGTHERLE LT,
CDISC fEYEIZHEPL L 72T —F & v MZ DWW Tid SDIM OEEKZ AV 5,
EROEEH FECOWTIX, CDISC I XD SDIM Metadata Submission
Guideline (SDIM-MSG) 3% & 75,

CRF 2LV IRE ST — X XY SDIM 7 —4 & v MIHM
SHhTERHBERDAZEHNETLVA, BHEWRWT—FEHEN DS
BAITIX, Annotated CRF ECIIRRHT—FEy MTEENTWRNVWE
BENBRREZTHEEDBIZ, FENRWEEBEZT—F A4 FICRH
FTH5ZL, FEL, FOERBEPALPR LD HOVWTHERT HME
EAAAR

Annotated CRF D7 7 A ML, JFHL eCID @& N eCID B\ Vil
MIZE o TEDLNTWS POF & L, 77 A NV4I Tacrf. pdf] £95
e, FRIZ LTSDIMF —#Ey hERUTZAAVFITHEMNT D Z L,

41.2.3 F—FHAF '
REEHFOFERICLET ¥y FORNE, HEROBERELEE
T%’) <‘: iz, HEBICLAF— 2y MERICH T THOF —F1Z
ORI R ORI B 23 & e L5 572, SDIM F—%
vy PR ADaM F—F vy FOEFNREFNIIZOWNWT, T—FEy FOJE
BBCMRZTT—FHA FE2ERL, RAIE LTHIET 37 —& &y
FERUTZFNFITHEH L CTRET A Z &,

SDIM ¥ —& kv MIET AT —Z T A FiciZd R L bETDEER

REHDBHIL ETH,

o HERBRA., WREEHBEEEEE

o FEBREREREMEICEST BB

. Fﬁb\BnmﬁﬁE\ WHHE, BERTEONA—Ta v

o WHEBRET —Z DFLHA

o F—HIBR~ADMEPEICETEIHA (N TF—va UERICETD
AEA)

¥/, ADaM F—F &y MZETET—F VA FICIXUTOEB RS

ThaZ EBREE LV,

o [BERHB4A, IRRERGEESSS

o fRNTT—H %y MCEET AR EICET 55N
e MAnbhi-fENE HEARE, FERVEONNA—Ta v
o BEOF—FEy MIIBETIHEXR

o F—F¥y bOERICETIBER

o F—H¥y DK

11



o T HIBEEA~OENMEICETEIHA (N F—va VRERICETS
ER)

SDIM, ADaM F—# & v hENENOTF—F HA ROVERRIZH =V . DISC
BHECBOWTIIT—Z A FOBMEMRT +—v v MIBESH TR,
FHBIZEODAFITONWTIHE, UTOBEE2BILTHZ LR TES,

o SDIMF—#ty McBTRF—ZNA R
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer s_Guide

o ADaMF—F vy MZBTAF—F2H A K.

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

Reviewer’ s_Guide

£ EX, R eCD AL CID Bdf\ EMICB W TED b TS
PDF CHERR L. 7 7 A /L4 ik SDIM, ADaM (=xtis L CEIEH study-
data-reviewers—guide. pdf | [analysis—data-reviewers—guide. pdf |
% NEPRABERZ T 7 ANABLETEIIENEE LY, BB, F—
CHHTA FIXAARBEBTERLTHELI LR,

4.1.3 FEHTIEHED N R—I g 42250 T

CDISC B I L =T — & v FROERERERT B ICdH 7= 0 HH
#5 CDISC fZEH#E, #HIHZE, FHEESIZ OV T, PMDA IZBW T AR

BE/R/S— 2 1L PMDA @D WEB A & (http://www. pmda. go. jpo/) BT 5
:&0&%\\~/a/®ﬁAhTEm HE %mﬂw$makﬂﬁfé

mﬁﬁﬁ&g@_ﬂ%¢5

[l —H3E Wfﬁﬁéﬂw/a/&&mfé LIIELEXZ VWA, F—
BRI TR — LI A=V a v 2 NA 2 &, F—EBERRBRANO—L
D RAAL DN THDNN— P a VR BB USRI, BEH LAY
a RO EOBBIZONWTT —ZHA FIZBWTHHAT R Z &,

@&@%%ﬁ%wﬁéﬁﬁwf—¢kybkowfﬂ\%%%ﬁﬁbf
— Y PRI R a U BRERSTWBEETH-TH, F— LA
— P VIZREWMERT A Dk, NV a I L GBIR L N—U g
VOBREE, BR3/—Y g U bOERIZHTE D BE LAZIT oW
Tk, T—# VA FIZEERTBZ &,

4.1.4 FBHRBEROEREITOWNT -

BE, REBEREREOT —Z BT 570, £ OERAICSWTE
NENFERERER (Therapeutic Area Standards) A%, CDISCIZ X v
BEhTW5, BRICEENSABSN TWBERIZOWTIEE DEHEEFH
AR ENTEXBN, FFE [,T:t%i%@i’)b\‘(&i?j“*ﬁ'fz v POERERWN
FT—H A FIZRB&RT DT L,

4.1.5 BASET—F OB HIZONT .

ARFETT —FINEIN, M OFNEEEIIER L BEI—EDFER
BHEZONZBNBHBEHFHKIZSOWTIE, BARE & C ORI SEHDOEL)
THY, BERBTEHLEF—% UUT TEAEF—F] L), ) &
HTBZEARFAETHD, BAREIS iﬁ’bé"fﬁufé#&)é""iﬁ@ﬁ]%ﬁﬂ‘f&
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2RI, THIZERD b DO TXRvy,

AABEAN A VEEENIBEORFET —F DT —HF Y b
DRWFERORHFETRAE LTUTOLBY 55, 26, B3
2Bl %R,

o BUTBRAALY (F—FEy R ZOVT, HEAEF—FEvy b
BROEHKFZD ASCII THEESN TWAXFEy FOATHERIN
r—#Ey b UT EEFEFT—FEy b VW5, ) ©O220
F—Hty hEERTBHZ L,

e BAAEFT—FEy MIBABEBOAZHAFEL L., TSI
Brr—dey b ER—RABOEBFEDT—FET5HT L,

e BAFEBT—FEy bhELEHFET—FEy MIAAKREHEE EENITH
ST AEBEXFEINDOT —ZEOBEVWEREEA—0#EEL L
va— R, Va—FolEFbL 2007 —F &y METR—&T 3
Tl BB, Tty FOERERERTT —F Y NIRRT S
HDODITHDAHA T L,

. FEHFEF— by MO RAEER YT AERNCE. ZROF
—Z TRV ERALNRFEFEILFS) ( [JAPANESE TEXT IN
SOURCE DATABASEJ ) ERMTAZE, T—FROEIROLD
HASET — & 2 EEOEECUIERD L =t — RIZH T TR %44
%#%5% BT -2y NRORET A L a— RlzBn»
WAL FE I ERMNT B Z &, :

o T @HFEILFF| ( [JAPANESE TEXT IN SOURCE DATABASE] %) ix 1
KERTIZT—BLTR—DOLOEZHW., T—F A FXIZT—4 &y
FDOEFEE (define. xml) ITHFRTBZ L,

s HABLZEDERMFLa—FU X MEIEHIRT AEFTICIXE) 70
BRIITEE LFHN 2 M T DL, 0B, HREXTINEENT 55
B, FOEBLFHIZHAEICEKNTILERNH D20, REBIZE
E&OF A7 EEBNCHEE xS EEY (] : TJAPANESE TEXT IN
SOURCE DATABASE 01) . TJAPANESE TEXT IN SOURCE DATABASE
02) ) . TDOAAFEL OB TITET —Z A FEIIRTZ L,

o WHTFT—HEy NEFIED T FNFITEDDHZE, SDIMT—F &
v MR T 5 BARE T —F Y ME Tsdtm_ji 7+ AFIZED,
ADaMF— & ¥y MIHIETH EAE T —F > M ladam_jl 7+
NEZEHBZ L, T—FFy MAEROTSNVARX 20T —F &
v NCRI—ObLDERANWSZ &,

o AARFHEHBEZEIRV FAAL VOV THRERFOT—FEy b
HEFEDZ # MV WCEd, BT T—FEy MERELRWE
Lo

28, BRI LTHAEST —ZIZOVWTILSDIM RO ADaM & bz Eieo
BWIFECTORMNT I L L7508, BAEF—F 2o DHEERBROT —
2 ERRBTATFERDHIBRBITIE, TOHFEZITOV-TEHNT PMDA (T4
WTBHZEREE LY,
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41.6 Tl ArOR>HBICHONWT

4.1.6.1 BHTZT s T A

(DISC HEMEICHEHL L - REEEF T — Z ICBET 5 7/ 0 /7 A L LT,
4L 13 IR T R, REMOFELREREUCHE - AEOBREDRILZ
B 2 KRR R 2B 5 T2 D OFEITIZOWT, AT —& &y MERRET
0 J7 AR 077 AORMERD D, £707F AL, Fheh
FENT R OB EROBROTERSC, 7A=Y XAOHERRERERTD
0. %3 LS ADA OBREICBOTZEOEEETT S Z LXNAEERFEAR W
WAL LCRHTDHBEIIR, Eie, FEDY 7 =T~V a Uiz
RET DD TIIRWDE, 70l T LAEVER, EITURRE ER LA
L= a Y VAT A, V7 MU= T ROEDS—Ya ) KB B ERICD
WCHRETT— 4 A FIZBW TR 52 &, w7uzflfiLizours 3
LEFEALTWAES, v 7uu /I A58 CRIHETAZENREE LN
B, wrurul 7 AORBPEERES, £k, T—4FEy NFnrT
LOVERL B IR E SEMSERICRREL TR Y 7'u J T A BEORHAREE 2 BE
FITIE, T Y AAOS LD HHFESEDRH TE LT LR,

4.1.6.2 FulSADT 7 A VR '

4.1.6.1 CRTEBY, Ful I AIFEDY T by =2TRN—Ta il
RET D HDTIIRVD, 77 A NVBITIZRENT Y 7 O =T M5 Ui yEE
TEEDDBT L, JERFBIRNT 7 A MEDBEEITT 7 A VERITET 350
BReT—& 01 RILgHsZ &,

4.1.7 1R, %ﬁ%ﬂﬁﬁ%@&ﬁ&vﬁﬁ%ﬂﬁﬁmﬁﬁh%Té

CDISC AR HEHL U 7= WEEB 7 — F ZlzHonWT .

o T ARRER, FRARSSERRE O R VS RREEIROARITICEId 5 DISC
BRI U HEEE T — A EORVENT 4. 1.1 25 4.1.6 LEHETHSD
2, BB T_REEHHEEUTIORT,

41.7.1 SIMF—&Ev bk

HBIE T A —F 13, FREBSERICET MR RTT—# L LT
EHABNBT EnG, EMBET —XERMILIZ PC FALATZ, B
HINTZEYENRE T A—F % PP FAA AL CIRHET AL, PC K
AL EPP RAL DT —H ¥y FOBMRIL, SDIM IG 12 H-3& RELREC %1E
FRUTCEHETT A 2 L ASEE LUAS, SDIM IG IZE-S\ VRS R/ e A4t
TIZT— 2 WA FETHATS Z L TELIRR,

728, CDISC R L 7o LIS DT —4 > v % PC RAAL & PP
RAL ACEBLLTRET 25681, P—U )T ICBd5FHE (PC
RRAA L EPP AL VOVERFIE, BEEOBHREDPC AL PP KA
A ATEENDIEROBUR) BT XA FECHAETE L, B, FL
—H YT 4 BT S BTG, PC KA Lo EMBIE T A — & 2 F
BHT 2 0HEIR,
4.1.7.2 ADaMT—FEv b

I R OVR P BE V2 B9 5 S Bh AR K OSSR B e/ S H ST 7 — 2 2
k% ADaM FEACCIRIHT B45A1E, BMOMITENTRET Al ¥ —FE v
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I L ARIBNTOESE 2O THIE, ThbDF—FEVEHDF—H2Ey
WELHTHRXIZERHLTH X,

FRATRFEC Ve ADaM FER LIS DT —F & v b2 FKGBHE ﬁkmmﬁﬂk
T L CIRHT28BA. EROMIICHWET—4 2y FORBIIFAETH
%, KL, 75k MO M—F Y 70 TR ERAT 5 LT
BHRREHRTHIEAIE, Y% —F ey M eiRH L ECHBT2Z &8
T& %, '

4.2 311, FRARSRHERAERE O K URRIEE IR O IZ B 2 HIEE
FF—HFHIZONT
[EERREEROBE T T —# y r—UiAE] Y OICBEEEHEERO B FE
BFT—F RO 07T 2EOBBRHRREBARIZONT, BT R&EEEZLD
Tlowmt,

4.2.1 TEARSRERROBT 7 —F Ny r—UBE] I2onT
[ERREBEBROETFT — & Ay r—VHHAE] 13, FEEFT—4 %

Fe= b T2 VAT AL VRET IR —FNAY A P ETATIEND

ERRBR T — F RHNEOTER D PDA DBMERT 22 b, XFELLT

BHEHTAZEEAETHD, B, VAT LAEERLERICETF 77 A VE

RO BT, 3.7 HICRLIELBY, TSV 77 A VERNT ST

LTk,

PMDA (W C TERREBEROET T —# v r—UFRAE] 21ET

BHBICVERERIITROL BV TH B,

o Study ID (FK-HRERZFKBIT 5 ICFF)

e TFANNAR (TrANEBEEL) , RB, Y= VA VAT AX
77 ANSNAE BRIRNCR AR TS, T 7 A VR ADANITHER
W,

o EiE Shic it O (STS (RERREWBIEMYT) | POP (B
fiEHT) . PBPK (EBEZEMRWBERTT V) Xik Other (ZOft) D
ME,. BEEZAWTAANTS, ) . 2B, SIS [TIIMERN LRI EIRE
fRAT & [R5 1 CRENT S i R Bh R/ S 2T & & Te,

s T ANONEDHHA, %7 7 4 NOFIRDMD T 7 A L L OBURE
BEEETE DX ICHMEZRETEZ L, B, Aﬁf%é%ki%
X 100 XFTH B,

4.2.2 HEETFT—F0OEENRRBHARICOWT

TEIER R KB ERARAT, R AR R OV B RS B R %TW%ﬁ

DENZTNIZ OV THEIL T REFIEZ LTI RT, 1k, firofEEIC

Bf\?—5ky%éﬂsmmn%£ﬁ%MTéﬁmm\?~&typz

LT FANBIEIF—LTBHZL,

IRk, B 1 FHFRER, BRIR IR RS o Uil & OVRR R SRR AR D AT 1 S
¢6$¢%%7-5®5B\wmc%@ﬁ@%bk?~ﬁmomrm\

4. 1.TIHES '

4221%@%&%%@%@%

EUER 2SR B REARITIC BB A REEET7 — # 12OV T, ADaM B g
TR — 2y bERHTEE. T — 4y MROT—FEy NE
HEOHMITRO LIV Th B,

O T —FEy b
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SEBNRBUIFENIFENT A—F DRIV — 4y FRD
BB I /N T A — & DFEF AR B g T — &
Ty b GERHEHEOCEHDOALEZIToEGEAIIIRL) 2HRHT S, 7
7 A MERIE, Wxﬁ%?@ﬁﬁ#%x%hé
»  SAS XPORT JE3\ (*. xpt)
e  ASCIT Format Data Files
*  Phoenix Projects (k. phxproj)
* WinNonlin Files (*.pmo, *.pwo)
®@ F—HFry hERE
o FT—FEy MEREEIT, PR EVEHELRVEHROFRAE

BHHTLLL, K4 EZBBITERTHZ L, 2B, BT

RYPEELCEERDHIERIT. TOELEY—V2HART

B ETELEZRNY,

o Tr7ANERIL, KA. eCTD EEN KT eCTD BRIV VEAIIZ X o

TEDBNTWAPIF & A LARETLL,
4.2.2.2 BEFENT (EFAMCESS VI ab—varegie, )

REEMAATICEE T 2 B E T — 4 2RI 284, B —4%ty bRk
U=ty NEREOEMITRED LBV TH A,
O B T—FEy b
ERET), BMEETNEEZERTABRICREAICHWE, 42.3.2 0
WORTETNDT T T KT 7 A MIsHs LTt T — 4y b &g
H3 5, 77 ANERL, FIZIEUTORRBEZL LN S,
*  SAS XPORT 4% (k. xpt)
e ASCII Format Data Files
@ F—&ty MEKE
4.2.2.10%8BT+5Z &,
4.2.2.3 EBZFHEYEERTTNVEN (ETNMCESIKVIal—Yv
=) /ﬁf Te, )

BRI 3 T VBT 5 R BT T — & BRI A5
T%Hj'é‘é TrAN, T—EEy KR —F 1y MNERELEOFMIITRED
EBYTHD, '

O BIFICHWEETAOEE, RELEZEDROEHRNRT A—FD
. BT FRIECHERDOBRESFEOERBEEND 77 AV
77 ANMERIL, BEEOWRTELI RN,
@ MHPBET—4E2E0ERERROT—F 2y b
REDY 7 Ny =T CHITCE 32X 5125 —4y MEERIIMNI
LTWAEEITIE, YEBF 771/ (Simeyp PE Data Files (ml 7%
X)) %) 2RETAZENRLEZILY, 2B, BEDY 7 by =T HIZ
FT—&Ey MEERIIMIUTHRWEED 7 74 AVERE, £E
DR TELEZ LR,
@ 77—ty FEEE
4.2.2.10%BRTHZ &,
4.2.3 7T LzEOEREREHNFICOWT
4.2.3.1 BREER 2 I EYREREAT
TRYBNRE X I FERE/ B AR T A AT HARE L T HE U TR
FTAREFROFEMITERDOLIBY THA,
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o FEHFTNIYXL (FIZIX, BYEE T A—FOREHFES) ©
ERTRAMOT —F OBRWE, Eifi LTz B3 2 5HER
EELLOTHB, B, BT —FEy PREKICYZFERNESE
NB5%A (Phoenix Projects (k. phxproj)® Text Output %) I,
ZOBEEHRTHZLETCELIE LR, T, FErHEESIC Y
BHRPSTENDIERIX., TNOEZRHETAIZETELIZ RN,

o Ty ANERIL, RO TELIAR,

4.2.3.2 BERF (EFMCESL VI aL—vardaete, )
REENNTIC BT A EE T T —F 2RHT BB/ OVWT, T rII A

Ty AN, FERBERBEASNE T 7ANVROT 0T T AFEELEDY

Lab—va Vil 57 7 A VOFEHIXTREO LB TH D,

O FalIFh77AN
BEEET IV, BTNV EERWEREOT 0SS A7 7 A ViR
H3 3, 774 ARE, BIZIRUTORRBE L 65,

- e ASCIT Format Data Files

@ FELBEEMHEAIENEZT 740 (NONMEM output %)

HEAETF N, BRETFT N EL WO REN S Eh I HA7 7
ANEBRNT D, 77 ANERT. EEOBRTCELE IR,

@ vIial—valvik@TadT7rAN
VIial—va BT ET7 A NE LT, YIialb—Yari—#
ERESEDIEDOTaTITAT AN, ¥Ial—a rOERMIC
AWl SAhAT77ANVRKROIY I 2 b— g VEERERLERERD
ERR 70 75 AT 7 A NVERRHT D, Fio, VIal—3a ik
EOERICET LT — 22y MEFRVWERRIT, UZERE ST
—&Z¥y MEFRIHTS, o, 7l a8 HTERWEAIL.
TNIY BB ERESRE T2 L, 7uﬁ7A@774»
BRIL, RO TELIZR,

e, s 7 AFIRELRH L. FOEMIITEOLEY LT 5,

o FulSrEETTEIOOFEMFEIELEHTEEOTH S,

o Wit b, TuITTATFANAROT T T AOBRPEZED
HZilL, BKS ZBBIERTHZE, BB, BHENE
Tar 5 hEERTBIChHIo Ty NALDISES, $RI 7250

CHETIOIMBENROGEICIE, 2RI e ST AFEEDOR
HITRETH B,

5. ﬂ%$ﬁﬁ@$ﬁ%¥?~ﬁ%k&m&m@%momr

5.1 HFEETT—F% L D OBHR
FRHIE LT, &TCOREETT—FIL, CIDAY I R—rNbBREND
ZENEHTHB, LOLERE, oCID @BE KR eCTD B\ BENTRT 5
BIZ LY eCTD 2T 38813, CID Ry 7 R—2 KW eCID 7 NV FHTE
CHEETT — A IRBERIT 7 A VEEDRVIE, L, H1H#
@%ﬁéﬂ BICET5HEEFT —F DREOFELREET L I20RH
THZ &,
5.2 H—FNAFA MCXD eCTD ZAHBEORE
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eCTD ZHHT B EIX, A—Z NP4 P SHERNCEHTERRCLERSE
WEATL, CIDZMNFZLZRET B &, DERFROFIIUTOEY T
Hbd, ' :
o HIFESH OGS
. E-{E%
o FHBFEII—EHFEOR
o IEXR, BEDF]
o RHITER
5.3 R—F NP1 FEN LT eCID DR
eCID DRMITH T2V . BEEFIIINERE R —F L9 A b ETRE, BIR
XEANT B, FIEROFUILLTOREY CTH B, 2B, £TOEHICO
TRHDOECICER R, BIRUIATZRD 3 HO TR,
o« IER, BE, EX, FF7 b, EH2E0H
J— MU oA ZES
eCID B2 {455
RHEEE 5
- (3—-PR)
RS .
FIEE AL B O—HRAG4L R
F %S B DERGE4
TANAF = v 7B DR |
M A VARZ R (CID /Sy T HR—=Y) OF = 7V b EEKE
EhEmEEERIE
SRECHR M BT TN eCTD BT M DSR4
. EE . | '
ERERGE, EFROUIAN LR, RHTS D O by T LA T 10
HhER—ZNY A b ETRE L, PDAICEET B, R—FAP A FEDEKE
B BIEIZ DWW TIBIRTR T,
5.4 R—ZNYA b LUTRHEI N CTID D5F4E
PMDA (352{8 L7z eCID IR L VA VAR F = v 7 RO Y 5~ 3 VB FEST
L. EDFERL L BHIT eCTD ZEFE OFERE R 2 HEHICHEKT 5, eCID
T2 F—varyNEIR, FKAE LT PMDA @ WEB ¥4 b
(http://www. pmda. go. jp/) (Z/ABT 5 eCTD MEEY — NV DEBE~v =2 T IV
LEBEICTHI L,
5.5 - eCID 74 7Y A Z V& HEBETT—F DR
HEEFT7 —F IIHRFRFCRMTREERO—HTHEZ b, HEE
FTF—FZEE (GBI, BEXIIHIER) T5581%, eCTDEHFTTHIZ &N
BWYITHD, eCTD L HFEEFT — ¥ 200 TRHET 254G, 3.3 IR THE
BET7—ZIRBAIMERERHTAHZ LT, YUMHBETT —4 LEET
% eCID DFFENFREL 2D, HEETT —Z2RUTDCHEY, UTFD
RICHEBETBR I L,
@ eCTD #IEHRHIFIZ IR T2 HEETFT—4
PIEHRHICBEE S 2 HEEE T —# 2B L. PMDA 25 HEEEFT—4
ZHEEMS 2RI, YIRREICEET 2HEE T T — ¥ 21BINEH
TBHZLITTERY, X
@ BT IERICHEMNTIHBEETT—F
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BT AEZICHMATIREBEFT —FIX. BED CTD eHER
Fm L EEIET, @Awﬁﬁéﬂkbff—&w#4béﬁbfﬁm
3B,
® wm&ﬁﬁk%m?5$ﬁ%%7—5
FEROTRHLEBFEFT—FXDHH, PMDA 2 eCTD SIS
WHELDOE LTRDIHDIX, eCTD BETRICERICERHE T 5,
s HRRHOHBEETT —F LOEHOARZRIHT 5, LIATORHESE
HECTHRHUEZBBEEFT — ¥ 2 BERE T MHEIXRV,
o HBEETT XL TS CID BEINEE LAWEATL, #HE
FIEIZ DWW TCERNZ PDA ICH#RTH 2 &,
o PMDA 2O HFEETTS —F ZHEMREZIT BT, YiKiBHERE S
CEETOHEETT A RIBMEET S 2 kmr%&w
s EERNUERICHBEETT —F2EHTIHARIAEOFIEIZHED
5.6 HEETT—YRHROETEHE
CID XiX eCTD BETRFHIC HFEEF 7 — ¥ 2T HHEIE, THEREOK
HWEBEOEBRMOMRIT VT (Pt 22 £ 12 A 27 BAITIREERE
1227001 BIRSLATEOIE A ER S ERESR S MEHEERBE) JED 6 IR
TEEREIC, UBPEHEBETF —F I oVWTRERTI 2L, ok x, #iET
HRETDT7 7 ANEBERRBIZHIE T I SHETRL ., SRBRICEET 2HEE
FF—2—ROFEPHFI XTIV, 2L, ERfgEme. (2) 7
WRTY = oA VAT L EAOTHET L CID 2BHT 5581, £
PEIRW,

, ﬁ&§$%ﬁ®$%ﬁ%7~5%m

BEERERCEEET S — 2 RIHT A BA, HEEFF— 4% 3. &

s ﬁ®$ﬁ%%7~5%®%MLowTJ®r3k471@@Tﬂi#é
ﬁ& CHUCEFHICENT 24, BEAHERICKITS (3.1 AEETT —¥
SEHOEARP RGN RO [3.3 F—FNY A b2 LERBEEFT—FD
'/ X, UTFoLBV L35,

6.1 HFFEEFT—FERHOERHRTEN

HEEE I, B %%?e&%m@%m&%%ﬁmfaee% Ewkb
THEERFEO1~3 W ARNC, FREHRICT, BELEPE kkﬁé$
%7~5@%&W@&Uﬁ%ﬁ$ EREHIZE IOV T PMDA & FESR %ﬁi:e

=]

¥, BHEROEMZIHIZ-o T, BEEHERICERETEORBEET

— X DNE%EZ USIITEOE AN ER G EREIASEENTT O XmBhE ., &%

HRATLEOERBEREICOWVWT] (CFpk 24 £3 A 2 BT EBREE

0302070 SIMSATEGE A EIKG ERESIHRB OB EREMN) ORI 8 H

BETT — X ENERERERER) 2HVCELD, T L,
ZDH, BEEMEBCRELLBEEPETEAO S EBRIND 18H

HIE COMIZR— 5»%4FW6$ ETEE{TOZ L, TR, AN—FNY
A M CHEEHRE Eﬁﬁ'@‘éf BOAS] - BEROEHFEEDECLERE

F77A)N (FDHFET—F, HBHEETT—F%E) 2EXTHZ L,
6.2 f~5w#4b%4bt$?§%7~&®ﬁm
HEETFT — 2 ORHICHEZY . FEFRIUTOMIMERE R—F VA

b ECRE, BRUIANT D, FHEROFIILITOEY THH, 28,
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ETOHEA] x_Ob"Cﬁ'%Hj@t CNE R, BIRIIAN E RSB B DO TRV,

o IEXR, EIEZEGRHEEZDHI

s F—bUuoAZMNEE ,

o IMIEZBBITL-DOER BREBREES. RBEFA( b, BEEKE
%)

o TrANTLDERIF (ISO/IEC 11578:1996 K TR ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 IZ & » TEF Sh 5 UUID)

o HBEFT—FOMESIT GBI, B, HIRE)

o BEELITHIBR S OEBIT

e Ty A)NINA

7 — 4 AT RN
77 A VRAEBEDHA
FERZREG, BRI ASN LR, #HT2HBETT—FBBMHEINRT
W5 Im5) 7N FoB—F A b ECREEL, PDAICKEET S, A—%
NP A b ED BB R EBEIZ OV CIRBERTR T,

7. ABHBREUCHEEERHER LV ANCEEN BB ROFE 41T 5 A TO
HFEE 7 —F &
FABPBLVANCEENRAREROFMAITON S E (BT EERE
R dh B, HIV RYWEISFRCESE) X, BEERE LV alicBERFEZEER
BRAAR DFF M (ISR SCEUETA, AREHMHBROEHERE) MTbh
5 BICOWT, EEMNARRBERONMEIT O BACHBEFT — 2R H
TOHEE, HEBETT —4 % (3. ARHEHFOREET T —F S 0RHIZS
WT) @D [3.5~3.6] DIETHRETAFIECHEC CEFHUICRE TS, 3.1
HEEETFT — A SRHOERG RN . R 3.4 HEEBFF—2%D7 74
AYA X 1k, UTF0EEYET5,. '
7.1 HEETFT— 7 ERHOERNRIEN

HEEEZTET2EIL. FEETT — Y IRHEEMERELRERAT AL EBIT

FHIE UCTHRBRERRHATOFRIERIZC, FEEFT— X ORHABSEIC
SOWC PMDA IZHERRRATS 2 &, B, FREROEMICH - Tk, REp
RBHEICEETFEOHBEETF T —Z0ONELY M ITBUEAERGER
A O MT O MEINS . SFARRFRELOEMERSICONT] (F
FZ 24 % 3 H 2 B IR 0302070 BIMSTITBOEA E KR EREERE
HEHMEREM) ORI 8 HEEET T — X IRHBEFRMAREEHERX] 2HW
TELED, BHTAHZ L,

D%, RBEREOERHTERO 5 BRI ORABRERENLH F COMIC
WERETF T AN (BEEFT—F%) 2RGEACIVBEETHI L,
7.2 HEEFT—F2ZED77ANYIA X

T —Fy RUSD T 7 £ 2D Tidk eCTD i@EN J U8 eCTD BTV EBEIT
EDD POF DBERIT 7ANYA XEBLRVI L, F—2Ey MIOWTH,

12DT 7 AN A XBE5XH N4 FELEDFAIX, FEilZ PMDA [ZHEKT
AR

&_%0&
%?‘7‘ v @%Hﬂl ﬁ’j‘){y)éﬂ‘%nn E D 9 B ﬁ(wu EF ﬁe'ﬁ‘g*fl'ﬁ‘%‘j} L
%mnf&é EEZRD TRV B DITOWT, YHikh B ORBRFRMER %
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3. THET ALV BEFHICHRHTIZ LA TE S, TOHEOERBHE
TR R OB IR 2 BRI O W TIRAIRR
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Bl 1

EHA FCHWBHEOER

BF 774NV (R—FNLZ2H L TRETAETDODZ7A410)
FHEROBTFT —4 (=HEETT—¥) & :ER@mcix B —4%) LEH)
| HEEERRBRT —#
| F [BREBRT—% 05 LHEKEHEFAROHBEFT —F TRVH D, ]
| | [CDISC ##L7—# (=CDISCIZ#HLL /=5 —#)
| | | %y (=8®HEF—FEy )
Il I | | FSDIMF—%%ky bk (=SDIMIZLBF—#Ev k)
I I 1 | YEFrF—FEy b (SADAMTF—FEv b ADaMI~_J:57“—§7’IZ/ b)
| | | LYE#HEZ 741 (=definexml)
I | FvH—F—%
| | | F—#%Evb
I | | Lesrvran
| | YurZsaszran
_— HEtrH 70 75 A
| | LSy MERATeSSA
| L [HREBEEROBFEETFT— 4] (Fﬁﬂ’]&%%@ﬁﬁaﬁ@ﬁﬁl%ﬁﬁéhﬁ_%ﬁﬁfﬁ
I Br, BEMMENT, RPN EERTT VT EICET 2 HEETFT—4)
| FCDISC ##L5°— % (=CDISC IZ#HL L =5 — %)
I | F—%%y b (=8#HF7—FEv })
| | | FSDIMF—%%v b (=SDIMIZLBF—FEy k)
I | | Y#RF—%Ey b (=ADAMF—%kty h=ADaMIZ L 25 —% v )
| | LEZEZ 74 (=definexml)
| FCDISC iBHLIN DB DT —# (=ADaM USN DR T F— & v b &R
| | H¥ 288057 —%)
| | F—%&y b (=8HF—Fky 1)
I | | HEFFT—FEy b (=ADaM BSOBROF— 2 v 1)
| | | YEhrr—2ky b ChWT—& &y b (EERPAZRYEE R T VR
| | |  HORELEEDRCEENRS A—F DEOERE) -
[ | FF—%ty rEHEE
I | FEELRERAHIEREZT7740
| | LyIav—vavictlda7ry40
I | Lrus5LsFiEE
| HEFH#FEE (UIFNICHEYTABHRE2 S TE)
| Fruessazrq40
I I Higtr 7w 75 A
| I Ly —Z &y MERAZ 2 75 A
[ LE&EEE%E@@‘ZOD?E%T—&A v ir—URAE
LithEd 5 X%

FaCRF (Annotated CRF)

L7 —& A & (VWi B Reviewer's Guide)

I-SDRG
LADRG

FeCTD (HEEETFT—# ZE&<)
FFD BIgET— 4
L [#0f, R—Z V2N LTERHTILD, ]



Bl 2

BARENRE I 5 TR H 5 KB OH

Domain |Variable . CDISC Notes (for domains)
Prefix Name el Type Description (for General Classes) .
. Reason not done. Used in conjunction with --STAT
338 --REASND Reason Not Done (Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
138 --RELNST Non-Study Char |due to a treatment other than study drug. Example:
' - |Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name |Char |Name of the investigator for a site. Perm
The text of the comment. Text over 200 characters
CoO COVAL Comment Char |can be added to additional columns COVAL1-Req
COVALn. -
. Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char |[this unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN. )
SV SVUPDES Description qf _ Char Description of \fvl.lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
CM CMTRT gﬁﬁg’rt& ga;}e % Chiar Ve:rbatim medication name that is either pre- Req
Thera printed or collected on a CRF. _
pY
Modified Reported If CMTRT is modified to facilitate coding, then
S gl g Name Sy CMMODIFY will contain the modified text. pern
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION. '
EX EXAD] Rea.lson for Dose Char Dezscribes reason or explanation of why a dose is Perm
Adjustment adjusted. -
SuU SUTRT LR NG Char |Substance name. Examples: Cigarettes, Coffee. |Req
Substance :
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
Substance Use Substance use consumption amounts or a range of]
20 OB Consumption Text Char consumption information collected in text form. fasy
AE AETERM GrTE i i Char |Verbatim name of the event. Req
: the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
o e Term hax AEMODIFY will contain the modified text.g i
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 Verbatim :nted CRF term for th dical
MH MHTERM the Medical Char |Yoroaum or preprinte e 1o tuefmedic 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.




CDISC Notes (for domains)

Domain |Variable . .
Prefix Name Vil Lgbel Type Description (for General Classes) Core
Text description of any abriormal 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
; . questions used to obtain the measurement or
Q2 QS Questicaiams T finding. The value in QSTEST cannot be longer Rl

than 40 characters.

(2% : SDTM Ver.1.2. SDTMIG Ver.3.1.2 LI§E, E#iIT—HE1)




Villl e

H 2<5%

T“ﬁ%ﬂﬁ&@ﬁ

#11) AZAEOELEAR BEERETLOEEHRMT 56

AEF%4/(%#%

H

BT —

SCEA)
FIME LT HA FMEBIZD

DUV TIRZEFEXFS] ( [JAPANESE
TEXT IN SOURCE DATABASE] %) %##19 5 (AETERM %% HAGECNE) .

Row [STUDYID |DOMAIN |USUBJID|AESEQ [AETERM._ | |AESIDIC [AEENDTC [AEMODIEY [AEDECOD
JAPANESE TEXT IN|
1 |ABC123 |AE 123101 |1 SOURCE DATABASE [2005-10-12  [2005-10-12 Headache
] JAPANESE TEXT IN|2005-10- 2005-10- : .
2 [ABCI1Z3 [AB e 12 SOURCE DATABASE [13T13:05___ [13T19:00 Backis
= JAPANESE TEXT IN Pulmonary
3 [ABCI123 |AE 123101 13 SOURCE DATABASE |[2003-10-21 embolism
Row |AEBODSYS | = JAESEV _ [AFSERJAEACN [AEREL AT
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_ |AEOUT. | |JAESCONG|AESDISABJAESDTH [AESHOSP [AESUIFE [AESMIEAESTDY[AEENDY [AEENRE
1 (cont) RECOVERED/ i i
RESOLVED
RECOVERED/
2 (comt){ o perr VED 1 1
3 (cont) ;EE%%{E&G = Y Y 9 AFTER

AE FAAL Y (BABET—FEY )

BAZBECT—FRELET

7¥ A MHRAIZOWTE, BARFEEZ LT EEMNT S,

Row [STUDYID [DOMAIN [USUBJID JAESEQ. [AETERM |[AESTDTC.  |AEENDTC |AEMODIEY AEDECOD!
1 ABC123 |AE 123101 1 28 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- ° .
2 |ABC123 |AE 123101 |2 HEE 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 (3 R 2005-10-21 Pulmonary embolism
Row |AEBODSYS: = |AESEV.  |AESER' JAFACN' = JAEREL =
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 [AEQUE  [AESCONG|AESDISARB |AESDTH |AESHOSP [AESLIFE AESMIE [AESTDY[AEENDY. [AEENRE

1 (cont) REEFERED -1 -1

RESOLVED

RECOVERED/
2 (cont) RESOLVED 1 1
3 (cont) /%{EE%%YII\EI%\ID?}G B Y Y 9 AFTER

#12) FEXORAAREEZERTHZEVEHETHY . HERTIEBEXFIZHEICXES]
THOUNERDDLEE

QS FAAL Y (FEFT—FEy )

Row [STUDYID [DOMAIN = [USUBJID ~ |OSSEQ. = |QSTESTCD' |QSTEST 2 e P IMFR TR

1 ABCI123  |QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEOI
2 ABC123  |OS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABCI123  |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS ALY (AAET—FEY )

Row [STUDYID! [DOMAIN  [USUBJID.  |QSSEQ!  |OSTESTCD [QSTEST

1 ABCI123 |QS 123101 1 QSTEST1 gﬁrﬁﬂ’%ﬁb‘i?“z}:

2 ABCI123  |QS 123101 2 QSTEST2 FIEABHIETEETH?

3 ABC123  |QS 123101 3 QSTEST3 FIABEEE L THDERTT?




Bl 4
(B38) 7%ty FERE

.
X ~
Dataset: : XXXXX ( [XXXXX| 37 —% & v b4)
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 B ETRT BT L.
X2 BRORE BT S - L.



BIRE 5

(B%) Fur7LrFHEE

No.  Program file name *!

Description *?

HERYZ7 =T : OO Ver.@®
ERER: -« TV,
FERAEOEER

YT NIy b I FANEHNAT AR ANT ETFROITCHET 5.

me<_ u/{zzn

DT —E Ty ANVERFT BT ANT R TROTTRET %,
XXXXX<-. "3 2 ﬁ "
s FROITETTI RS T AR ETT S,
exportData(XXXXX)

CEELET Y (ooox) KHAShEECSV 7740 ( Noxx) ) 12t

LT, YTab—=varvfio .+ « 774V (oxxxx) 2ETT 5,
e TUMNTY 7740 (xxxxx) &, ECHRELEZ7ANMF (xxxx) I
#EFET 2,
s TROfTHL IS AOETEERL. RELET VN b 77 A
MV xxxxx) %P Z AT T B,

xxxxx <- importData(XXXXX)

FRYZ7 727 OO Ver.@®
FEHES: - - - AW,
FEHROEES

¥l: FuZ L7 7ANVAERBTHI L,
¥2: /e 7 A0BH ERY 7 =7, FHAMN, FRAROEERE) ZREKTLII L,



