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7 AN 64 LFEUT (ER-FhIEEFEZETr) & L. #%E?—&U\ﬁﬁu@t y
T RFERS LD EZ LT OXEPLERT L L,

> TAT77_y bD"a"nB"2" [U+0061 5 U+007A]
> BFEO0"NB79" [U+0030 A5 U+0039]

> Bm—F A" " [U+005F]

» NA Ty A FR7-" [U+002D]

> F—FZHA R, define. xml RRRAF A N — hEBETHF—F &y k
ERLZ A NFIENT B2 L, define. xml SCEEFIA DN, PMDA IZHER

THRBRPETREND L VY ZRZ AN — BT B Z &,
BT 7 7 A VBB Y T+ LV E B ERLN &,
AR OBEETT —F D 5 b, CDISC BHELSOFRDOFT —& %
BT 38X, —flE LTTFREDO L HIC lanalysis] 744V FOTFD
BT Tepl 7+ NAFERIT, FORICHRMTHIZENELZDRS, =

C DBEEITE. Tepl ZANVEFOT7 3 VFERIZBIZHRIZ RV b0 &

T, 2B, HET—FOBMEFEL LTSN TLLIAEBRE DT
BV, BMFEIZ L 53 NAR, ZANFEROT 7 4 NI
HEBROBBEEICIIES Z L, YT —F OBRMFEIZOVWTIE, ¥
AINC PMDA IZABRRT A Z ENEE Ly,
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BT+ NADERFEXLLTOED TH D,

7 VAL

| e

Eik -

mb

1

B TOHEETF—FM CID BE5HICBETHE
LERT, KT NTIZTFATZ A NFLHND T
FANVEBZTH TR LR,

datasets

HEE T — 42BN T2 7405,
ABIZANFICTRET ANVEFUND T 7L V2T
TR LRV,

[study 1d / iss / ise]

RRI NIRRT R I IERESNE 7
FINE, T AN FLIEYUERREY —RBICHBIT
% HRBREBE R (studyl23, R &) &350,
FrooFER] (iss, ise, &) &45Z &,
BZANVFTICTMTZANFTLUNO T 7 A NVEE
HTIERLRY,

analysis

%ﬁ7_5?/F&075ﬁ7A%%%T67
FNVHE

AT ANFWCTMTANEUNDOT 7 ANVES
HTEHRLRY,

adam

ADaM F—& v P RO T bEENTE T
FIE
$7fWEhT#7xwﬁu%®774W%a
HTIRRLR,

datasets

ADaM 5 — & v FEEMTDE 73 VH,

programs

ADaM 7 — % v FRURBEOIERITHRE TS
7 LEHMTH T AN,

adam_J.

HIE ADaM F—F 2 v M1 5 BRET —
By NEBNTE 7NV, X7 NVFITH
AEE ADal T —# 2w FESNDT 7 AN BB
TR bR,

cp

%ﬁ%ﬁﬁﬁ@$%@%7*&@o% CDISCHE
HELIANDTBROT — X BT D74 NVH,

legacy

ADaM TR TRV T — &y NRUT e s T
LEBWTHTANVE,
$7¢WﬁLTﬁ7fmﬁuﬂ®774w%a
HTHEHRLRW,

datasets

ADaM PIAAOEROMTT —F Y b &%%?6
T ANV

programs .

ADaM SN OFBROfENT —F y FRUOKERD
FERICARD T 0 /I A BT B 74057,

mise

analysis, tabulations DWW 7 LI h
BT A2 L BRBY TRV —4 2y b 2B
TBETHNE,

tabulations

WBRE DT —F LRBRICET 2 ERE —ERT
KTER LT —FEy b2BINT L 72V

.




TANEL Fa g e

AT FNWEZTFMT ANFUNDT 7> A VEE
DT BR,

legacy 5 SMMH%®%ﬁ®—%§Fﬁ®7~§ﬁJF%
. BT b5 7304,

sdtm 5 [SDIMTF—#Ey hEEMTET7FNVE,

sdtm_j 5 |[HWEF DM T —F Ly MIHRTERAAET—

Sy VBT A7+ VE, A7+ VEICA
A5 SDIM 5 —F By NSO T 7 A LML
TR SR,

3.6 HEETFT—FICETIRYF—vaAzonT

R—Z NP A M LTIRHENEBEETFT—Z I L, F—F0EIiE
LY F—a VIEB TS, N F—ia VOfERIT, R—20894 b
LB THEFIGERESNS, 28, 3.6.1 (7) R TA—NMEER LTY
AHEETT—FITOWTiL, ﬁw$%%%ﬁm¢5iTL%Ebttf 27T
®$—&%ﬁ%m¢5 EHREEL,

T F RO — 2 VYA H‘a?'a{’EEPL%ELT_IT—-h_ObVC = dfh—%vb‘

A bANVTT AT I WE B EERITO, ?aﬂ*%““’b‘é &,

3.6:1 CDISC ¥E#LF— & iZHfT 3R V7F—vay

PMDA ¥ CDISC ¥E#LT— & {0k LT, Plnnacle .21 Enterprise # >
NY)F—a &7 9,

NYF—a VIZHWBA— U OWT I, BEA~OFE S L ABER
CRIT BT —ZFIRORS S, PMDA RFRNIEETREERRBT — & 0
B, XU PMDA B BEERRBRT —F OFRMRFAZERLT, &1
—NVOFREEEZ THEYICEREZREL TS, EXEOBRBBITINT
DLBYTHD,

(7) BER LTV BERKIMEEES N $ CEENBMB SRV —L
FEERRICOVWTUBREATH AT — Iy FOFHELEOERICER
/72—

(1) EXLTWBEAIE, EENCHBARRWESICIIEEENS EC%

RS IRV I— \
%< OHRE, FEERVEETA FCHEBICED LN THWAAL—L
THY, BRLTWABEIITEOEARUEESRTREREAI
COVWTHIEERTIZ PMDA IZHBBE L, EBITF—F HA IR THET
HUBDHBN—L

() BELEHETHLST LD ZORARRDRVL—L

BB, EE (7)) Z2onTh, BRRRT —20E08ANL, BRED
BHIZOWTHRHRAERD DBV H B, '

PMDA IZRBIT B /N) 7 — a VOEBREOZEM, Ex DA —, RO
DOERMEDOEREIZOVTIE, PMDA D WEBHYA b (http://www. pmda. go. jp/) T
/\Fiﬁ LTk U ﬂmeﬁ G\—ﬁ)ﬁ..’)“(fiqa;%%‘ﬂﬂsﬁ %%7“'&@5‘%% [SaPAN
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JF—a EITVD, - EER L TWAEFT 2 EE L L CRERE
BEETHBEND D, M— T OWTIIES SN E S A R EEMED
HBHZLITEEBEL, BEEFOFEREHERE L LAY F—va a2 Ei
TBL, B, VN —NVOREXRDDBEEITE., REBROL—NVOEHAE
TlIe—EDHEZ Lo THENERTFEENS, ,
3.7 RLEZBRVWERRCLY S — VoA VAT AOF FRHEHERSE OX
Je L EDOFE ORI
R—BZ NP A P EERTIBBRCENLZRE BFETZT—FE2F
—l A E =Ry PEERTAERICEERBE LEBEEOL I, F—
R = A VAT AOFABEERFEITIETS — bV = VAT LAENLTH
BETFTF—F ORHBITZRVETREN DD, EOHE, PDAR DI TR
MBEITH DT, B LELREREVEFEREMEICESGEINCEF 77 AV
CRBOREBHTZIZ L, I, BERRRT —YRHARZF 77XV BR -
(TSV 77 AN) THERL. msl 7 VS ERNACEBLUCRETSZ
L, B, ISV 77 ANVDOERFEIZOWTIX, PMDA @ WEB ¥ A b
. (http://www. pmda. go. jp/) WCBIBEKTHOTBRTH & L BIT, 3.5 &
EDDBTF—2Ey bOT 7 A VA KARDHAEBILIEVMEED T 7 A VA&
THZ &, . . _

4, PHTREBHBELT—FEITONT . : ‘
4.1 CODISCHEEXEITHERL UT- BFEETT— & ROEET A 3CEFIC N T

411 #{HTHIT—FE> b

4.1.1.1 HEE | -
ERERERBR T — & ORHIZEE L Cid, CDISC ZEH#eEFHT5, CDISC

X ABRHOBERECHIEN A4 ¥ (Inplementation Guide : IG) ., BIZ&IR
B4 CDISC @ WEB A k (http://www: cdisc. org/) Z2BRTDHT &,
CDISC Iz & V. HRIRMERITI\VT CRF B L Y IRB ENTT —F D—
ERERTFT—F 2y hOBE#EL LTI SDIM 28, T —4F v hOE
# L UCIT ADaM 28RBS T3, PMDA BFIT ANFIREE LTARL
TWNWB/8=T g D SDIM, ADaM FHEHER RIS A Figfen, HES
NEEEERNTT —# 22 LORNTE 2L, |
CDISC 1B L B AN CINE I N —F T RiERFICERT 2D
12, HIFEE DS CDISCARMEICHEWL L e ToIT R § 5 &\ S IRMES 2kl
B, BRRBROSE OB, HHERICAEBICER LR
TOF—HEHPARDOEND Z & BEHRIC, T —FINESCHENTFIEEZ
BRETAZEREELY, 2B, ThbERETEREFECBVTLE
REBERROT —FHEER L bOTIXRWED, FERRRICE
WTINE T RET —Z I REBROEA OR/EERE 2 T, EHD
AHER CREMEFMI ICERE O REERERICHEREE 2RE
THEUERD D, BECER LTy MERERTHIHLD,
FERRBROFHE XIINET 3T —F ORI L VR OER FIENRE
ZBNBEE, BLIILESOoMICRIEREOLRETA FicEllT 2 L
HEEEXEITRARRYE D SEEITIE, FRTIC PDA TR D 2 &,
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28, FT—F &y MERIRICIL CDISC BHEEZ X U, FATIEH
BIRERCHECER SN XS 2 ZTOEIHERTILE L, A
V¥ FRRIF mi%%oﬁﬁ%zﬁb&w &,

41.1.2 DMF—ZE b

SDIM 7 —# & > bk, %K%me%hibﬂ%éhtr~ﬁ%
A3 23— 3 O SDIMETRSDIM IGIZBWTIEE S =Bz
%ﬁéht%F%%yt%%LT%mﬁéa$%%w%wfwwmé:
NETLHMME OBRCHEERRT —F 2EH L TWIBRERH 5,
FOBETYH, %mféf~&f/bmwm&6&mamhﬁot
DITEB}THZ L,

SDTM {23V Tid, Z$0% Required, Expected, Permissible c:/\ﬁa
LTWD, WEISKET—FPEENIERICOVTIE, TORHEKR
PRDOLTARRERY 2TOEHOT— 2 2RHBT52 L, B,
Permissible, Expected DD 5B, LATD b DOIXFAERR D #2113
BRETHD, ‘

o R—=RTATTT (BERBRE., XM IV, LBR., Bk

B, MRAEMERERE)

» EPOCH designator (FFHi% I8 ALE)
« —DIC, —STDIC, —ENDTC BE# % EH D HE D, THIZHET 5

Study Day Z#k (--DY, —STDY, —ENDY)

SDTM 1%, B LT —F DEEFOEERML., BB TEX ot
T4 %‘ﬁmht%@ﬁ BV, FELET —ZiX ADaM F—& & v
MIg®HBH T &,

F—FBEOBEDORTYH, F2iTBAEEOWRITiE IS0 8601 %
Awnaz b, —DViX0&&ERnWI L, =& % CRF TYes/No TF—#
ﬁﬂ%énrwt%Af%SMMTmmmaLT%%T5%\%Km&
FRNCHES Z .

B ﬁﬁéﬁ%ﬁbfﬁkwﬁﬁﬁuﬁbéTBﬂéID%%%T%
THDEHE LT, USBJID FHEEINLTWS, FIXITENHERRLE %
K R ERBRE, GHORBRE C— ADHREICET 35—
FEBRNTOIILEZTEL YLD, A—HRECITPHEE 24K
B UTARRZRR Y A—?D USUBJID 2o L S KERT B T &,

SDTM IR WT, EM SN BERROME ICHT 5B #HE2ENT 3
Trial Design Model @ KA A (TS KA A E) ooWTi, Eifi X
NICERIRRROEICE T2 FARERE2 S /od, %ﬁﬁ%bh%
WX EERERR Y B L TRHT A &,

SDTM “Tid SDIM THE S THRWEHEKZE &béﬁ:&bb: SUPPQUAL &
WS —EDT—F Yy FERETAIENTES, ThbDF—4#+&
- Y ME SDIM DF FAAL L ZEIV Y THEZ LOTERNTF =T LT
FRTLZLRCEN, ERMTIIEELBIICEET S L5 AL
BITZNITE DD RE TIZRY, SUPPQUAL I2, Rlc T4 Ricio#
@&w\ﬁ%%ﬁm%wrﬁ%&%KBnéxﬁ%abé & ERE
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LTWAEAIZIX, EATC PMDA ICHEFE L, EBRICEDBEEITIET—
ZHA RIZBWTHEBTA2ZEREELY,

NEE L7eF— & ORI o Tld, SDIM DEEFED FA A Y L
RWVIBERH B, ZOXIRGE. REEIDIMEDORAAL Y (B
T IHREALARALV] WS, ) %ﬂiﬁk'é‘é ERFEOHLLBNTWNS
DT, F—E2REFEDORAAL VIS LAV L 2R LELET,
SDIM DEIET A RIZFEVWHRAZ A RAAL VEER LT —F ZHENT S
Tk, MAZARAAL VOFERINEL RoT-HEBE LB ITT—FH
A4 FIZERT B L, Ele, DAFZLARAAL ~ADFT—H 0)1%—#1’9%‘:1%
ST AEAITIE. Emkmmkmﬁ#é EREELW,
41.1.3 WM F—ZEw b

%ﬁrwﬁt/Miwmc%%ﬂ%ﬁaAmeﬁw%mL%m¢5o
FEATH EF IR SN2 TOMITIZOVWT ADaM 7 —F &y M ERH
T AMBEBEIRVE, AT S BN, BIREER (EERMmE
Bz B89 % BIK AR EE A2 BIKERAEE B I B3~ B 8HT) . B2
B9 5 EEBITCHEERICET 2 ERN RN, ZEESCTFDER
B 2 BEERRFOFELRNT S D OMEITSE, A, Zetto
FEABREORE AROREOCRADICEDLIEEAREREZED
7o D DIFATIZDOVWTIL, ADaM F—F ¥ v b2RHTIZ &, BHT 3
F—H Yy bO+HHEIZOWTIE, BRI PMDA IZHRTHZ L AR E
LV, ADaM F—F &y MTRARAWNWT —F ¥y ;& AV CIRBRBIERE
BOMTHERPERINLTHLIHE SIS, LROFHME, TeEoE
FRERR O « BEOREDRIITED MTIC OV TIE, Mi%
BROBHENSTEEAR ADaM WESHEHFT—Fy FERETIZ &,
B, ERERRHBCEBENRATEA~DEED - DICER LI AT
WOWT, BT — &y P REETLERRN,

ADaM IZ i, #ERE L~ 0§ % &1r Analysis Data Subject Level

(ADSL) &WH5F—&FEy blHY, ADaM F—&E v MNERIHTLEK
RREICS>VWTHT I NEZRHBLARTHIER SR, Fh, ADaMl ¥ —
¥y N LB EBR L TH-0H, —fFHIC ADSL T—F v b
CEENRD, RREREHEECREINIETORERZ LR
5%&&\Eﬂ&bf%AMM¥—&tybmﬁb5:ao:n6®%
HofL LTk, £ERICMZ T, Rk FREEHEEERS) .
e (MEsEE) . k., B, BT ohemiR. il S, E‘c
i N %ﬁ%l%7#777&0§§&«~%74/k%féﬁﬁ%*
RT3 EEN DB, |

ADSL BIShD> ADaM F—& & » i, HEJE 3 5 & OFEFT OREITIS
CCHix REBROBRE L VB LD, BEEERXLT —FHA F
LEARBORBEREECHIZ LILEETHRETHD,

ADaM ' — & & v MZIBWT SDIM F—# & v b & R UEHEE FVTn
BBEIE. TOERORE. AASIRRABE TSI L,
4.1.1.4 F—2¥y bOT 7 A AFERITONT



CDISC $EHEIZ #5401 7= SDTM. ADaM 57— & & » M. SAS Institute A3
AT AET—FERET 4 —< v hThB SAS XPORT 7 7 A VEGE T 4 —
< b Version 573, (AT FSAS XPORT Xl &4 5, ) T, 15—
FEybr2177AN0E LTREHETAIE, 2B, SAS VAT AITLB
{ERAFIZIE SAS CPORT Procedure IHMER L2\WW2 &, HAZETOIEHM
DEPOHENEEZZ 5NEEE T TBEABER] 20H, ) e
in67~&ﬁzbh%wr%ﬂ§ W27 7 A AT SAS XPORT gt &
L. 7—4% ¥y MERRIZAN B?hﬂ‘JC—?flz v P IF SR ET
—F A RIZEHBT &,

SMM&UMM?%ﬁf/FLOWTH Ty NEET AN
AERA—&TBZ &,

4.1.2 F—&Ey FOEBFBERCEOMOFMIET530E
4.1.2.1 F—FEy hOEES '

SDTM, ADaM F—# & v MCHIT%EHRELEhLh DISC RT3
Define-XML JEHUTX VD, NEORRPIRERRA T A NI — F~DER
EEULXMBEBROTZ 7 A MZE LD LT, HETE37—%y NeR
C7ANFIRYUBAT AN — P EERITEH L TIRET A &, €5
EOT7 7 A VAL Tdefine.xml] &35, EBEBOHNAEELTIE, 5
—ZEy b B EHORVEDE. ROFEHRAESo— Rz
BEBPEFEND, HBEEOBERITIIAA—Vareehsrl,

ABFEOLDICAVOR I BFEEHCB VW TE RSB ER
EHETT — 5y PEOBROMBERES TH B Lit. BERRF
— IRV AREELMNBICEDIDICEETH B, LoT,
ADaM 7 — %t v MIBET B EHEIL, 4. 1. L.3ITRTEDM, =4
DEBELRFEREOCAE - FREOBREOCRIMIZ b ERABRERZE
DICHDIEFTITONT, BRI T 2T — &y PR
SNDEHE L DBERERTHITEREAF 5 —# (Analysis Results
" Metadata) BEFENBZENREBE LN, BITREAFF—ZIzBWT
i3, BEFICOVWTUTOEENEERD & BEE LU,

s BRREREECRTEINIBITHERETTRRESLERUETS

« fETONE L EEEH

s FEATAENRTGRA—FLLa—F

o fEMTHEELRBEE

s FERTAHET—HEY L

. %ﬁﬁ%&&6V3HF®%ﬁE@

. %ﬁ#@%h%ﬁéﬁm?éﬂﬁ R v 7T A&, R FED
1BEHE

o MR FIRICRIS T AR 7w 7T AR

R AF T2 OBRIZ >V TIITRERRBY CDISC I L 3
Analysis Results Metadata Specification for Define—XML Z %% L
TAHILETAN, EEERSOTIENT A LBEEERBESITH,
eCID FBARL U eCID Bl MBENC Ko TED HI T3 PDF 1T & Y Biliiig H
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FHZEHNARETHD, BB, EBEHFICRNT, RASHKAFEICE
DR S T THELI AR,
4.1.2.2 WRA SEHIRES (Amotated CRF) -

ERM & EFIRESE (BLT lAnnotated CRF] &5, ) X, CRF (&
FONEINBZF—FOLZLEBE, F—FEy MNEEENBEK RS
BEETHERETR LI bDOTHD, CRF OEBIHNTHEEL LT,
CDISC ABHEIZHEYL L 7= 5 —F & » MIZOWTIX SDIM OEEEZ AW 5,
TR O FTIEIZOVTIL, CDISC 12Xk SDIM Metadata Submission
Guideline (SDTM-MSG) M&ZE L4 5,

CRF = L W IRE XN =T — X IXRIRE/RR Y SDIM 7 — & & v MW
ShTRBENDZEREF LR, BHEW W —FEHERH D
#EITIE, Annotated CRF FTCRBRHT %ty MZEERLTHWRNWE
7b>/\7b>éi%n*75:ﬁ‘5 LEblz, SEnVWEHRERF—F AL FITEHE
FTAHZL, L, FOBRABALNRLDOICOWTIIEERT L HE
TRV,

Annotated CRF @7 7 A NVERGL. JFHI, eCID BEIRKE O CID BHRl il
HIZ Lo TEDLATVWS POF & L., 77A VAN Tacrf. pdf]- & 75
Tt, FRIE LTSDIMF—FEy FEMUZFAFITHEMTHZ &,
41.23 F—FHA ¥ |

ARBEEROFERICLST— ¥y FOWE, HHOBRLRE
FAHLLblc, BEECIEF -2y MERICD Lo TOFT —F1E
DR FARRE OHERMEIZ BT 22 EE LT 572D, SDIM ¥ —4
£y FEQ ADaMl F—F & v FOERENIZONT, F—FEy FOE
HHJHIIMATTF —FFA REERL, FAIE LTHETIF—FEy
FERIUZANFITHEALTRHETAZ L,

SDTM F—& -y MZBTAT—F VA RIZi3d < L HELTDIHEE
BEHA LT B,

o ERIRABAA ., %ﬁ%ﬁ+@%§%§

o PRBRERBREMEINCIET BEE

o FVDREEE, REEE, BERCEON—Va v

s« WERET—XOFHA :
. T*ﬁg£“@EMﬁL%Téﬁ%(AJT“/E/F%L%T6

E)

o, ADaM F— &y MZBETHT—# A FICZUTOERBA RS
ENBHTENREE LV, | -
~,%Kﬁﬁ% %&%m#@iﬁﬁ%

o fRTT—F Ty MCEET S EERBEEICE T 5
o WL T-IZEHE, FHAFE. ﬁ%&(ﬁ%@/\u—f)a o~
. BEOF—FEy MOHETAIHEEA

o F—AEy FOERICEATIEER

o F—FTy NOBH
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o TS BEEA~OMIEICBET AR (R F—a VERICET 3
- #RE)

SDTM, ADaM 7 —# & » I\%h%hco-‘i-“wﬁ A b@ﬁ?ﬁjz IHTY ., DISC
BB TRET—F A FORMINRT v v MIBMESHTORNES,
FEBICEDDIRFCONVTHL, UTOERE2BEITTAZ LRTE S,

e SDIMT—F ¥y NEBTHET—FHA R
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

o ADaMT—FEy MIBETAF—FHA K
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Rev1ewer s_Guide

%it%bi JRAll, eCID @J’EHIQU\ eCID B\ BB W TED BT 5
PDF TERR L. 7 7 A V41X SDTM, ADaM iZxfis L CER-EH study-
data—reviewers—guide, pdf | [analysis-data-reviewers—guide. pdf |
B NEPHAELRZ 77 ANAE TR EREELY, BB, F—

CEHAA MITEAFETERLTHELI R,

4.1.3 HRATIEEOA-Va iTonT

CDISC fREITHEMW LT — &y PRUVESBELZERT A IH = ER
4%, CDISC #F¥E, FERIFEE. FEEZITOWT, PMDA BT ANT
RE7R N—7 3 /i PMDA @ WEB A b (http://www. pmda. go. jp/) BT 5
& B, N—TVarORANFER, BHEEFNARHEBCERTS
RH4EAR B)’&E?@Cﬂﬂ“@ﬁ‘%o
- FA—HENTERDINA—Va v EFERTH I LEELELRWVE, F—
BARBRN TR —LenA—Ta 2 ANW3 L, E—BERRBRNO—
D RFAL ATONTHDNS—T a3 EZRLUESSICE. R LEAA—Y
2 VEREOBHIZOWTT —F HA FIZBWTEBHAT B &,

BROEXRRROKAEFTOT — & & v MOWTHE, SHERROF
—ZEy PRSI NA—T a URBROTVBRESTH-TH, B— LA
—Va VIZEWERT A Z L, A—TVariE— WEBLUTERLEA—VY
v OBIREH ﬁ&éthH/#6®£@L%tb%ﬁbtﬁ%kow
T, T—& WA FliciE#@k+sz &,

4.1.4 BRBBEIROBEONT -

BE, FRABEREEOT —F 2RNTEID, £ DEBIZONTE
NENEBIIRIERE (Therapeutic Area Standards) 73, CDISCiz X 04
SN TW5,; BEBEESAR SN TWARBIL SV TIREOEEERFIA
THZENTELN, FALEEEZ DOV TRT -y POEBRERO
T A FICR#ETH L,

4.1.56 BAEF—¥ DR YHFIZONT |
HAFETTF—FIREIh, P OTREHEEIZER L -BESIE—EDESR
PEBRDNABNEH BEEIZHWTIE, BAETOREISNE N
—C%D HZ’SC T_EﬁLTL_T‘"‘& (H—F I-Bj:nnT‘—&J (El'\'?a ) %5[}%
HT 52 ERAETHD, BARGE 73>Eii’b5_f BYEDS & B I DB & Bl
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2R, ZHITIRD b DT,

AAZSEAR RAA VIS ENIBEDOAERE T —FOT —F Y b~
DWW ER R FHEIRERE LTUTOLBY L35, 2B, BlES3
HRERT,

« BWTBRASLY (F—FEYR) KOWVWT, BHAEF—FE . b
BUHEMFED ASCII THESNTWAXFE Y POATHER I
-ty b (UTF [EEFEF—-FEy b E0H, ) D220
F—2¥y heERTHZ &,

o HABF—FEy MIAAEEBOAEAAFEL L, ERLSMNIZE
BrF—2y NeR—RNEOERFEDT—F L35 L,

« [AAREF—SFEy EEREET—FEy MIBAREEE L ENRIIS
ST AEMEFEFOTF - EOBVEREEA—O#EL L,
va— ¥, va—FolEFb 22007 —% %y METH—E9 5%
ml, BB, F—¥Ey VOEREIERTT Sy MNINT S
HODEHOIZTIVY,

o WEEF—FEy FHORFREEEZRYTHIERCE. BEOTF
— A TN LA L NREFEXFS] ( TJAPANESE TEXT IN
SOURCE DATABASE] %) ##MT 2L, T—FROHIBRDEH,
AAES — & ZBEOTEIEHO v a— FIZHid TRmT 2.4
ERH LA, BEFET &y PROMIET D L a— PN T
UIRIESCFERERMNTE T &,

o I DHEEFH| ( TJAPANESE TEXT IN SOURCE DATABASE] 4&) i1
HKBTIE—BLTA—Db0E2AW, F—FVA4 FXEF—F &y
FDEHE (define. xml) IZHHTRTARI L, .

o« BAARZBFEDENFRLI— FY X MECHET D ERTICITEY 2d
BRNIIBERESUEF BT A &, B, HEEFFEENT 5%
B, TOEBXFFIEREICREITILERHHRLIE, REICE
Boaor 57 EEICEN xS 2 Y (F]: TJAPANESE TEXT IN
SOURCE DATABASE 011 . .TJAPANESE  TEXT IN SOURCE DATABASE
02) ) . TEOEAEL ORENTET—F A FERTI &,

o BEPFT-F Ty FEFEOTINVAIEDDI L, SIMT—Ft
v MCIET 2 BAET — &2y M lsdtn_jl 7HAFIZED,
ADaM T —Z & » MEc T 5 BARFET —F By bd Tadan jI 74
NERZEDDHI L, T—FEy MEROZNAR 2507 5%
y FMCA—DObDEAVDHZ L, | |

o HABEBZEERVEFAASVEOVWTIEIEEFEDOT —#Ey bD
HEFMEDTZ #NVF L&D, BEETHTF—FEy MERELRNE
&, . .

i, EAIE LT BAZEF — I oW SDIM B OF ADaM & %1z E3RD
BFHECORMT 2 L T 58, BAET—4 2 BUHRERROT —
2 ERHTATFENDDIHAICIE, T OFEMEICOVWTERNIC PMDA ITFH
YT BHT L REE L, |
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41.6 FnlTAORMIZONT
4.1.6.1 #HTH S s T A
CDISC HRHEITHERL L 7= FAE %%7~#L%@?67ﬂﬁ7hkbfb
- 4.1 L3 ITRTRRME, ZeoFEREREOFE - mﬁoﬁﬁommL
b 3 EERBRER LB A T DOBITITONT, DaMF—# v MERET
0y ARCHATR 7 v 77 AORNERD B, 70T b1k EhER
fiRt F DTS EROBRROHIRR. BT 7 VT Y X ADRERN TR BIITH
D, 5T LY PMDA OBREIZRBWTEDEERTTAE AT ED
NEE UTRIHT2MEITR, 2, ROV 7 7o —U g T
RES D bDTIIRVBE, 7urF7L55ER. ETUERE @ERHL-AR
=Yg YVRTFA, VT M2 T ROEDSA—Va) T BERC
WTHRETF —F A FITBWTIRMT 328, =7 uzfBl L vy
LEFEALTOAGEE, v 7e7ul I AL TCIRETS 2 EREE L
2, =Zuald AORBBEERGS, i, T—2ky Nl
LOVERL E R INHERRICERE L TR Y T 'u 7T A B RDIRE S EE 20
T, BT AT X A4 %%ﬁﬁ%‘%wﬁ%ﬂjfﬁbix?‘ﬂ‘
4.1.6.2 7uFFhDT 7 A NMEK
4.1.6.1 CRTeEBY, 7ul I AMEEDSL 7 7T~V g T
[RETDHDTIIRVD, 77 A NAITIENTY 7 U =T3S UiiE
FEEDDIZ L, PEEFNRRNT 7 A MEDBEITT 7 A NVFEICET 53]
& T —F HA RIZgHs T L,
417 5 1HHFER, %ﬁ%ﬁﬁ@%@ﬁﬁ&ﬁ%ﬁ%@ﬁﬁ@%ﬁh%fa
CDISC RAEIZ YL L 7 RFE B — # Fe oI T
5 1ERER, BRESERRE ORI L (R EERROMITC 45 DISC
BRI U R ET T — SOV FEVNT 4 1.1 25 4.1.6 LEETHD
B, FHCEBET_REFHRELTIORT,
41.7.1 SIMF—%Ew b
FBIHE R T A —F X, TNEESEANCET ek —2L LT
Eb2bNDHT LD, TMBRET—FEBM LI PC RAL Tz, &
H S ZEIHE/ T A5 % PP KA ATHRMLUTIRHTA 2L, PC K
AL EPP RAA D7 —F %y FOBEFRIL, SDIM IG [zH-J& RELREC %#1E
B UCEREE 3 2 LA E LV IS, SDIM IG T B B s s oas
(ZWT—F WA FETRIAT 22 & TELILR, |
7218, CDISC AR L eSO T—F ¥y b2 PC KAV L PP
RAAL AR L TRHT35B81,. br—3 U F i+ 33E (°PC
RAAL L EPP FAL VOERFIE, TEEOBIREDOPC RAAL L L PP KA
A VTEENDIEROBUR) &5 —F T FETHATEZ L, BB, L
—P YT 4 EBHTDHT, PC KA U LEYERBS A —2 2 E
BHTDMEIRN,
41.7.2 AaMF—&Ev b
A R UR P  EE 1 B 5 BB R B ORI/ B SR — S .
N % ADaM FERCCIRH T2 5BE13, EMOMTENRET DMl T —FE v k
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L BEMTHRE RO THNE, ThbDF—F 2 VL 2D7T—FEy b
iCE L DTHRILITRH LTS &by, ,
AR FBV . ADeM BRI DT —F 1z b & FRKFRHFERAT ADaM T
U TR 35S, EROBITICAWET —4#y FORBIIAETH
A, TP L, F—&%y MNEOD b —V BV F 4 OITNEEHATS LT
FRRERTHLBEAE. Y —Fy MERHE L ETHEATAZ &R
TE D,

4.2 5 1FRER, ﬁﬁ%ﬂﬁﬁ%@ﬁﬁﬁvﬁﬁﬁﬁﬁﬁmﬁﬁk@Té%%%
FT—=FHITONT
(BRI BT — 4 Ay r—UBBRE] O B PRI D B 3
BT —& RO 0 S5 NEO BAH RN OWT, LT _EEE L
TiZRTs, ;
4.2.1 MERRESROETT—F N r—VRHE) (2o
(R RBER D BT —F v r—UBlE] 13, PEETFT—F%
P b7z VAT ALV RHETABIEAR—ZALY A NETAAEIND
BB T — FRHNAOEED PDA BERTHZ b, XEL LT
BHTAZLEAETHD, BB, VAT LAEERARICET 774V E
ZROIRHT ABSITIX, 3.7 I RLEEBY, TSV 77 A VERETE T
TRy,
mmb&mrF%ﬁﬁﬁﬁﬁwﬁ%r~&nz#~/ﬁﬁéj%ﬁmf
BEIONERIEFRIITROLBY TH B,
o Study ID (FBREREIRHIS 5 LFF) _
o TrANRR (TrANRESL) . "B, F— b U z=A AT AT
77 A R R % HEIMIICTRSATe 7o), 7 7 A W ADASTTSE R
BN
o  EHiENIeMATOMEE (STS (RMERREWERRAEYT) . PP (BEH
BRAT) | mm(iﬁ%%%%ﬁﬁ S 7 V) XiX Other (£Dfh) @
Bz, %%%wa%ﬁ?é ) o 7RI, STS ICIIRER LR IMEIEE
FEHT & IR D 5 M CAENT & e BRI RS/ R T 2 BT, .
e TrANDOREDHE, &7 7 A NDRERRMDT 7 A V& DRSS
DPEEETED IS ICHEMERBTAIZL., B, ANTEIRKIF
1 100 XFTH B, '
4.2.2 HFEETT—F OREARBRENFIT VT
1T U 2 BN ARARAT, REENARAT R OCAEE R E R T MERT
DFNFIICOWTHEIRTREFEEZ LT IORT, 28, ffrofiEHc X
53, F—2¥w M SAS. XPORT A TRHETIRICIK, ¥—F &y M.
L7 s ANBIRRA—ET B E,
2B, 5 1 FERER, FRIR ARG o BT O A SR EE IR O fRAT | RS
TERFEFT—F DS H, (DISC FEERHEIN L 27 —F IO THL,
4.1.715E5 2 &, ' ‘
4.2.2.1 ERER R ERYEIRAEAT

BV 2 SR BRI M B BT — H T oW, ADaM PSS
T —Z v FERHET RS, T2y NRUT—F By ME
HEORMITITED LY ThA,
O 7 —FEy b
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BRI IR T A—F OB HICAWETT — 4 2y PR
TEMBNRE ST 3T A — & O RN W fRiT — &
o b EREHEOEHOLZ{ToHEEIIRS) 2RHT5, 7 .
74 AIERL, BIZEN T ORRSE L Bih/is

* SAS XPORT 7R, (k xpt)

s  ASCIT Format Data Files

*  Phoenix Projects (k. phxproj)

~*  WinNonlin Files (% pmo, *.pwo)

@ 7‘“—57 Ty FEBRE ' :
F—&¥y MEFEEIZIL, PR ELEHARVEROHE %
BHHIEEL, EIH.ELI %’w‘:@%bd’ﬁﬁﬁﬂ“é &, B, AR
FHMESFCRBNH LB, FOELHU—VEHRT
BT ETELEZRN,

o TryAnFEREX, KRl eCTD A& O CTD i\ BN Ko
TEDBNWTWAPIF &85 EBREE LV,
4222%%@%%(%TWhﬁd<V\thVa/%ﬁﬂ )
BEETICET 2 FFET T —F 2RHT 254, /5 —4ty b K
7’*5*12 v NEREOFMIZITROLERBY THB,
O fEWHT—FEv b
ERET ), %W%TW%%Wﬁféﬁu%%%uﬁWK 4.2.3.2®
WRTETFNDT T T KT 7 A MG LT BT — 2y N8R
95, 77 ANAERL, FLEUTORRREZ LS,

o SAS XPORT =X Gk xpt)
* ASCIT Format Data Files

® F—FEy rERE

C 4.2.2.10%8RTHZ L, '

4.2.2.3 EEZAEMEERETNVEN (ETAEEIL VI al—Y

g vEegie, )

AT E SRR R B T VARTIC T 3 B E T — & 2R 554
HTB 774N, T—FEy NEOT—FEy I\;’i:’%%@"%@"ifﬁbi‘l‘“ﬂw
LB THS,

O BITCAWETT L O#BIE, &ELL%W&U¢EA7% 70

B2, TRIEHEROBRESTEOFRNEENDZ T 744V
77 ANERIL, EBOFRNTELI LR,

@ MPRET—FEE2EUREERROT 4y b _

REDY 7 MU =T TR TE D LT —& &y PEERXIINT
LTWAEAITIE, SEEF 7 7/ (Simeyp PE Data Files Gl 7%
) F) ZRHTBZEBEELY, B, BEDOY 7 by =7 A
T—FEy FEERIINMTI LT ARWNEED 7 7 4 /vﬁéim:k T=E
DOFRTELEZR,
@ F—FEy P EEE
4,2.2.10%2R+5- &L,
4.2.3 7ar5rEORFRRBEAFICONWT
4.2.3.1 AR K B RRAZAT

SMEIRE X ER BN R/ B A B A AR HAR R T F AT HE U TR

TREFROBEMITROL BY ThH B,
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o BETNASY AL BlX, BYEE T A—FORMFES)
EETRRmDT —& OB, 55 L f#iric %?6%@?%
EEDLDOTHD, BB, Ty —& 1y FEEZEEZFRIEE
DS (Phoenix Projects (k. phxproj) ® Text Output %) #j:
FOERHERTBH L TELIXR, Fio, THEESEICYZ
NG ENIEEIE. Tho BT L TELIZRN,

o T ANTERT, BEOBXNTELIZRV,

4.2.3.2 BERRT (EFNMCESIL vIal—varEEl, )

FHEFMTIC BT 3 BEETT— ¥ 2 RT3 58IV T, Tl 7 A

Tr AN, EERERIPHENT7ANVEOIT 0T AFIEEEOY

Ial—va il 7 A VORI TREO L BY ThD,

Q FTulsr7rAln
ATV, BRETNEL RO ST L7 74 VETR
i3, 774 AR FIZIRUTORRANEZ D,

. e  ASCII Format Data Files

@ FERBEENHIENRTEZT7 744 (NONMEM output 55)
ERTTN, BRETNVEL AT IS OBRENESEN M7 7
ANWERETS, 77 ANV, RO TELI IR,

® VIalb—varit@lTs7rAN
Iial—vavitilTa 74 AL LT, YIal—glF—F
BARESEAREDOTaTTET AN, ¥ al—iarOEEC
AnltFalSh77ANVERY I a2l —Va VEERERLERERD
Ve m 7T A7 7 A NVEERIT S, Fi, YIalb—Trg VIR
EOERIZEET 7T —F 2y MEFRWEEAN. YikEREaier
— Xy MEFRIHT S, BB, 7uS T ARRHTERWESI,
FATY ARG DIEERRETH L, 7m?7A®774w
L, EEOHRTELI LR,
¥, TR AFEELRHL, %@%ﬂﬁ?ﬂ@kk@k#é
C e FulIAREFTAEDOFMEELTETAILOTHS,

o LY, TuTTFATFANERVTT RS T ADBALED
AL, B 22EBIERT AL, B, BHENTT
Ta s rEERTHICHIEo T, NALDIBES. iR
CBEELT I MERRVEAIE. ERRICT 0 ST AFRIEEDR
HIZRETH 5,

5. ARBPHEHROBFETT—F%L D LOBERICONT
b1 HEETT-¥%L LD OB - : ‘
BRI LT, @TORBEFT—F ik, CIDNRNy I R—virbEBRINDS
S LNEETHB, LALARN G, oCTD dlE LT oCTD BV VEBIIZRTH
FERIZ XD eCTD ZHHT AE AL, eCTD Ny 7 R— KR eCID 7 4 A FHiE
BB TFT A IRHFRUIX T 7 A NVEEFDRNIE, L, F1H
DFEMTER—BICEET 5 H5 %%T“?@%ﬁ@ﬁﬁ%$¢% " & \ZERE
TARI &,
5.2 H—ZNPA ML B eCTD ZHBEOTE
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&

eCTD ZARIHT B, HmF AV b DRI T B R AT Akl
BEASL, CORNBEFEWETSC L, BEREROEAUTORY <

e

[ ] - L [ ]

Eﬁnﬁun E UJEﬁ 5%
FRERIX Sy
FREFEII—ERFO
IEAR, BEDH|
RHTFEHR

5.3 WR—F VA FEJ LI eCID @%Hj :

eCTD DIRHIZH 72V . HEFIMINEFRER—F VA b TR, BN
XEAFT D, HNEROFIILUTOREY THH, 2B, 2TOEEIZOWV
TRHOZ NSRS, BIRUIANEZRD B 5D TITRY,

EA, 2%, B, P77 h ZMIE0H|
TF— b0 oA ZEE
eCID Z1EF
R E S
%iﬁ (z—F)
!:/\
Eﬁaﬁnu H 0)~iﬂﬁﬁ‘]¢i§ﬁ‘
FREEAL B OERTE4
TA NVAF = v 7 BT BB
ML A ARER (CID Sy 7 R—) OF = v 7 LEEERIE
BNErERERIE
BRETHH W T TN eCTD SR M H DR
185

EREERR, BRIIASI L, #HT3 D O ry T L7300

FuER—FNY A b ETREL, PDAICEET S, f~&w%4bt® Bix
B BREIC YW TR T T,
5.4 B—ZAYA FEALTEM SR CID 0S4

P@AmﬁMLtemD_ﬂbv4wx%1/ﬁ&0A)7~Va/%%ﬁ

L. TORRE EHIT CID ZEAEORMRERE PEFIEKT 2, oCTD
mﬁ%éﬂuﬁ*ﬁzaVW§ﬁ\ﬁm&LJ:mma)mB#4b
(http://www. pmda. go. jp/) AT 2 eCID RIEY — NV OEEw=a T L
BEBEICTEH L,

5.5 - eCID 54 7Y Z N LHBEFT—F OIS

RETT — S IR EEILRITREBERO—HTHI LD, B

Fr—FEER (BN, BEXIIHE) T58813. CIDEHITT32 LM

WEITH B, eCTD & MBEETF—F 25T CIRIMT 54, 3.3 IR HHE
BF 7T —ZIBROAMERERETAHZ & T, Y%EHE %%7—&b%@f
% eCID DRFENTFREL 2D, BFEEFT —F 2 RETIEHRY., UTOD
RICEET B L,

)

eCTD FIEHRHIFFICIRIHS B BHFEEFT— 4

FEHRH i B 3 M BT — & RRH L, PDA 1D HBETFF—#
ZHES T e RIC, FERBIZEE S HBEETT —F 2R
T B EIETERNY,

BAICHT SRR T REET T —#
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%Auﬂféﬁﬂk%HTé$% EFF—ZiL, #ED eCTD 1R HIERE
#E2 L EESEP, BEORMERE LTHE—F AV A Mo/ LTERB
T 5, ' '
® eCID WETHRICIRMT B RFEETFT — %
o FEOTIERHLIEBBEETFT X055, PMDA 2 eCTD XETRFCE
&)6 %)a)k L'Cnu.. ?5?)7’1_%0)&:]: eCTD &_TB#LL_IE_Q x_f{’mﬂj'@'é
o BRHOHBBETFT —F LOoEHOHERHT S, LETORHERR
HETHRHLUEREEETFT — ¥ 2 BERIT 2 HEITRY,
o HIETT—FUSMTIRHT B CTD BRAEE LRWVWEEIE, Y
FIEIZ DWW CERNZ PMDA ICHERR T B 2 &,
o PMDA MLHFEETT ¥ ZEEKEZITERIC, HiREHhERES
LRETAHBEESFT X FIBMEBHTAZ LIXTE RN,
. ERAFABICHBEETT ¥ RRHTAESRAREDCEIEES,
5.6 HIEFT—FEBUNROEERHE
CTD XX eCTD ERFTRFIC EEEF7 — ¥ BRI 2B EI1E. [HEIEHDK
. RMETOEWRAOERICOVWT] (PR 22 4 12 A 27 BT SRS
1227001 BHSIATEIEARIRHERSRBSHIEEREREM RO 6 IR
FTEEREIC, YERBEFT—F I OVWTERTIZ L, D& &, BT
AZECOT 7 ANVEERFICHIRTILEL R, KRRICEET 5 H5F
FF—Z—ROFEREBCENT LV, F L, EBREH2. (2) 7
RT TS — Y =A YRF A ERWTHET L CID 22T %61, €0
BB, '

| EEEREROREET S — & BE

EBEENEBCHEEETTF— Y2 RENTIEAIE., REEFT—F % 3.7
BRHEEOREE %%T“ﬁ%@%&LOmTJWFBk%7J@ﬁfﬁﬁ?é
FEEBUTETHICRET AN, BREREckT5 (3.1 ABFEFT—4
%ﬁ&@%ﬁ%ﬁfﬂJ\&UFBST_§Wﬁ4F%4LL$ EHBELT—FD
T X, BToeEY &35,

6.1 HEBFT—FESEHOEXN LRI

HEsHiY, FEET T — Y IRHERERELHERTE L bIC, FAZL
CTEHEEHED 1 ~3 7 AR, ERIERICT, BETRREICRIT DHHE
F-F— & OIRH NS R OB B SRS DV C PMDA SRR AT Z &

B, BREROEMICHE - Cid, BFEEHERICRETFEORE %%T
— & ORE L HIATEIEA ERR EFSRRSHENTT S XImEiE, FtH
HERAFELOERBERSICOWT) (CFERk 24 £33 5 2 BT3RS
0302070 BIRrFTEE A EE G EREHERAEIEHESRIBH) ORURE 8 H
BETT —FIEHEEARENER] 2AVWTELD, BHTEZ L,
ZD%., HEAMEEIERE U EBEERETER O 5 BEHNS 18
B TOBIRRE—FNFA FDLEBEFERITI L, FO%, B—F Y
A M CEEERBICHET ZEROAL - “ﬁ&vﬁ%§$ BICHNERE
F77A N (FD BT —4%, BEFT—F%) FERETHZ L, -
6.2 B—FAYA bESNLEHBEETT —F OFEH
HBEEFT— X ORHICHED . FEZIUTOMNERER—FA YA
b TR SBIRXUIAST S, FTEROFIILTOED THD, 2B,
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S TCOEE OV TREOL B, BERUIADERD 5 b O THEAL,

e IEAXR, RERBRGEEZ D]

o 7 = A tEE '

o NMAEZEBITATEDORER GREBREE. KRBy A M, BEEE

)

o TrANTLOHWEIF (ISO/IEC 11578:1996 & X ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 iz k- TEHR X5 UUID)

s HEEBEFF—FOMBESIT GBI, B, YR

o EBEOTHIBRS SR OHEIT-

s T7AI)VINA

T — & fEAT TR
7 7 A NVAEDEH
LEEEARE, BIREGAANLES, EHTR3EEEFF—ZAEHINT
W3 mb) 7 ANFEBR—Z YA b TR L, PDACKRET D, B—%
YA b EOBERZRBRIEIOWTEBIRT S,

1’ﬁ%$%ﬁ&wﬁ%§$%ﬁibﬁt%ﬁ%&ﬁ&%%@ﬂﬁ%ﬁﬁﬁﬁﬁ@-
$%%%7~5%m
R ;Dm_%E%&%ﬁF%mim#“bﬂéma(%ﬁﬁ%ﬁ%ﬁ
ﬁﬁﬂ%ma HIV RROWEIRERs) ., BEEME L 0 alicRUSIRE % RN
BIR Ol (ERMIRA CEUETHH, ABEAMBOTARE) 2Tbh
HHmBIRHOVT, EENARBREROEMLZITS BACHBEEF T —F 28 H
T5REE, FREETT—4% 3. ARHEROHEBEFT—FE0EHico
Wl @ [3.5~3.6] DIECTHETAFEZHUEUCEFNIERT24, 8.1
HEET T — Y CRHOEARN RN . RO (3.4 BEEFT—ZEDT 7 A -
AYFALR) 1 UTFDERBY &35,
7.1 WEEFT—FSBEHOERN 2L
- HEEZFETLIER. RBEEFT —SEHERASSER2EATL L L HIT,

FRIE L THBERRHEIOENRRIZIT, BEEF 7T —F OBHNEZE
DOVWT PMDA ICHEREZITH Z &, 228, FAIEROERICH o Tk, REL
EREHRICERBHTEORBETFT — 2 ORNE L IS {THEAERR ER
BEERA G AMT S M EEI S SEAREHETESOERERZ L VT (F
B 24 4 3 H 2 HAHTEMETRE 0302070 SITITHIEA B E SR EA
. BEEERES) O 8 MMEETF T —FEHERAREEER 28V
TELD, BHITBZE,
%0&\ﬁ%#%@%&%mﬁ@5@%%#6%@#%%&Eifmﬁk
BRERET 774N (BEETT—F%) 2THEERICIVERT I &,
7.2 BEBFT—FEDT7ANY AR
FT—EEy PUADT 7 A MW T i eCTD IBEIKE TR eCTD BV GEET
EDHBPIF DERT 7y ANYAREBLIRNVI E, T—FEy MToOWTH,

120D 7 ANV AR5 XT3 MAEDOESIE, FRIC PMDA 2B
BHrlk,

8. %@m
$%@%7~&®%m%ﬁ®5%%mﬁmsB ﬂ IR ERIRTERI NS L
HCID THBZ EEZRDTHRNEDITOWNWT, Y B ORI BERMER %
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Bl 2

AAFEREEND RS H HEHOH

Domain

Variable

CDISC Notes (for domains)

terminology in DVDECOD, such as

Prefix Name Variable Label‘ Type Description (for General Classes) Core
o 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
eS| --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
€O 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". )
VUP Description of Description of what happened to the subject during
M S DES Unplanned Visit Char an unplanned visit, : Perm
Reported Name of . - s e
. |Verbatim medication name that is either pre-
M C.MTRT Drug, Med, or Chiar printed or collected on a CRF. ' Req
Therapy )
Modified Reported If CMTRT is modified to facilitate coding, then|,
CM  |CMMODIFY l\ame Char | -\ IMODIFY will contain the modified text, [ o
Denotes why a medication was taken or
CM CMINDC Indication Char (administered. Examples: NAUSEA, [Perm
HYPERTENSION,. - '
Reason for Dose Describes reason of explanation of why a dose is
EX EXADJ Adjustment Char adjusted. Perm
SU SUTRT Istsgsotlz:ggeName of Char |Substance _name; Examples: Cigarettes, Coffee.  |Req
' Modified ~ [T SUTRT is modified, then the modified text is|,
SU .S-UMODIFY' Substance Name Char placed here. . Perm
Substance Use Substance use consumption amounts or a range of]|
SU SUDOSTXT Consumption Text Char consumption information collected in text form. Perm
Reported Term for . K
AE AETERM the Adverse Event Char |Verbatim name of the event. Req
Modified Reported If AETERM is modified to facilitate coding, then '
AE AEMODIFY Term ' Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
' Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char [study treatment. Usually reported as free text.[Perm
' Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some terms in DSTERM will match DSDECOD,
DS DSTERM the Disposition - {Char |but others, such as “Subject moved” will map to|Req
" Event controlled terminology in DSDECOD, such as
- “LLOST TO FOLLOW-UP.”
Reported Term for . . , .
MH METERM the Medical Char Verb?t.lm or preprinted CRF term for the medical Req
- condition or event.
History
Verbatim name of the protocol deviation
criterion, Example: - IVRS PROCESS
; Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
DV DVTERM Term Char The DVTERM values will map to the controlled Req

TREATMENT DEVIATION.




Domain  |Variable . CDISC Notes (for domains)

Prefix Name Variable Label Ty <‘2escription {for General Classes) Core
Text description of any abnormal findings. If the
examination was completed and there were no

Verbatim abnormal findings, the value should be NORMAL.,
PE PEORRES Examination Char |If the examination was not performed on 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 Question Name  [Char questions used to obtain the measurement or Req

finding, The value in QSTEST cannot be longer

than 40 characters.

(&% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 LA
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BAFET — & M 5 o Bl

1) AARBOEMTHABEEFRETZOEEIRMTIES

AE FAAL Y (FEHFEF—FEY )

. AARBCTF—FWELETHFR NIE B i TIXEEEE 05 ( [JAPANESE
TEXTINSOURCE DATABASEJ %) %%rﬁﬁﬂ‘é (AETERM%% Ezl: 'Cll}l%)

Row |; ) 3! 2
JAPANESE TEXT IN

1 |aBC123 [AE 123101 |1 e TS [2005-10-12  [2005-10-12 Headache
JAPANESE TEXT IN[2005-10-  |2005-10- ——

2 |ABC1Z3 |AE 123101 2 SOURCE DATABASE |13T13:05  [13T19:00 Back pain

: . JAPANESE TEXT IN| Pulmonary

3 |ABCIZ3 AE 123100 13 SOURCE DATARASE [2003-10-21 embolisti

Row  |Al . 5 4
1 (cont)|Nervous sysiem disorders NOT APPLICABLE DEFIN!TELY NOT RELATED
2 (cont){Musculoskeletal and connective tissue disorders | DOQSE REDUCED  |PROBABLY RELATED

3 (cont)| Vascular disorders MODERATE [Y DOSE REDUCED  |PROBABLY NOT RELATED

RECOVERED/
RESOLVED
RECOVERED/
RESOLVED
RECOVERING

3 (cont) /RESOLVING | Y Y 9 AFTER

1 {conf)

2 (cont)

AE F‘%If‘/ (Eﬂiﬁﬁfhﬁﬁzw M)

123101 : "[2005- 1012 "~ [2005-10- 12 Headache
3005-10- 2005-10-
2 123100 12 13T13:05 13T19:00 . |Beckpain
3 123101 3 2005-10-21 Pulmonary cmbolism

- {Row

NOT APPLICABLE - |DEFINITELY NOT RELATED

1 (cont) Ncrvous ysr.em disorders
2 (cont)|Musculoskeleta! and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED

 [Row
1 (cont)

RECOVERED/
RESOLVED
RECOVERED/
RESOLVED .
RECOVERING
/RESOLVING

2 (cont)

3 {cont) Y Y 9 , AFTER

#i2) RO BAFE é?ﬂ&nﬂ'é‘i’a EREBETHY | BT DA 3(%‘—5']%‘:1‘51#1 X
ﬂ‘%‘u‘é%ﬁ 5)6%A

1 JABCIZ Q:s, 123101 1 QSTESTI EXTIN S DATABASEOL
7 JABCI23 [0S 123101 2 OSTESTZ __|JAPANESE TEXT IN SOURCE DATABASED2
3 |ABCI23 08 123101 3 —[QSTEST3 _ |JAPANESE TEXT IN SOURCE DATABASED3

QS I A4 2 (AATF =7y 1)
Row [STUDYIDG LSYBTID
1 ABCI23 QS 123101
2 ABC123 QS 123101
3 ABCI123 Qs 123101

QSTESTI | A2 ORI 572 7
QSTEST2 | &3 EARU LTI ET 2 ?
QSTESTA |5 Sd e LT ERTIA?

[
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Dataset: : XXXXX ( I3OCSXK) 7 —# ¥y M)

No. Variable *!

Description *2

1

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 DV Plasma concentration
Number of the compartment where the parameter was measured
1 =Dosing '
6 CMT 2 =Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV 0 =Valid PK measurement .
1 = Other (missing or invalid value, dosing event, start of urine sampling)
X D $.9.9.4

X1 ERAEERTH L,
X2 BEOFHEBHRTLHI L,
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No;

Program file name *!

Description *?

XXXXXX

CERYZ YT OO Ver, @

HERAER: « « ITHWE,
FEHEROEEXR

\7¢b7/b774w&MﬂT67¢wﬁ%T?®ﬁ?%E?6

CREXKY < ||}\Z5E|l

i @T-ﬁ774»%%T?67%WF%T?@ﬁ?EE?6Q
XXR<- VAL
. "F”E@ﬁi'éj’u TT BEFTT 5.
: exportData(X>C0)
BELEZ AN (ooxx) IKHASNECSVZ A ( fxxxxj ) ot

LT, Vialb=YavBOD - s 740 (o) BFEITT S

TRy b7 AN (o) ’5_' J:'C“?E‘ﬁ:’bt‘/":&vl/éf {(xoaxxx) 12
BEFET 2.
FROFANLTR Y5 AOEFTEEEL. BELETY N Yy v 774 -
N xxxxx) R Z AT 5,
®xxxx <~ importData(XXXXX)
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BB - - - AVE,
ERREOREA ;
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