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> BWTAT7 7 ANNBRCERIIES T ANV BER LN &,
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BT AR, — Bl LTTFRD LK ST lanalysis) 7 NVFOTFD
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DTFETIE, Tepl T7HANFHOT7 3+ VEEBRIZEZHIBIZ 2L O L
TD. BB, YHET —FOBMFEL LTRLET LY WRBE 0T

SRRV, BB L BT KZE TANEZRRT 7 A VA%
5 EROBEEHICIIMI Z &, YT —FDBHFEICOVWTE, =
BN PMDA IZ4ERE 32 = J:yjn%i L,
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BT FNVEOERAFEZLTOEY CTHH,
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L
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1

B TFOHBETT— X CID E5EICTETH T
LERT, AT ANFICTMNTANFTEUNDT
7 A NG TR,

datasets

HEEFTF —F BB MNTE 7405,
ﬁ7ﬁ»&k?ﬂ7%Wﬁu%®774W%a
HTERLRNY,
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BRI L IR fEmER I L iITERRiE S T
FNVE, 7ANFLIIUERRE —RICHEIT
% ZRBES (studyl23, 2&) T30, #
HrofER] (iss, ise. BRE) &5 &,

AT ANTCTFNT A NVEUNDT 7 A NVEE
DHTIHR B,

analysis

ﬁﬁ7~&t/%&07n?7h%%%?57
F VA,

AT AN TFUT ANFUHNDT 74 Vs
DT B,

adam

ADaM F— &y RO Z T LAEENTDHT
FNE,

BRI ANVFICTZ AT UND 7 7 ANVEE
HTEARBRY,

datasets

ADaM 5 — & & v FEBEMTD 7:&-11/5”

programs

ADaM F—Z ¥ v M RUOKEDERICHRDE T s
S AEBRMT DT A NVE,

adam_j

FEE ADaM F— &y MG T 5 BARGET —
ey NEBATATZANY, BT A NVFICH
AFE Aall 7—F &y FEMSADT 7 A NV ERML
TR BN,

cp

%%%ﬂﬁﬁ®$%%%7~&®o% CDISCHZ
WNDOROTF — 2 BBT BT+ NVE,

legacy

ADaM TR CRWRIFT —F Yy NERO TS Z
LERIAT BT ANVH,

AT FNFIT Tﬁ?fﬂﬁ%%®774W%ﬁ
DT BN,

datasets
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T AN

programs .

ADaM A DT OB T —F & v P RUTRERD
ERRICRD T a 7T 2B D7+ NVH,

misc

analysis, tabulations DWWFHD 7 # AT h
BT 52 L BB RN —FEy b 2B
TBH7FHINVE,
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TEAIVEH ] A

HTITR L7720,

legacy 5 [SDIM Jali’?-t?’)ﬂ"t@—%iﬁ’it@?hﬁﬂz v b &
. BT 7105,

sdtm 5 SDIMF—#Ey hERIATET3LF,

sdtm_j 5 |HEF SDIM F—FEy MIRIET S BAES —

TR BV,

3.6 HFEEFT—ZIKBETAIRYF—vaizonT
A—FNYA e UTRHENEREEFT—ZIo L, F—# ORI
ClenY F— g EMTOND, N F—a OBRIY. B—F 154 b
FeE U THEEICERSNS, 2B, 3.6.1 (7) &R A—VDER LTV
EF’ %?‘7‘“"‘5’ \-’.)Il\fpj: ﬂquP:%%%%Hjﬁ—éi—@&t-’ﬂxE b'fx_._]:'(- 2T
0)7‘*5’ FHERHTAZ EREE LY,
F— B — & A H%VEW%%ELLIT—LOW’C i, T-&}w}"
A MV TR GG DEERITO, BRERIT B L, -
3.6.1 CDISC BT —F KT ERY F—a
PMDA FX CDISC 15" — % iz L"CH. Pinnacle .21 Enterprise & L\
RYF—3 VEITH,
NYF =g VRN BL— AT OV TR, BE~DEA M b AEEE
BT 27 —FFIADES S, PUDA BERNCIBET R EBRRBR T — & 0
E. RO PMDA 2381 B BEERREAT — & OISR RFIF 2 - LT, &1
—VORREEEZ THELAICEREZRELTWS, EAEOBRBITLT
DERBYVTHDB,
(7) BERLTWABAICIMEES N3 ¥ CEESEB SRV ILV—L
%ﬁ%%@homf%ﬁﬁ%67hﬁ?z%®TE%®%%k£K
By 7 —

() BRLTWBHAK, EFRIciBARNRVWEAIIIEES NS CF
ENRE SR L—L
£ DFE. FEEROEET L FIZHRBICED BN TV A A—L
ThHY, BRLTVWEIGARBFOEAREE R AR AT HEE Iz
DUVTHFRRNC PMDA IABRE L. & BIZF—F H A Pz TS
BUVEDHBZN—LV

(V) BXLIEHATHLT L EOBHEZ KRRV IV—

2B, LR (V) ZonTh, BKRRBRT —F DEDHEANDL, B
HEIZOWTHRRAZ RO 2548 H S, '

- PMDAICRBIT BRI T —v a VOEBREOHEM, fxDA—N, RUE.
DERMEDOEYEZDVNTIX, PMDA D WEBHA | (http://www. pmda. go. jp/) T
ARLTEY, ARBBARBICH - CIIPEENRFHBFF — X EERICA
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U 5F—rg UEITVD, —VIZER LT AEETEEE L L CHERFH
BT 9 BERH D, V=T O TS HBERICSUE ST A TREMEDS
HHZLIZHEL, BEBFOBRERR L LAY F—a V2 EE
THZ &, BB, V—NVORERHDEEITIE, WERONV— VOB E
TI—EOHME b > THRENESTFEEINS, ,
3.7 RLEBLRVEERCLY A~V =d VAT AOFIHASEERESOX
I T OBEORFERE
R—B NV A FEEBRTIMBREVENOERE - TETHT—F BV H
—l A v F—Fy PEERTIERICEERBELEGAED LT, F—
r 7oA AT AOF AN EEERESIZRS— NI =2 VAT AESTLTH
BT —Z OBRHBITZROTRENRH D, 20O%HE. PIDAR DI TS
MEZITH DT, FEICLERERRVCEFEREECRHZINCEF 7 74V
CEREBEORRBHTAIE, £, BERRT —FBHNEEZ S 7D R -
(ISV 77 AN) THERL., b 7+AFLREARCHE LTRSS Z
L. BB ISV 77 A NVOERFEICOWTIL, PMDA @ WEB ¥4 k
(http://www. pmda. go. jp/) IHRBWT IO TERTH L L BIT, 3.5 I
EBHDET—FEy N7 7 A NBIRDIBERZENMERD T 7 A VA RS
THZE, . o

4, RHTREBEEEBFT—FEOVT
41cmx@ﬁkﬁ%bk$%§%7~ﬁ&0%@#5ﬁ§kowf
4.1.1 #BHTBZF—ZEx b
4.1.1.1 $%2E .

ERERSRBRT — & DEHICEE LTI, CDISC E¥ARA T3, CDISC I
L BAEEHOEAIEUREIE N A F (Inplementation Guide : IG) . BAZIL
{R% 1% CDISC @ WEB %A I (http://www. tdisc. org/) Z2BRTHZ &,
CDISC Iz & 1 . BEBRSBRIZISNT CRR 22 & 0 IR S hie 7 — & o —
BREAT —F by FOEEL LTI SDTM 28, @y —# &y FOE
a2 UCIE ADaM DSIREE T D, PMDA ST ANFIEEE LTABRRL
TWBNR—P 3 D SDIM, ADaM FABHER ONFEEE T A FIZfEV, HE S
ﬂtﬁ&%ﬁwff~$%i&b%&Té L. ‘
wmcﬁﬁaﬁﬁéﬁﬁrmﬁéntr~5%$ BRFCIRHT DD
. HIEEE M CDISCAEMEIOHENL U 7= TUC BT 5 L WO JEHE S B3l
étw\%%%&wﬁﬂmﬁ%#a,$%ﬁk%ﬁﬁkﬁ%btﬁ%
TOF—FRHBRDEND Z & 2AHRIC, F—FNELHETRIEE
BRETAZEBEELY, 2B, TROEERARBETICB VW THSBE
REBERBROT—FEBE 2R LEbO TV d), FBRERRICE
WTIRETRETF —F INBRBRUCEAOBBEREE 2 T, EF O
Bt R R EMFFMIE I HRE O R 2MRARICHELRER 2RE
THEVRERD D, BRIZELLET—Fy FMEERERTIICHRZY,
ERERRBR OB E X IINET A5 — 2 OBRIC L D EEOREFERE
ZoN3E., BELL IO IERERLREN A MBIl &

RREEI TR KB H ZHITIE, BRI PDAICHERTH Z &,
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BB, T—FEy MEKRERIZIL CDISC BRI U Y., FIET R
BB ELER SN SR ZTOEEFERTR L L, AN
Y ¥ 7RI mi%%wﬁﬂ%gﬁbﬁw &,

41.1.2 SSMFP—ZEy h

SDTM 7—% & » hid, EAKIZ CRF Zic L VIREB ST —& %,
HAWNWB/R—3 O SITMETRSDTM IGIZBWTHEShEEKIC LY,
BEINEE FAL VI L TIRIHT 5, BEFICBVC, SIIM 2
NETHME OB CTERRRT —F 28 ELTWAEESR™H B,
FOBETY, %m#57—5f/biwm&0$m4mc%ot%
DIZEWT B &,
 SDTM IZ8BWTiX, £# % Required, Expected, Permissible iZ ;ﬁéﬁ
LTWD, IREENET — 2 BREENHIERIZHOVTIE., ZONHEIC
PPOLTARRBEYETOEHRDFT —F 2 RETE L., B,
Permissible, Expected ®ZEHD 55, LTFTOLDIXE AR S
BRETHD, '

* RN—=RTAUTTT (BERE, A EZNYA v, HER., Eips

B, TRAEMERARERS)

* EPOCH designator (REHi%#8E3 355 :
« —DTC, ——STDTC, —-ENDTC B A2 EHAFEED. FRIZHET 3

Study Day Z&#r (DY, --STDY, —-ENDY)

SDTM 1%, BB LT — X OERZ2FOFEERAL, BETCEXRhoTr
TS EME LI bOREDRY, BRELEF—FI1 ADal F—F & v
MZEbhdZ &,

F—-FEEOREORTY, Hl2id B AEROBRIZIT IS0 8601 %
AnadzZ e, —DViZ02EERNT &, # & % CRF T Yes/No TF — &
BIRENTOHE TS SDIM TIL YN & LTINS 5%, A
FANCHES = &, | A

HFRESEEZE L THs OFBRECE v Y THRS ID BT 5
tb@%ﬁ&br\WWHDﬁmﬁénrwéoﬂzﬁ%mﬁﬁ%&%

NICEE RERERRE, ERORBRBC—ANOWBRBFICEHT 25—
SERNTAZLEAELT 7D, A—HRBFICIEHEESE%
U THRMEERIR Y [A—@ USUBJID 282k S IcEBET 52 &,

SDTM IZB VT, ERSNWEERRBROFEICE T EHRE2EBHT5
Trial Design Model @ KA Y (TS KA A %) T2 TCiL, EHiA
NIFERARBRORBIZET2FRAREREZ ST, BEH AL Fiogg
W — X B RRERR D B L TIRNT A 2 &,

SDTM Tt SDIM TRESNH TWARWERE 4D 5 7= DI SUPPQUAL &
WS —EOT7T—FEy NEBRETIZLENTES, ThbOF—F+
- ¥ M SDTH D FAA NZEID ¥ THZ LD TERNF—ZIZH LT
ﬂﬁfé:&ﬁf%éﬁ\%ﬁ%mmiﬁ&%ﬁhﬁﬁféxitﬁ
B ICE D D& TiERY, SUPPQUAL 12, FRCEEN A FloR#k
DIV, mﬁﬁrhwfﬁik%zanézﬁ%abé &Rt
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LTWAREAITIX, ZEwEilc PMDA Mﬁﬁéb %%‘La&)t#ﬁALmT—
ZHA RIZBWTHEATLIZ EBEE LYY,

mﬁbtr—ﬁwﬁﬁk;dmmsmmm%@wF%J/L&éL
RWEERHB, ZTOXIRES, BEBICIOMEOFAL L (B
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SDIM DEEEH A RIZPEVI AT b RRAAL VEER LT —F 2T 5
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#HAEEITIE. FEIC PMDAIZHRT B o L BREE LU,
4.1.1.3 ADMF—FEY b _

HEMTT— & Y2 w Bk CDISC BHEZ 81T B ADaM PV VIERE LIRH T 5,
IRAT S BRI IR SN2 TOMITITOWT ADaM F—% & v FEIRH
T BMNETRWVA, kBT A EEENT. BIRMES (SEFMmE
Bz 95 BIR AT CEE R BIREEE B I3 5 f8T) . BRI
B4 % XEMATCHEERICET 2 ERN RN, TEEPHFDMII
B+ A2BEELRRFOBEBLRNTADOBITE, Fit. 2o
FERBRERVCHE - HFEOREORMICEDLAEARBREREES
o D ORATIZ-ONWTIE, ADaM F— &k v F2EHTR Z L, BHT3
F—F ¥y bOTHHEIZOWTIX, FRIIC PMDA [THRT 5 Z LB E
L\, ADaM T —& & v N TRBVWS—2 ¥y M EANWTERBERE
EOMTHEBERINTWBIESIEL, ERoFHE, Zefox
ERFERVCHE - BREOREDCEILICEED 2T OVWTIE, Y%
WROBHENTEE ADaM ILES<BIT7—F vy F2RETDZ &,
fis. AR BHENBREEA~DEEO DI EE LR
oW T, BINTCHETT —4 2y b ERETIHLEITRN,

ADaM IT1X, #ERE L _AOER % ST Analysis Data Subject Level’
(ADSL) &WoHF—&Z &y F¥H Y, ADaM F—&Ey MERET S
REBEICOVWTKHTIhERHLRTNEZR B2, £z, ADaM 5 —
Ay ML ABITERR LT, —ixIC ADSL T —& = b
EENS, RRERHBEFICERINIETOREEZEOLK LR
2EHE, FRIE LTH ADaM F—F &y MEEDHBHZ L, Thb D%
go@l LT, #ERCMLZ T, R GRERHEEES) | £
MifEER (MEEE) . Hk, EH. ST bhemi, il £, B
iR %ﬁ%@%rf?7ﬁ&0ﬁ§tﬂwx74/L@?éﬁﬁ%*
RIZET3EEN DB,

ADSL BASROD ADaM F— 2 v M. B &3 84 DR ORBIC
UTHA REROHEREZ L VELIZ b, EHEEST—F A1 FIZ
L ARNEDOHRBANEE TCHAZ LIZEBETHRETHD,

ADaM F—& & v MTRWT SDIM F—& 2 v k &/ UEE0E BT
BEATER, FOEBROBYE, WESIRIRKE T L,
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CDISC REHEIZ HE4L LT SDTM. ADaM F°— & & & M. SAS Institute 2%
AT BT —FERT 3 —< v b THB SAS XPORT 7 7 A MRE T 4 —
< b Version 5 (BIT ISAS XPORT =l &4 5, ) T, 17—
FEY P17 7ANVELTRIET B &, 036, SAS VAT AICL D
YERRIFIZIE SAS CPORT Procedure (3fER L7222 &, BAE GOSN
MEPOBEGIEEZ LNDEHK (UT IPABEE] &vi, ) Mg
ENDT—FEy MEBWTHLREEIZ 7 7 A AT SAS XPORT TR &
L. 7—4& &y MERFICAW O N EXEY v F XIS FR %5
—FHA REEDBT L, |

SDIM BT} ADaMl 5~ & » MZoWTit, F—FEv Mg 7741
ZER—E33Z &,

412 7F—Fty FOBRRERCEOMOMET ZCE
41.2.1 F—FEy hOEES |

SDTM, ADaM F—#& v MIBIT B EREHILZN LR CDISC I8+ 3
Define-XML BRI XV, NEDHETHARERRAZA NI — h~DBHR
ZEDMBROT 7 A NMCELDE LT, HETE3F—FEy bR
C7FNFIEBRIA N — N EEIBHLTRETAZ L, B
EDT7 7 A NVAIL Tdefine.xnl] &9 %, ERBOREE LTI, 7
—&Ey b B, EROBRVEZE, RUHEHIASZEYa— FciEd
DEBHEEND, HELOERITIINA—Variahdnt,

ARFEOLDICHANDN S HFERHE BV TRFR EN D BT R
R — Sy P OBROMBARSE TH DT L%, BERERF
=AW AR EERHBICED DI DICEETH S, Lo T,
ADaM 7 —% v MIBETAEHEEICIT, 4. 1. L. 3ITRTHESME, o
DEELFERR UL - AROREOCRILICE D AGERBRER LS
DILH DRI ONWT, BFER EHMIETIEIFT— &y FOFH
SNOEHZ L DERERTHEAEEAFF —# (Analysis Results
Metadata) REFENDZEREBELY, BITKREA YT —FITBNT
i, BT OV TUTOHEAREGENDS Z EBNRE LY,
 RRRERSEIRTRINSEITIERL TR T RESEERURTA
o fEATORNE L ERHER
s HERHTANRNTGA—FLLa—]R
o FENTHIR &R BEH
o ERTBET—FEyh |
o RITH& LD L a— FORBIREHRE
. %ﬁ%@%hﬁﬁéﬂﬁ#é%ﬁ\%ﬁfﬂﬁﬁb$\%ﬁﬁ&@

AEERE '

o FRATHIEIC ST AT T n 75 A DtkE

BWERA I T —F DB HOWTITHERRY CDISC 2k 3 -
Analysis Results Metadata Specification for Define-XML %23 &.
THZELELTEIN, EREICEOTENT A L BREERESITIT.
eCTD EHI B TN eCTD BV MBRIZ & o TED HIL TV PDF 12 L 0 B

10



THEZLBTETH D, BB, EEZICRVT, BHESSAARFICE
DERINLTHTHELIEZRWN,
4.1.2.2 BERMAEGIHEE (Annotated CRF)

EIRA ZEWHRESE (BLT TAnnotated CRF) &\ 5, ) &, CRF i
LVIEShET—FOREB L, F—¥ty NCEENDEHESS
IR TEGEERLELbOTH S, CRF DEBICHGT 3E%E LT,
CDISC IEHEICHEML L 727 — & & w MW TiX SDTM OFEEZ AV 5,
HIR O FEIC OV TEE, CDISC itk D SDIM Metadata Submission
Guideline (SDTM-MSG) 2&:&E &3,

RF 12X VN SN F—Z IR R Y SDTM F—# & v M
SNTRHENAZEBNEFTLVE, BRHERBRWF —ZEHE®H D
AT IE. Annotated CRE L CIIRHT —&# vy MIEERTVWRWVWE
RENBERRETIE EBIT, SENRNEREZT—F T4 FICER#R
FBrrE, L, FOEBEEAALM RO OWVWTHERTILE
IR,

Annotated CRF @7 7 A AL, FHI. eCID 3BERE T CTD BV i
L o TED LTS PDF & L, 77 A V%I Tacrf. pdf]- &5
&, BFRIE LTSN —&Ey FERUTANAFITHNITD I L.
4123 F—FHAF |

ARELEROBERICL 37— ¥y FORE, HROEMRZLE
FBLLblc, HEBEICLET— ¥y MERICH o TOF —FZ
WOF R IR OEEIC BT 2 AR TEE &7 572, SDIM 7 —4
£y MR ADaM F—F & v hOFATRIZONT, F—FEy FOE
BREBIIMATF —Z A FEERL, BB & LTHIET AT —%Ey
FERIU 7 ANFIHEMLTRETDZ &,

SDIM F—FEy MBET 37T —F VA Ficiddia L HUTOEAB
FEHBIEETH,

o [RERRABRA. %ﬁ%ﬁ+@%$ﬁ%

. ERRBEEICETIHE

o BVbhEAER, FRPE, BERUEDONA—Va Y

. HEERET— X QA :

. TwﬁﬁﬁmmﬁM&Lﬁﬁéﬁ%(AJT-/a/F%hﬁfé
BRER)

F7, ADaMl F—F &y MET BT —F A R TOEANS
FNHIENREE LY, ' :
o BERRBRA. %%%m+ﬁiﬁ%%

o  fET—Z ¥y MNOBhET 2 BRFERFEICRE T S B
o HAWLNI-IEYE, HHEIARE, BERVEDONN—V g v
. BEOF—HTy MCIEETAEER

o F—H¥y FOERICETIEER

o F—¥Ey FOBH
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o FSEEAOBIMEIZETAHRE (N F—a UERICET S
BREA)

SDTM, ADaM 7 —& & v FENENDTF—F HA FOMERICHTY . (DISC
BB TCET S A ROEGER T +—< v MIHREESIL TR,
FEBIZEDINESVTIE, UTORRESZICT3 LR TES,
o SDIMT—4Ey M+ BF—FH 1R

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

iewer’ s_Guide

* ADaMTF—# &y MZETEF—FHA K.
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide _

A3 R, eCID @A UF eCTD BV BAIZISWTED BTN S
PDF THERE L. 7 7 A &bk SDIM, ADaM iZ3fis L CTENER Tstudy-
data-reviewers—guide, pdf | ranalysis—data-reviewers~*guide. pdf |
F,NEPRABELRD T r ANZLTHEREE LY, BB, F—

(FHA FIREARETHER L THELI AR, |
4.1.3 RS 2BEHEDON—T g 0T ‘ ‘

CDISC BRI L 1T —F v FROEBERERTBICHEVEH
35, CDISC 1Z#E, WM, BEEdizH>u T, PMDA I8 VORI AR
BBZR/N—37 2 ik PMDA @ WEB ¥ bk (http://www. pmda. go. jp/) #HWT 5
T, B, A—TV3g YD ANTEL, B EEE DS AER EP%%&:%Eﬁj‘é
=H4ER E T BB 3, ‘

- A—HE AACRR D A=V L B ERT 5B EIELIZRVRE, FH—
EARRBAN TR — L A—Ta 2 HNWA L, F—BERERBRNO—I
DEAA DN THD/S—P 3 VEBB LRSI, HHLEA—Y
g Y ROEDEBIZOWTT —F T A FlIzBWTEBATS - &,

BROBERRROBEMTOFT — & &y MTOVTIL, FHEHERBROT
—E Y PRI ATV a VBB Ro TV BEESTHoTH, FH— LA
—Va VIZREWVERT A L, S—Va B ULTBIR L AA—Uy
VOBRREH, BRA3A-Vg rhboEHichi-n BE Ltﬁ%kob\
T, §—4F A Fizig#k+5 - &,

4.1.4 FBHRBFEROBAEIC OV -

B, SRBEBEEOT— 22BN T 50, £ OEBIZONTE
NEIRBFEEIZEXE (Therapeutic Area Standards) 78, CDISCIZ & b2
B &N TS, BRICEENABR SN TWBEBIC W TIRE OEREL F
THI LB TELN, FHLEELEIZOVTIRTF 4ty hOERERW
F—ETAL FiZiE#T 52 &,

4.1.5 BEEF—FORYBOIDONT

BAFETT —#INES, hoFREEEIZLHR LfJﬁAL—EUDFﬁ%
RERLON AN H ZEHICHOVTIE, BAB TORBSNE-EE
THY, BHEAETERRM LT —% (UUT IAREFT—4) L5, ) 2
HT2ZLATRTHD, BARFENE T B TEEMEN b 3B OH % Bk
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2T, ZHUCIRD b D TILRVY,

AAZBEEN FAAVICEENDHBADBARBT —FOT—FEy b~
DRIFEE CRHFEZRAE LTUTOLRY &9 5. 728, 53
W%,

BT B RFAL (‘7““—512/ R) &ZoWT, BRET—F ¥y b
BRSO ASCII THESHIL TWAXEEy FOATERI L
7w —&ty b (BT [#EEEF—FEy b W), ) 2O

F—Fy FEERTB DL,

AAEF—ZEy MIBAFEEROAZ AAFEE L, THUSMIZE
BpF—2Ey b EE—ABRDOERFEEDT—F ETHT L&,
AABEFT—F¥Ey hEHEFT—FEy MIBAEER & ENICH
mfé%ﬁ%I%ﬂ®7~ﬁE®@W%@%é<ﬂ DfFEE L.,
La— K, La— ROMEFS 2007~y METR—&T5
Tl BB, T2ty FOERERELTT—FEy Mt S
b DD’ DA T I,

WHFET —F 2y MROBAEER RS M, EROT
— H TRV L B AREFE TS ( TJAPANESE TEXT IN
SOURCE DATABASE) %) %###i+ 5z &, F—#BOHIROD

HAES — ¥ BB OEHIEHO L a— FIZoT TRIRT 5.8
ERbHDEE %ﬁ%TH?ﬁ/F¢®%E?évn—FLkPT
YELIERE i%ﬁﬂ%#&%ﬁ'ﬁ‘é &
= OITECEF) ( [JAPANESE TEXT IN SOURCE DATABASE] %) %1
R CIEI—BLTR—OLOEH N, T—FHA FREFF—FEy
FDOEFEE (define. xml) IKHRTBHZ &,

A ARFE% &E%ﬁ@ﬂ—b)zb%LﬁETéﬁﬁ ﬁﬁﬂ&%
SRNIIEELFFERATDI L, B, BEXFEIERMNT 585

A ZOEFEXFFIEHEICKITIBERDH DR LT, REICHE
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BAERE ENS R L DRI

terminology in  DVDECOD,
TREATMENT DEVIATION.

such as

Domain [Variable . CDISC Notes (for domains)
Prefix Name Variable Label- Type Description (for General Classes) Core
- Reason not done. Used in conjunction with --STAT
Haf --REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
k= S| ---RELNST Non-Study Char |due to a treatment other than study drug. Example:
' Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name |Char |{Name of the investigator for a site. Perm
The text of the comment. Text over 200 characters
-|[CO COVAL Comment Char jcan be added to addmonal 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
5V 8 DES Unplanned Visit Char an unplanned visit. Perm
Reported Name of e
. _ |Verbatim medication name that is either pre-
M CMTRT Drug, Med, or Char printed or collected on a CRF. ' Req
Therapy 3
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Iname Char | oNMODIFY 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 I;:g;ﬁgeName of Char [Substance name. Examples: Cigarettes, Coffee.  |Req
' Modified If SUTRT is modified, then the modified text is
SU SUMODIFY Substance Name Char placed here, . Perm
Substance Use Substance use consumption amounts or a range of]
SU SUDOSTXT Consnmption Text Char consumption information collected in text form. Perm
Reported Term for .
AE AETERM the Adverse Event Char |Verbatim name of the event. Req
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY . gy ' 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 tréatment. 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 or preprinted CRF term for the medical
MH MHTERM  [the Medical Char alim. or prep Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: - IVRS PROCESS
. Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
DV DVIERM Term Char The DVTERM values will map to the controlled Req




Domain

Variable

CDISC Notes (for domains)

Prefix Name Variable Label Type Desctiption (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

: : . questions used to obtain the measurement or
Qs QSTEST Question Name | Char finding, The value in QSTEST cannot be longer Req

than 40 characters.

(&% : SDTM Ver.1.2. SDTM IG Ver3.1.2 &L
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#l1) BARZEOEMIDSEFFLERETEOEIERMTLBE
AE RAAL Y (FEHET—FEY R)
AAFECT—FXIRNELETHR I\@E Im W T IXBLEE L FS ( [JAPANESE

HMUNxMMEmWMM%J%)%%%Té(Mmmmgéﬁx TW%)

DNILE DONATNE| OS] EGIARLERS RSO DIEYEE CODM
JAPANESE TEXT IN)|
1 |ABC123 123101 SOURCE DATABASE 2005-10-12  [2005-10-12 Headache
LJAPANESE TEXT IN{2005-10- 2005-10- .
2 |ABCIZ3 JAE 123101 SOURCE DATABASE |13Ti3:05 _ [13T19:00 Back pain
; L JAPANESE TEXT IN| Pulmonary
3 |ABCIZ3 [AE 123101 SOURCE DATABASE |2°05-10-21 embolism
[Row [REBODS 3 WESER|ABAEN EERE]
1 {conf){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 REBUCED PROBABLY NOT RELATED
Row {81 SEONGIWESDISAB] S HOSHAES I A ES VMR ARSI AR AEFNR]
1 (eont) RECOVERED/ 1 1
RESOLVED
RECOVERED/
2 (cont) RESOLVED 1 1
RECOVERING
3 (cont) /RESOLVING | Y Y 9 AFTER

AE FAAL v (BARBET—FEY )

. Bﬁ%ﬁ'@?’%ﬁl&ﬁbt—fﬂ?x H;EE oW Tk, BATE %%wii%ﬁ%'ﬁ‘éo
Row [SIKUI; IDOMAINE T [DFAESEC ARSI I AEMOD] IEDECO
1T |ABCI23 |AE 123101 1 W 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- ,
2 |ABCI23 |AE 123101 |2 HEl  (13713:08 13T19:00 Back pain
3 |ABCiI23 |AE 123101 |3 AR |2005-10-21 Pulmonary embolism

- |Row
1 {(cont)
2 {cont)
3 (cont)

DEFIN[TELY NOT RELA'I'ED
PROBABLY RELATED
PROBABLY NOT RELATED

INOT APPLICABLE _
DOSE REDUCED
DOSE REDUCED

Nervous systcm 1 disorders
Musculoskeletal and connestive tissue disorders
Vascular disorders

MODERATE
MODERATE

RECOVEREDI
RESOLVED
RECOVERELY
RESOLVED .
RECOVERING
/RESOLVING

1 (cont)

2 (cont}

3 (cont) AFTER,

Bl2) EXORABEERTILBVEETHY ., FRT DT I%ﬁﬂ%*ﬁﬁkl:?aﬂ

THHRERD LGS

QS FRAY (REFT—FEy b)

Row DOMA ISUR] kSSEe OSTESTEDEROSIEEST

1 |ABCi123 " |QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO]
2 |ABCI123 _ |QS 123101 2 QSTESTZ _ |JAPANESE TEXT IN SOURCE DATABASE(2
3 |ABC123_ |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS FAAL Y (HZIKE%T"“?“E“/ I*)

Row [STIDYIY RID SR ISILBSLEDE | OSTES R

1 |ABCI23 QS ~ |123101 1 QSTESTI B CHAERT LT D

2 |ABCI23 [0S 123101 2 QSTEST2 S EABNFITTEET P

3 |ABCI23  |QS 123101 3 QSTEST3 AL TORERTTH P
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Dataset; : XXX ( [XXXXX] 137—#€ > b4)

No. Variable *!

Description *2

! ID

Unique subject identifier

2 STUDYID

Study number

3 TIME Time of the event relative to the first dosing of the study drug
4 AMT Amount of drug administered
5 Dv Plasma concentration
Number of the compartment where the parameter was measured
1 = Dosing
6 CMT 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement
1 = Other {missing or invalid value, dosing event, start of urine sampling)
X - XXX

K1 BB AT BT
X2 oA ETRT s Z L,
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(BE) ST AFIESE

No.

Program file name *!

Description *2

XXXXXX

fERY > }"7:1‘-'7 OO Ver.@®
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EREORER
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XK < "SRRG
--®¥—ﬁ774»%&##57*»?%?%@ﬁ?%@?60
XXXXX<-. ")\Zﬁ_% "
-Tﬂmﬁiffnﬁ7A%%ﬁT5
exportData(XXXXX)
ﬁﬁbt7#»ﬁ(mww HAEREECSV 7740 ( Ixxxx] ) ot

LT, vialbeva D - s T AN (xx) RETT S,

cTU RSy FZ 7 AN (oxxx) &, J:“C?F“ﬁ:"bﬁ.?‘:a'!lxﬁf (xoxx) 1
RET D,
c TREOTRLTR I AOETERRAL, RELETV Ty b7 A
N xxxxx) TR O AHERT D

xxxxx <~ importData(3CX)

XXXXXX

FRYZFU=7: OO0 Ver. @
ERHB : « » IRV, '
{FEREOHEES

¥

TRIGLTFANBERBRTIZ L,
2SI AR (ERY 72T, ﬁﬁﬁ% FRHBROEERY) LTI L,



