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Yy bl 77A0E LTIRETAIE, 28, SAS VAT LIZLD
VERRERIZIZ SAS CPORT Procedure (IR L72WZ &, BARFETOEMN
MEPOBETIEBZLNAEH (LT TEAREEE) WVWo, ) B¥F
FNDLHT—FEy MIBWTHRERICT 7 A AJEEUL SAS XPORT B L
L, =4ty MEERBICAWONLEX ey P XUEFF LT ET
—HZ A FIZFHHrT &,

SDTM B2 TN AbaM 7 —# 2w MW Ti, F—F kv e 77 AL
FHER—ETDHI &,

4.1.2 F—FEy NOERERTEOMOMRET 5 CE
4.1.2.1 F—FkEv bOBKSE

SDTM, ADal 5 —& ¥ v MCMT 2 EHEITENEh CDISC ik 5
Define-XML FERIZ LD, AERORTBHRERAFZ ANV — b ~DER
EEDMLERO 7 7 A MCEE D LT, $IETH57—FEy FER
U7 NVFRCYEHEBAS AN — b ERICEN L TRETA L, B
EDT 7 A VAT Tdefine. znl] & T 5, EBEBEORNEFL LTI, 7
—H ¥ b B T%@WD%%@ R ORI AR 2 — FIicE
LEBVEENDH, HEHOBFHRICIIA—VarEE0o I L,

ﬁ%%ﬁ@twm%wgﬂé¢%ﬁﬂ W WY T IR S35 ARG B
&R — 5?;%&@%%@%@%&5?%5:&ﬁ\%%%%?
Hﬁ%ﬁﬁb\fuﬁ(nmgﬁ%mzﬁ WiEWD A ngﬁ)é LT,
ADaM 57— 4 ¥ v MCBT 2 EHEIZE. 4L L3RI EOE, B2t
OFELREEL A - AROFREORIICED 2 BRERBRERLZ 5
BT D OIRNIT W T, fRETRE R & T A IRT T —F 7 v hof A
SNAHEEE L OBERL R IMER A ¥ 5 —4 (Analysis Results
Metadata) 3 ENA & BHEFE LW, BIFHEEAZF —H BT
. BRSOV TU TOEE RS LN 2 ERZEE L,

o RBIRIEHSEEICTR INSENTERE R TRREBE N URTA

o fERATORE & EinHE S

o MHTANRTGA—FLZEL2—F

o fEENTRIR L IR HEH

e HRHTHT—HFEv b

o fRTHB LIRS L a— FOBEIRERE

o FENTHEEICB ARIGT ARE. T e ST L4, BT HIED
S _

o BENTHIBICRST AT T e 7T LB

R FER A ZF—Z ORI OWTILHEBERIEY CDISC Xk 3
Analysis Results Metadata Specification for Define-XML Z&3& &
FTAHIL LT RN, ERBIESDCERETS L NEEEAES T,
eCTD AR TR eCTD AR\ MBENT & - CED HAL TS PDF {Z L W BIlI@ iR
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THIENTHETHD, B, ERBLRBWT, SN HRFEICL
DIER SN TV THELEZ AR,
4.1.2.2 &%ﬂﬁ%ﬁ‘éﬁ%ﬁ%% (Annotated CRF)

A X EMSEE (LT lAnnotated CRF) &9, ) §E, CRF (&
LV REINDET— &@%EE& F— By MIEEN AT E X
EERTHEBERLIEZLDTHSD, CRF OEB IS T A E LT,
CDISC BBz M L7~ 7F — & ¥ v Moo TiE SDTM &% B 5,
IR OEE S EIC OV TiL, CPISC 2% SDIM Metadata Submission
Guideline (SDTM-MSG) MBEE L7235,

CRF 2 X W IRE ST — & [ XFHE/RBR Y SDIM 7 —& & v MIHEHM
ENTIREENRAZ EREE LW, BEHINRWT —FEHBRH S
i;/%/\ 3. Annotated CRF BETIERHT —# v MZEENLTHRWVE

DNMHRTLETHEEBIC, FENRCEEET —Z VA RIS
#5:&0tﬁb\%@ﬁ%ﬁ%%ﬁﬁ%@ﬂomfuﬁﬁﬁé%%
A,

Annotated CRF @7 7 A TEZGE, JRAL eCID WA O eCID Bff\ viE
HIZ L > TEDHNTWS PDF & L, 77 A4 Tacrf.pdfl &45
ZE, BAIE LTSDIMF—4 2y bERUZ2AVFTITEMNTHZ &,
4,1.2.3 5—H#HTA R

EREEROFEBICLET —4 ¥y FOWNE, RO (i
T HELEBIC, HEE bié? Z¥w MERIZHTZ - TOT—FI%
Ewﬂmmmﬁvﬁm WRET AMBRARREL 3 A, SDIM 77— 4
o PR ADaM F—F v ROFNEIIZONWT, T—F v hOE
BRI AZTTF—F VA REEKRL, KAE LU THnTd7—F ¥y
FERUZ AV UTIRHT S Z &,
 SDIM F—F kv MIBET LT HA Ficiddi LS LUFOEH
EEDLHIEETH,

o WRARRERA ., RERSEMEHEEESE
o ERRREREEIC %?5&%
o HWBIIERE HEHE ﬁ%&0%®n~y3/
© BERET—H OBH
o T HIEEEA~OWEPWEICET AP (R T a URERICET S
ﬁ%)
C F7n, ADaM F—F By MIETART— X A RIZIEUTOEBRE

ENAHZENREE LW,

. uuﬂigﬁ\ﬁﬁﬁ V‘d%;iébﬁzpd‘ %ﬁﬁ%

o RN —F oy BICEEET SRR B SR
o BB ER, HEIHE, EEROEOAS—T g v
o BEOFT—FEy MIEBETAIEEN
o F—HFty FOIERICETIEEN
o F—ERty hOiHA
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o T ZREA~OHEIRIZEET DI (SY T - e VRERICE TS
#nAR)

SDTM, ADeM 7 —% v b ENFNDT— 5 HA FOERICHTZ Y, (DISC
BEEITRBWTILT —# A FORMFERT = v MRS TR,
EIEICE BRIV TIL, ITFOBREBEICTE I RT3,

e SDIMF—#ty FMZETHET—FNA K.

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

iewer s_Guide

o ADaM T —F ¥ v NCET LT —H A K

http://www. phusewiki. org/wiki/index. php7title=Analysis_Data_

Reviewer s_Guide

rEE, BRI eCID HEN R eCID B ERICEBWTED BT
PDE CERR L, 7 7 A A FL SDTM, ADaM (2% L CFRFh [study-
data-reviewers—guide. pdf | fanalysis data-reviewers—guide. pdf |
ETAZENREE LW, BB, ﬁﬁ%%iﬁﬁ?f@%bf%%
LR 20,

4.1.3 FERTAHIEHEO N~ a 2onT ' .

CDISC tZEMEIZHEML L 727 — & v P RUERBEENT DIz HEH
9%, CDISC #EHE, Fﬁf‘ﬁﬂﬁﬁnnx EEIIE%:% {2 DUNT, PMDA TV TR ARLA]
RE7R/S—37 9 X PMDA @ WEB ¥+ & (http://www. pmda. go. jo/) ZBRT 5
L&, B, N—=Ua rOEANAEGIE, HEEAAEHEBECREERTS
RHAEH P2 RT3,

[E—HFEN TR BN~V g /%ﬁ)%’%”é & i#biziﬁb\ip &l—
EARRBAN TR - L=V a v aRWaAZ e, R BEEBRBRNO I
D FAANCDNTHD A=V g ESR LRSI, ALEAA—Y
3 R OPEOEBIZDNTT—H A FIZBWCHETL Z &,

BE OEERBROMEIRT 07— % v Moo T, FEERBROS
— R ] #WOAHVa/mﬁﬁOTW6%AT%oT%\V Lz
= VREWERET Ak, AP U ICBB L TER Lis—T g
ORFREE, BApL—Ua b ORBIC %t BE LRSI
T, T—# A P52 &,

4.1.4 BEBIEROEHEIOWNT

BE, SFRBEBSE DT —F BT 57D, £ DEBICO2WTE
FLFEFVIE B IEEEYE (Therapeutic Area Standards) 2%, CDISC {2 X 0/
FaiTv»d, BE J“i@ﬁﬁ/\ﬁﬁ EN TN BEBIZOWTILE OERERFI
FHZLEWTE BN, FIF LER IO TF— 4ty NOEZER N
F—RA R+ s E,

4.1.5 BARET—F OB NZOWNT

Eﬁ%ﬁ?ﬂﬁﬁ%éh\WO%M%%%’%@Lt%ﬁﬂwﬁwﬁﬁ
PR DN AR D BEEIC OV TiE, AARETOFRE IS MLE 05
ThY, BARECER LT —F LT THRFET—F) LW, ) &
H4 5z kﬁfhaﬂﬁé BASEAE NS A8 N & A EHOH % B
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ZICRTH, ZHIZRD bO TRV,

HAFBHEBR FAA VICEENIHEOARET —FOT —H &y

OWIHFIER U2 F IR E LTCELTo LB £95, 725, FIHKS
WA,

BWUTHRALY (F—FEy F) 020, BARET 4y b
BRSSO ASCIT THRESNRTWAXEE Yy FORTHE S
FrF—dy b (BT [#HEEr—4ty R Lo, ) 2250

TSy NEERT LI

HAGE THﬁt/Fiamagawk%aﬁakb F LA
Tty b ER-RAEOEEFED T TR L,
AAET— bty hEHEEET 42y MLBARBEE & EHixH
ST AREBF R OF —F EOBENEREEE—DOREE L,
va— R, va— RolEFS 2007 —Fky NETRER—&35
k. BB, F—Fy FOEREIEEFT—F Y MTHTD
tDOORHEOHRT I,

WHFEST — &y RO B AREEBICEY T AP, RO
— H CIEARND E R B AR IeEESCEFT (T JAPANESE TEXT IN
SOURCE DATABASE] %) &1 5L, T—FROHIROZH
BAET — & 2 BB O IIER OV a3 — Filoid THRNT 5.0
R AHBE, BET— &y bROIET L v a— Pk T
U E TR BT 5 2 &,

Z OFEEEFH] (T JAPANESE TEXT IN SOURCE DATABASE; Z8) {1
BBRTITELTR—=OLOEHW, T4 FXFTF—F &y

- FOEZHE (define. xml) CHRTAHZ &,

AARZEA2 SRS — FY A MG 28T @D ek
RN IWBUTFFI BT A L b, R, EEEIEHENT 5%
&, FOREBLFHEZHEICRTA2LERD LRI, KEICE
BA oV Bl PPN EE ekt A Y (4. TJAPANESE TEXT IN
SOURCE DATABASE 01 . [ JAPANESE TEXT IN SOURCE DATABASE
02] ) . T HAREEE O ET —F T4 FEITRT &,
WP T —F ey FEFED T A NVFILEDDH I L, SDIMT—4 &
v MCHIRT D ERFET—F Y bk Tsdtm_j] 7ANVFITED,
ADaM 5 —# ¥ v PIRET A HEBT —# €y ML ladam _ji 7+
NELEDLHL L, F—FEy MEARRTNGIX 2007 —4F
w FCRI—DLDERWA I &,

AAZEER # S 2R FAL VIZ oW TREREFOF — 2ty +O
HEFEOZ A NVAREED, BRTHT -4y FEEH LW
&,

ks, JEAlE UTHAARET —HI20 T SDTM T ADai & iz R
B ETORET AL T 50, BARET — ¥ 23 UREEROT —
A REHTATENDDIESICE, FOMAEIZ OV TERIC PWA_W
BT A EREELY,

i3



41.6 7TwudsA0ORHBICOWT
4.1.6.1 {HTHT 2T T A

CDISC HEMEIZHEHL L /- RFEE 75— #ICBET A 7/ F 4 8 LT,
4.1. 1.3 (OB, ReMoOEBELRERE R - AROREOIRILIT
B HEERARER LB DD OEITC VT, a7 —4 & v MERA™
077 AF UM 0 77 AORHERD S, {707 M3, THEN
AEAT R OBBAERL OB OIERSC, T 7V =Y X AOHEBER BN CH
0, HTLE PDA OBRBIZBOWTEOTFEETTH 2 & REREA LR
RAEE L TIRHTA26EIT 2D, £, BEDY 7 h Y 703—T g AL
BRETD bOTIRVA, 71T hEVER, ETURRE R LA
g VVATL, V7 N T RO~V a ) [ZRET B ERICD
WO T~ A FiobBWgitd a2 &, v/ asffiLic e rs
LEFMHLTVAES, w7u7n s Ab0RCRINT 2 2 288 E L
B, wrure S AOREBREERES. £k, T-Fky e sT
LOVERE % NSRRI ERFE LTI Y 72 /7 A B EOBRENEEE S
L T A ) RAOSIHHRESEORE TE LA,

4.1.6.2 7T L5077 AN :

4,161 TRTERY, I al T AIEEDY 7 F e TRN—V g T
[BET 2 O TR, 7 7 A NAIZHT Y 7 b7 = T35 Uik
TEGODHT &, PERTRRWT 7 A NADBENLT7 7 A VBT AR
HET—2 A RIZghbH T &,

4.1.7 55 DAERRER, ERPRICEERIBRGE O R R MR PRIEERIROMHTIZEE 3 5
CDISC AL R YEIAL L 72 R E -7 — F &z 2T
BT ERRER, [ERPREEBEIREE O pGiE & OGRS E R D ARHT ICBE-4 5 (DISC
VS I T ST — A OBV INE 4. 1.1 25 4.1.6 LFEMETH D
D, FHCEB & EEE L FIRT, :
4.1.7.1 SIMF—FEw b

FWEIRE 7 A — &L, FREEPERNCET 2MEEEIT T2 LT
EHZBNDHT &G, MPBES— A BN LT PC RAAL Nz, B
H ST ZEEIRE N T A5 % PP KA CHM LU CIRIEHT A2 &, PC R
AA L EPP RAL DTy FORERRE, SDIM IGIZA-3E RELREC #1E
LU TR 2 2 L8 LV, SO IG 1o B e et i iR A4
W =2 H A FETHERTAZ L TELT LR,

7235, CDISC ABHEZ WL L - RN DT —H By & PC RAL & PP
RAAZEBR LU TRET 25813, Me—F Y7 2 BT 55HE (PC
FAA L EPP RAAL L OVERTIE, ZBEBOBREDPC RAA L/ EPP RA
A NTEENDEROBR) 25— A FETRBETAZ 8, 2B, ML
—H VT 4 ERETAERT, PC RAAL VU LIEMEIR AT A —F 5
B2 LB,

4.1.7.2 MaMT—FEw b :

i B ONR IR S V2 B3 2 SR Eh AR R OSBRI Bh e/ B i 7 — & o

k& ADaM B TIRIHT 2BA1E, IBMOINTERTRET ADaM 57— % |
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oL BB SER RO THIUL., TRLDF—FEDEODT—H v b
ICELDTHR 2 ITRHELTH LV,

HEAFTERZ TRV Vo ADaM TERRLISN DT — 2w N AGRHEEIT ADaM TR
IR UCIRIET A 5E, EROMIIC VT — 2 v ORINITRETH
B, L, P&y MNEO F P U T RN EBUHT S BT
HHMEHChHLESIL, Y& vy MR L B THlT e Z L2
TED,

4.2 B 1HRER, RRRKERRS ORER OREEHEROMITICIET 5 HHEE
FT = FEITOUNT
(iR EF 7 — & /3y r— VEIIAE ] W ONC ERR IR O B 5R
BT — & RO ST LhEO SRR RIZ OV T, Bl & TR L L
TRY,

4.2.1 ERR SRR DB T 7 — & Ny r—VEHZE 2T
[ i R R IR D BT — &A/&~9%%£Ji HERTT — 4 %

e b T AT LWL DT AHE — & VA N ETAREND

%%ﬁ%?~&%mWﬁmﬁﬁﬁapmAm¢mﬁé Enin, LEELT

T 5Z &iT%T%% Rk, VAT ABERERBICET I AN

IR ABICN, 3.7 BIRLEERY, TSV 7r AV ERETDZ

ET LY,

PMDA (233 C TEEPREHE OB T5 — 4 Ny r—UiiHE] BT

AHBNOUNERERIITRO LBV ThH A,

e Study ID (&ERBRERRIT 5H3CFF)

o Ty ANNR (TrANRLEET) B, F— U =2A VAT AIX
7 AN E BEINICERESRAT IR, T 7 A NS ADANTITNETR
VY,

o EHESWIfEATOREE (STS (AL EREAENT) . POP (BEM
%ﬁ)\%m(éﬂ#%%%ﬁﬁm%vw)Kiomm(%wm)@
BlE, BEERWTALTS, ) . 7, SIS I[CIMREER R M Bk
BT & R0 J71E CIERT S iz BB/ SN F R & & T,

. 774»@W&®%w K77 A NOHEBRMDT 7 AN L DERE
PIETED LS ICHMERST ST &, ﬁ%\lﬁﬁ%éﬁﬁii
X 100 XFTH D,

4.2.2 HEEFT—F OEEHRRENECONT

TEYEY 22 SR B RR AT, RREEOARAT F MBS RSN 3 B %TWMﬁ

DFENFINT OOV T T REFEE L TIORT, ol M ORERIC

6f\?wﬁty%%wsmmn%if%ﬁ#é%t@\?wﬁ%ykﬁ

ET T ANBIER—ETH I &, :

I3, T HRR. HAREERRG O SRR K Ol R R OB 58

?é$ﬁ%%7 £ @5, (DISC REHEITHERL L 7= 57— F o2\ THE,

4, 1.71Z%H

4221%@%&%%&%%%

AT ) 7 S B BRI BE T % RS 7 A 12T, ADaM LIS DT
TR — &y FERHTOHEE, T2ty PR =2ty ME
BHEOHMITRO LB THD,

O #MrF—ZEv b
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HABIRE U IHS ) P8 T A —F ORI AW — & v FROY
SRENAR S TIIE )28 T A - 2 DIREHER RN W T i 7 &
Ty b LRFEFEORHOLEIT -T2 BEEHR) 2RET 5, 7
7 A NERGL, BB T ORRIE L Hh5,

.= SAS XPORT JE= (% xpt)

¢« ASCIT Format Data Files
¢ Phoenix Projects (k. phxproj)
¢«  WinNonlin Files (k pmo, *.pwo)

@ F—iky FEEE

o F—FEy NEBEIL, P LB RA L OEHOHA Y
EHHILE L, B4 EBFERTA L, B, TR
RREBBICHRES D BB, TORLHY~—VEYFRT
AT &T%Liz&w

e 77 ANTERIL, ﬁmmemnﬁﬂﬁwemnﬁﬁwLﬁ
TEDLIVTWAPDIR LT3 EREE L,

4.9.2.2 BRI (EFNICESS I al—avredSte, )
BHEETC R S BT — 4 AR S, BTy MR
BT —Hty NERBOHEMIITEO LB TH 5D,

O fFEr7—2t v b

BEAET IV, mEETNVEERERT 2RIV, 42320
R TETFNOT TS TR 7 A NS LT — 2% » R34

- 9B, T A AFERIL, Wzi%?@hﬁ@%z%ﬂé

*  SAS XPORT F4=% (k. xpt)
¢ ASCII Format Data Files

@ F—rty ERE

4,2.2. 1% BRI 52 &,

4.2.2.3 AEFNEMDEERTT VBN (7 VRS VI ab—v

4,2.3

= V%‘r’ﬁ‘@ ) .
IR R e T VIEITIC BT A RRE T — 4 BRI T 55

Em?6774W\7~5t/F&U?—ﬁfvFﬁ%%%®%%ﬁ?ﬁ@
LBV TH S,

®

@

fRATICAH WA BT VOIS, BRE LY R TAEBAT A—F 0D
B, fRATFIERREOBRESITEOBRMNEENE 7 7 A1

77 ANERGL, RO TCELE 220,

MmAREST — 2 e G RRROT — & v b
%%®V7b?:?ﬁ%ﬁﬁ%%i5K?~&ty%%¢%2mm1
L CWAEAIIL, MUiEF 7 71/ (Simeyp PE Data Files (xml 7
X)) F) % Eﬁ?é EMEE L, B, HEDCY T My =T HIC

C F—A ¥y NEERUIINT.LTWRWEED 7 7 A AR, (TE

@

DOFRATELE 220,
F—Ay FEBE
4,2.2.10% 2B+ HZ Lk,

Ta s S MNEO BRI DN T
4.2.3.1 1BHER IR EH R ARAT
FEMTENRE S SRR/ 3R R B A R LR E R RIS U IR

TREFEROEMITROEEY THAH,
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o T AEY AL (F2E, BHERE T A4 OBEHTEE)
EETHRREOT — & OB, FH U B 2 g
BEDLDThD, BB, 7 — ey FABCYZFRIE S
A4S (Phoenix Projects (k phxproj)® Text Output &%) I,
ZOEERRTAILTELI LR, T, WFHEESICYH
BEMAEENLSHBIT. ThoBRBHTIZETELIAR,

o Ty AN, FEOBRXTELIZIRN,

4.2.3.2 BHEAESF (EFARES YIal—vareaite, )
FHEMATCET A PREETT — ¥ 2 RIT 2581 oW T, 7Trrs 7 b

T AN, EEMEENHDENE T ANV T 0SS LFINEEED Y

T al—ailTA Y 7 A LOFEHIIITRO LB ThHD,

R A NN Y .

BEAREF I, BHRETNVEE AN O T e 77 L7 7 A VR
H3 5, 77 AR, FIZELLTFORA0E 2 65,
*  ASCII Format Data Files _

@ EEFEENRHITEINFE T 71 (NONMEM output 45)
BEATTNA, BEEFNEZ AW fiieOBRASENL A7 7
A NERHT S, 77 AR, EEOFRTELI AW,

@ vIial—variliTaT AN
R al—tg VBT A T s ANELT, VYial—ia T —H
ERESEDROOTUT T LT 7 AN, ¥ Lalb—Ya YOEMIC
AW T 57 7 A VROV 2 b= a VisRE R LIE RO
ERR v 75 W7 7 A VEERNT D, BB, 70T AR REIHTE
RWEETE, TAT) AL HHRELRRINT S, TRTT
LD 7 ANERIE, ATEORTELIZRYY,

Fh, s AFIEELRIEL, FOEMITREC LB &7,

o FulTrERTTLHEDOMMBEEZRET LSO THD,

o Y, TuFIATrANLRBT AT T LOURAEED
HreEL, BS EBBIERTHIL, 2B, SNk
Fud G LEERTHICHI T, NRALOERTESE, Kl
AT 9 MBS RVIEAICIE, BRI T 1 7T AFIEFOR
HIETRETH 5,

BT —F %L oD & DRERIZ VT
5.1 HiEEF7T—#% & D OBER
JERIE LT, & TOBRBETFTF—# ik, CID ANy 7 R—rPbBRIND
TENEETHAS, L LR, eCID AR oCTD BV BN RT T
EIC LY oCTD ZIRHT B AL, eCID /Sy 7 R — 1 B oCTD 7 4 /L X 1
WEBETF — AR AER L7 7 A VEEDRNZ E, EEL, H1H
OEMER—E BT 2 HEEFT— 4 ORHOFREREED LICGEHE
THIE, ,
5.2 M—Z YA Mz kb eClD ZMESORE
oCTD T AL, R—Z 4 FLFAMCRE TE B R CWERE
HWEATTL, CTIDZABELRETHZ L, BEREROHFISUTORERY T
05,
o BFEE R4
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B XS5
R T HEEON
IER, &EORH
R’ TEHR
5.3 W—H YA hEIT Ui eCTD OfEH

eCTD DFEHHI HTc D . BHEZIIMMEREZ R —FZ 81 b BT, BIR
MEAFT D, FMEROFIZLLTO®BY TH5H, BB, ETHHEHIC>N
THRHOTZ N R &, BIRUIANERD D HO TR,

o IER, B8F EX, F77 b ZEmzEoq]
= = A R

CID S ff&
e &
FEL (22— )
HEEK 4y
A EE L B U)*ﬂxﬂﬁfgﬁ
FEERGL H D4
A NAF oy 7T EET DR
m&4/x&/z(wmnzﬂf~/)®%I/7%A%ﬁ@

L] a ] ]

BB
SR Y T O eCTD iR % s
-l

LREAE R, BPOUIATI L%, BT 5 CTD O b7 b7 30
AraR— YA b ETBEL, PMDAICRET S, R—# 1% 4 b EOEE
B 72 BRI T DU T RS R,

5.4 A—HF VA FMESLUTERE X3 CID DRZ2E

PMDA J3ZE LTz eCTD IR LA NVAF 2w 7 RUIANY Fomirg V5 FELT
L, TORRE & BHIT oCTD SZHEFL O R FEEICEEK TS, eCID
ERT AT F—v g VAR, EAE LT PMDA @ WEB A T

(http://www. pmda. go. jp/)} IZABT 5 eCID ALY — N OF{E~w= 2TV
SR BECTHI L,

5.5 eCID T4 7HA 2N L HEEBFT—& ORI
BIEET 7 —# ILRBEBCRMN T _EERO - EThdZ b, HEE
Fr—F BEE (GBI, BESUIHIER) 755813, CIDRLITTH I LN
HYTH B, eCID & HEBFT—F 45T TRET 2 EA. 3.3 ITRTHE
BT T BB AMERERINT A 28 C, YHHEETT 4 & HEY
% eCTD OIFENTIREEL b, PEBEF7 —F ZIHT2chED, UTo
RICEHET5HZ &,
©  eCTD #EHRHIFIZRH T A HFEETT — 4
IEHR I B3 2 REEE 7 — X 12 H L. PDA DO BEE 7T — 4
ARG A T I, IR B A R T — 4 & B
THIEETERNY,

@ BT AEEICEMT A HEBET—F
BTkt A REIFICHRA T HBHEERETT —F 11, HED oCTD & HHER:
ER b EEIET, @ﬁmﬁﬁéﬂkbff A PA bESLTCRH
T 5,

@ eCID UFTIRICIRNT 2 BEETT %
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« LEQTRHELERBEFT—FO 55, PMDA 2% oCTD YFETHRHIE
HHEDE LTRDIELOM, oCTD BEIRHIERICRHT 5,
o HWRHOHBEFT—¥ LoESOLHERNT S, DIETORLHE
B CRELUEHFEEST X 2 BERHT 2 LEITR,
o HEBEFF—FUMIEHT S CTD BRNFELRWGEIL, 7
FIEIT OV TERNC PMDA ICH#ET 5 Z &,
e PMDA 7O HEBEFT — & 2EEELZ TR, SRRENEEES
CEETAHBETT — X HBMRHT 5 2 RIXTERY,
s EENPEBUHESFT X RN TIBEIAEOFIEICRES,
5.6 HIFEEFT— X RHBOETRE
CID XiZ eCTD WETHHICHEBEF T —Z RI_H T2 E61E. DHEEGK DK
TIRE ORI OMERICOWT)  (ERE 22 4 12 A 27 BAHTIEMIESE
1227001 B0 STATEC I A BB ER SR A EE R R BA) BRD 6 IR
SUEREIC., MMHEBETT— X ICOWTHET L&, 0k &, BHT
BETODT 7 A NVEEREFICHRTHILE TR, FRRICEETSHEE
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HAFENE N5 RS & 5T HOH

Domain | Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. ' Reason not done. Used in conjunction with --STAT
b ] --REASND Reason Not Done [Char when value is NOT DONE. J
Relationship to An opinion as to whether the event may have been
Be ] --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 [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
Flement the value of “UNPLAN".
SV SVUPDES Description o'f - iChar Description of \f\fl?at happened to the subject during Perm
Unplanned Visit an unplanned visit.
cM CMTRT g?g;l t:ddelga;?e of Char Ve.rbatim. medication name that is either pre- Req
Thera printed or collected on a CRF.
Py
Modified Reported . |If CMTRT is medified to facilitate coding, then
M leMMODIFY |G PO Chat | ODIFY will contain the modified text, e
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, (Perm
HYPERTENSION.
EX EXADI Rez.ason for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT Reported Name of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
Substance
SU SUMODIFY Modiﬁed Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substancci use consmn'ption amount's qr a rgnge of] Perm
Consumption Text consumption information collected in text form.
AE AETERM Repo: ted Term fm_' Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AB 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 ireatment. Usually reported as free text.[Perm
Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some terms in DSTERM will match DSDECOD,
DS DSTERM the Disposition Char |but others, such as “Subject moved” will map to|Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UPR”
MII MIITERM ;ZPBC;[Y;Z?CE?HH for Char Ve:‘bgfrﬁm 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.
by DVIERM Term Char The DVTERM values will map to the ¢ontrolled Req
terminology. in  DVDECOD, such as
TREATMENT DEVIATION.




finding. The value in QSTEST cannot be longer

Domain |Variable . CDISC Notes (for domains)

Prefix Name Variable Label Type Description (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 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]
Qs QSTEST Question Name  |Char questions used to obtain the measurement or Req

than 40 characters.

(% . SDTM Ver.12. SDTMIG Ver3.1.2 %l
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# 1) BAFBOEMEHAELERETEOEERNT2HE
AE FAA v @FEETFTF—FEy D)

- HABEBTTF—FRELETHF A MEHIZOWTIEEREXTF ( TJAPANESE
'EXHNKMMEDMNM&H%)%%%T%(MH%M%%H$ ETINE)
Row [STUDVID [DOMAIN. [USURBJIDJAGSEQAETERM . T TTATSTDTC . JACENDTC: JAEMODIRY: - JAEDECOD: |
JAPANESE TEXT IN
I IABCI23 |AE 123101 |1 SOURCE DATABASE |2005-10-12 12005-10-12 Headgche
JAPANESE - TEXT IN|12005-10- 2005-10- .
2 [ABCIZ AR 12310012 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 |ABCIZ3 AR 123101 13 SOURCE DATABASE 20031021 embolism
Row_ |ALBODSYS = T JAESEV: . |ALSER[ABAGCN: . . [|AEREL =0 Lo
1 (cont}! Netvous system dlsordcrs SEVERE N NOT APPLiCABLE DLF[NITELY NOT Rl AFED
2 (cont)] Musculoskeletnl and connective tissue disorders| MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE | Y DOSE REDUCED  |PROBABLY NOT RELATED
Row |AEOUL. . [AESCONG|AESDISAB[AESDTH [|AESHOSP. [AESLIFE. IAGSMIE | ABSTDVJACENDY. [AEGNRT
1 (con|RECOVERED/ 1 1
RESOLVED
RECOVERED/
2 o)) P ESOLVED 1 1
RECOVERING
3 (conl) JRESOLVING Y 9 ATFTER

AE RFAA v (RAFET—4 v 1)

AABETT

—HNE LT T & A MEBIZOWTCH, BARREEOEERNT D,

Row |SYUDYIP [DOMAIN[USUBNDJAESEQ: [ARTERM:[AESTDTC: - [AEENDTC - [AEMODIRY: [AEDECOD.
1 ABCI123  |AR 123101 I B 2005-10-12 2005-10-12 Hendache
., 2005-10- 2005-10- .

2 ABC123 |AE 123100 |2 T (3T13:05 13719:00 Baclc pain
3 ABC121  |AE 123101 3 JrgEsR 2005-10-21 Pulmenary embolism
Row  [ALBODSYS ik ETAESEV: G TARSER: JARACN: s ARREEL:
1 (conl)|Nervous system d:sorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELA’ IFD
2 (conl)|Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE | Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEQUT: i TARSCONG ALSDISAB ATSDTH[AUSHOSE [AESLIFE: | AESMIG JAESTDY [AEENDY; - [ARENRE |
1 (con) RECOVERED/ a1 1

RESCLYED

RECOVERED/
2 (eonl)| R ESOLVED ! !

RECOVERING
3 (eont) 1 st VING Y 9 AFTER

F12) FICOAARBERERTHZ EBEHTH Y HHT SIEFBILTH LA KR

TAHLERD DB

QS FAA Y (EEFTT—FEy )

Row [STUDYLD | DOMAIN 5 [USUBND: 000 QRSEQ: 07 QS TESTCD o |QSTEST o ;

i ABC123 QS 123101 1 QSTESTI JAPANF‘SI“ TEXT IN SOURCI: DATABAbEOl
2 ABC123 Qs 1231401 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASED2
3 ABCI23 Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS RAA v (AAZET—4EvY 1)

Row [STUDYID [DOMAIN:. - [USUBJIID:. o [QSSEQ: - - QSTESTCD' QSTEST: . ¥ L

1 |ABCI23 QS 123101 1 QSTEST1 gfg\wﬁ,ﬁ'&%ws?ﬁia 3

2 |ABCI123 [0S 123101 2 i QSTEST2 S FAPETEET NP

3 |ABCIZ3 QS 123101 3 (STEST3 FIdRE L THER TP




(B8) F—FEy b EBE

Dataset; : XXXXX ( IXOKXX] 135721z )

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
I =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, star{ of urine sampling)
X XXXX e

1 BEARTWTL b,
2 B oOBALrTEETLI b,
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(B38B) Fur/ 7 LFREE

No.

Program file name

1

Description *?

):9.9.9.9.0 4

FRY 7227 OO Ver. @
EARBR: - - BV,
FRREOEES
T RNFy b T ANERIT D7 AT E TROTTHRET 5.

XXXXX < "SRG

s DT F T ANERFET LT AN R FROTTRET S,
KK "IN AL

s FREROTE Il T LEEITTH,

exportData(XXXXX)
SREL 7 A0F Goxxx) WKHAZINIZCSV I 7 A0 ( Txxxx] ) WCH
LT, ¥I3ab—varBo. « « 7740 (xxxxxx) 2HEITT5, ‘
T Ry h T AN (xxxxx) . ETHEELEZ A0 (xxxx) i
RET D,
s TR TS FAORITEFRL, RELET Y My b A
M xxxxx) FEnd I AT A,

xxxxx <- importData(XXXXX)

TOEEX

HEYZ b= OO Ver.@
HEARABM : « - RN,
FEHEFORE N .

Wl Il S5a7 s A NBERETLEI L,
¥ Tu S A0mE EHY T T, FHEN, ERROBERE) ZERTSIL,



