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ZHA RIZBWTHAT 5 Z EDREE LV,

I LT=T — % OFFBRIZ K - Tix, SDIM DOBEFD KA A ZeEHE L
RWGENRD D, ZOXORGE, HEEICELD2MBD RA A (L
T ITHRAZLARAAL ] WD, ) ZEKRT LI ERRBOLNLTND
DT, T—EDBEGFDO RAAL LS LN 2R L ET,
SDIM D FEEEHT A RN AX L R AL Bk LT — % 27 5
Tl MAZLARAAL VOPHIINE Lo E EbIIT—H2
A RICERETDHL, £o, WAFLRAAL DT —Z DM A
T HEAITIE. ERIZ PMDA ICFER T H Z EMEFE LUy,
4.1.1.3 ADaMT—% &> b

T — %+~ N CDISC FEHE|Z 351 % ADaM [ZHEVERR LR T 5,
FENT R SRR SN2 TOMATIZ OV T ADaMl 7 — %t v R &
T HMBEXRNA, BRMEICEE T 5 EEMNT, BIRAENT (5 ZEREGE
2B 2 BT OB 2 e BB IR B \ZBE3 B HT) . etk
B9 2 FEMHTOF B FGE T D AN T, BEMECH M
B9 2 EERK T ORELREFTT 2720 OIS, Aot Z2Mo
T B R O - RO E ORI D 2 KRR 255
72O DFENTIZOWTIX, ADaM T — ¥ v hEfREHTH &, fBHT 5
T =4ty hOFGPEITOWTIL, FEZ PMDA ITHRTH Z LN EFE
LV, ADaM 7 —X v h TRV Tr—4t v b & AW TRRRIER S
EOITFERDMER SN TV DIGEICS,. ERoAME, ZattoE
FRER L O - AEOREDORILIZEEDL D EATIC OV TIE, Y%
FEROFIIFREZ: ADaM ([ZEES LT — 2y NERRHTHZ &,
k. KB FERICHEENRESFEEHA~ORIZ OO L 7= T
IZOWT, BINTHIT T — %t v F &I 205 TR0,

ADaM [Z1%, #BRE L~ L DFH % & T Analysis Data Subject Level
(ADSL) EWH T =Xty bR3dHV, ADaMl T —X &> NEEHT 5%
REREICOWNWTH T INERE LR 672w, £7=, ADaM 7 —
Ay MCEDEMT 2RSS LT D=0, — MR ADSL T—% & v b
ZEEND, RBREMHEEICEHEINDIETOREREL G &2
L%, JRAIE LT ADal T — Xty NMZE®HHZE, TNHDOE
Bople LTk, XEEIOMA T, Bk GUBRERHEESL) | £
fEfERk (fEskFs) . #usk, E. BT onzigE, Hhl. Fi, &
W, fENTEM 2R 7 7 7 RO EE /2 X— AT A T 5 HBE Y
ST AEEDR D B,

ADSL LIS ADaM 7 —# & v MME, B E 3 28 % O ORI
UChE& BB O AE L VEDLZ LD, EBEESCT —XTA FIT
LONBEOHANEE CTHDHZ LICEETIHRETH D,

ADaM T —# ¥ v MZBWT SDIM T—X & v b &R UEEZ AT
LA, TOEHEOEME, WRZEILREETDZ &,

41.1.4 55—ty b7 7 A NBERIZONT



CDISC A= H#E|Z YL L 7= SDTM, ADaM & —# &+ ki, SAS Institute 3
AT DT —HHRE T +—~ > N TH D SAS XPORT 7 7 A /WAL T 4 —
<~ b Version5 20 (LLF [SAS XPORT =) &9, ) T, 15—
Ay he 1774 0ELTRRIHTAHIE, 2B, SAS VAT AIZLD
YERRIREIZ I SAS CPORT Procedure [IffEfl L7aW 2 &, HAGE TORLHEIN
WEPOWYI B X ONAEE (LT THARGEHEE] LWwWo, ) BvE
EFNDHT—HF Y MIBWTHFRERIZ T 7 A /LIEEUL SAS XPORT FE &
L., 77—ty MERFICHOWO N XT vy N USG5 e T
— XA RIZEDDH &,

SDTM K OY ADaM 7 —# & v M2 DWW T —ZtEy NAET AN
ZFE—ET DL,

4.1.2 T—%%ty NOEBEEROEOMOMHET 53CHE
4.1.2.1 7—Zky hOEEE

SDTM, ADaM 7 —# & v MBI D EREIT LN ZEI CDISC ITHiT D
DﬁmeL%ﬁKi@\Wﬁ@%ﬁﬁﬁ &x&4w/—h~@§%
EEXMLIERXO 7 7 AT O ET, fHnd 567 —%tE v b EF
U7 ANTICYFAT ALy — N EFRITKEM L TiRIET D2 &, EFX
EDT7 7 A V41T Tdefine.xml ] &35, EREONKFELTUL, T
—&ty b, B EHEORYVELME, KOKHIHGES=— FIZET
HEBNDEEND, HEFOBRIZIIN—Varzaddbnl L,

KRBEOTZDIZHW G L FHFEEEHI B W TR S 5 TS5
& AT T — &ﬁ/%&®%%@%ﬁﬂﬁ%?%6:k@\%Wﬁ%?
—&%%mt%mﬁﬁ%Mﬁ_ﬁwét ICEETH D, ;of
ADaM 7 — %t v MZBT 5 7E I, 401 L3S T A RE, ek
D FEE 55 R K O - %i@ ﬁ@ﬁ% %bé%xﬁ%ﬁ%%ﬁ
572D DRI O T, fENTHRE R & X3 DT — 2 & > FOF A
SNAHEHELOBRRE ST R A Z 7 —4% (Analysis Results
Metadata) NEENDZENLEFE LV, ETERA XY T —ZITBWT
X, BEITICOWTU TOHENEEND Z ENEE LY,

o IRBRIRTEIRE FITRR SN DRI R A R T R S E KR ORRA
o fRNTOWNE & FEHiPE S

e HTZNTA—HLZLEa—R

o ENTRIG L IR DL

s EHTHZT—HEY L

o fENTRIZR LD L a— RORINILHE

o MRATEIEEICEBIT OIS T HECH. T e T A4 BRI TIED

HEmE
o ENTHIEICKHIS T DT 7 1 7T A O R

TR A X T — 2 ORICHO W TIEAEEZRTE Y CDISC |2 Lk 5
Analysis Results Metadata Specification for Define—XML 75?5"%3%“9:
THIEELETHN, ERXEICEDTHRET S Z EARERGEITIE.
eCTD 8% M O eCTD Befle\ NEENZ & - TED BTV % PDF (2 i@%%%ﬁ
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THZENAERTH D, B, EXRZFIIBWT, HENHAGEICX
DIER STV THELLKZ R0,
4.1.2.2 FERA ZEFHEZE (Annotated CRF)

ERAT = JEFIEREE (UL lAnnotated CRF) &W9 . ) 1. CRF (Z
FONEINDGT—FOKEHB E, T—F &y MTEENDLEEE X
NS TCEFREZR LI DTH D, CRF OEHICHINT AL LT,
CDISC FEHEZHEPL L 727 — X & v M OWTIE SDIM D& %= W5,
HAROFHE ST HEIZ DWW TIE, CDISC 1225 SDTM Metadata Submission
Guideline (SDTM-MSG) & L 725,

CRF I X VINESINT=T —ZIIFREZRFR D SDIM 77— & & v MTHSHH
ENTE|EENDZENLEE LV, #HERARAWT—XHALND S
A X, Annotated CRF ETIIHEHT —& vy MZEENLTWVRNE
MWL RRETDHEEDIZ, EENRVEEBEZT —X U A FIZiEHE
THZE, L. FOEHAPALH LD O WTIER#H T IHLE
X720,

Annotated CREF @7 7 A ATERIZ. JRHI, eCTD J@%EN&% N eCTD B\ i
HZ X TEDHHITCWS PDE & L, 77 A 4IE Tacrf. pdf) &9 5%
Zl, FHIELTSDIMT—&tEy FERIU 7 A VZITHEMNT D Z &,
4.1.2.3 7—FHA K

KRFEROFEEBICL DT =2ty NONE., B OHMZ L
THELBIT, HFHICLDT—Z Yy MERIZHTZ-> TOT —HIE
YEDFIFR I OVERUWEIC B 23 2 FIRE & T 5728, SDIM 7 —#
Ty REO ADaM 7 — & &> FOZNZENIZONT, T—F vy NOJE
RECMATT =21 FEERL, FHIE L CRISET 2T —% v
FERIU 7 AV FITHMA L THRET 5 2 &,

SDIM =%t v MIET LT —% A RiZizd7e< E LU TOIHEE
EEabbH LT B,

o ERIREERA | 1RBREMETEEE T E

o ERRERBRFHEICER T B

o Moot KR, FEAOEDONA—TV g

o WERET — X DLW

o T HIEHEADOVEPNEICEET DB (NU T — g URERICEET S
)

F72. ADaMl T—% & v NMIBET DT —F A RITIZLLFTOHEENE

FNDTENEE LU,

o BRIRERBRA . 1RBREMEREETE

o fRNTT — &t v MBI 2 ERARRER G 2B A R
o HWONTEEE, IR, SEELREDONN—T 3
e HHOT Xty MBI IEER

o TFT—Xty FOIEKICET HHEER

e F—X¥v hOiHA
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o T HEEADOMERPWEICEHT HEH (N T = a URERICET S
BCE))

SDTM, ADaMl 7 —% &> NENENDT —X HA ROVEKIZHT= D, CDISC
BEEEIZBWTIT — 2 A ROEENR 7 +—~ v MIFREES I TOZRNA,
FHBICEOLNBIZOWTL, UTOERZRBICTH LN TE D,

o SDIM7T—%ty MIETLT—ZATA R

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

o ADaM7—%ty MIETLT—FAA R

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

A 3CEE, SRR, eCTD 5@ R O eCTD B\ MEENZIB W TED HIL T D
PDF CTHERL L. 7 7 A V41% SDIM, ADaM (2% L CZENEH [study-
data-reviewers—guide. pdf | [analysis—data-reviewers—guide. pdf |
ETDHIENLEELY, BB, T A RIFHARGETEKL TH 2
Lz 720,

4.1.3 BRI HEEDONN—D g NZONT

CDISC HEMEIZHEIL L 72T —Z kY P ROERE LT DICHZ M
9%, CDISC ¥, #ulHEE. FEEEIZOUVT, PMDA I3\ Taz T Adur]
REZR/N— 3 /1% PMDA @ WEB ¥ K (http://www. pmda. go. jp/) ZZMT %
&, B A=V a Oz ANAIRIEL, HEEEDAKRHFEEICREE TS
RHAEH B 2 R 5,

[Fl—HFEANTRROIN—Va V2T 22 EITE LA 20D, [[—
BRI T — LTS — U a Va5 2 b, R BB 0 — i
DRAALNZONWTHDON—=V a 2SR LUEGAICIE, L=V
3 U ROEOHBIZONWTT—ZHA RIZBWTHHT 52 &,

B OEERBRER O EMHTOT — X v MIOWTIE, KEKRRERDT
—HEy RBEI =V a VRS TWOHGEATH-TH, Hi— LA
=g VIZREVMERT A, N—=Ta U I L GRIRL - N—T 3
YOIBREH, B NN—T g UL OEBIIHTZ D EE LT REIZ DN
TIX, 77— 04 RIZiL#i+5Z &,

4.1.4 BREFIROFEEIONT

BUE, FRBHEBEFAOT — 2 2T 5720, Z< ORBIZHOWNWTE
NV IVIE B GEENE (Therapeutic Area Standards) 723, CDISCIZ K YA
BlS N TV 5, BEICEENAR SN TWAERIZOWTIERE OEREZ FIH
THZLEMTEHMN, A LIEEEZOWTIEET 4ty hOERERD
T—H A NIZie#T 52 L,

4.1.5 HAFET —F DY NZOWT

AARGECT —FWNE I, DOENEIEEEICEE L GA I —EDOFE#R
DR DONDRENN D HEEIZHOWTIE, HAGE TOREE DS LE )OI Y)
Thy, AARFECRH LT —% UT THRET—F] o, ) &k
M2 EMARETH D, HARGENE LD ATREMEDN & 2 25 D #i % RIHK
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2ITRT R, ZTHUTRDS SO TR,

HAGEEHEHD AL NZEENDIHAEDOHARET —X2 DT —F v b~
DORITER ORI TEIZFERIE LT T EBY 45, ok, B3
W %~

s HYUTHFRAAY (T—HFEY ) IZOWVWT, HRET—F¥Ev b
K OFEHTEED ASCIT THESIN TS LTt v hOAZRTHER S
Ter—4%%y b~ (LT I ErErT—%Ey b W05, ) 250D
Ty NEERTDH L,

e HAET ¥ty MIBAFEHEHOAZHAGEL L, ZALISMNT
Brr—2ty FER—ANBEOFERTFELEDTF—2LTH L,

e HAET—Hby bhl3EHFET—%ty MIBAGEEREA & 2K
JET BB T LTFHNOT — 2 EOEWVEREX 2L FE—OfEE L,
La— K, La—FRolEFt 2 o057 —%+% vy METH &35
&, B, THEY NOEREITIERTFTT Xy MIXT D
HODEHDOHRT L,

o T T—Fty NOHARGEHEBIZKZY T HEIICIE. EEOT
— X TIE2 W E N B N I5E i%ﬂ ( [ JAPANESE TEXT IN
SOURCE DATABASE | %) % #3252 &, &E@ﬂ@@t
AARGET — &%@ﬁ@WﬁXi@ﬁ@v:~k TT%M#%M
ENDDHGE. BT T Xy NHORET D I/:IHF‘L:EU\T
MHIGE L THN RN 5 2 &,

o ZOHFETFH| ( [JAPANESE TEXT IN SOURCE DATABASE] %) 1% 1
AR T —EBLTCE—DbDEH, T—2HA FRXIT—%t v
FDOEFE (define. xml) IZHRTAHZ &,

e HAREZGUEMESLa— R R MEICHIGNT 2 BATICITmEY) 75
RNIFGE LTINS D 2 & 7B, FE T 2T 548
B, TOIGETFHN R AEICKBIT H2MENH 572 51X, KBICE
ﬁ%oiéﬁk@ﬁ Z 2kt A B (1 . TJAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TOHAGELOXGTT 2T —2 A REIRT I L,

s PHITT Ay FEMEDT A NFIZEDDHI L, SDINT —4 &
v MIRHET 2 HARGET —Z 1y ME Tsdtm_j| 74 NVFITED,
ADaM T — %t > MZKHGET D HAGET — %t > M ladam_j| 7 %
NGO DH L, T—4ty MAKDRTNVLLIT25DT —H+
v R CRI—DObHDEHNA Z &,

e HARBHEHZEERW AL VIZOWTERHETOT =Xy bD
HEFFTED T ANVFITED, BET LT =4ty MEEH LN
&

7ok, JHAIE L CTHARGET —ZIZ DWW TIE SDTM O ADaM & 12 EFEo
BATETOIRET 22350, BARET — X 250K ARDOT —
2T TEND DHEEITIE, Z O®EPHE IOV CERIIC PMDA (24
RTDHZENEE LU,

13



4.1.6 FuZJ5r0EHIZONT
4.1.6.1 #/#HTH570r I A

CDISC FEVEICHEML L 7= HEESE 7 — X ICBET 5 7' mn /7 A & LTI,
4. 1L L3 WA, ZetEoEERE R OHE « AEORREORILIC
B84 2 AR BRAE B A 155 T2 O DFHTIZ OV T, ADal T — X & MERA
077 LR v 77 AR ZRD D, K707 T ME ENER
FERT F DOZEAERR OFR DR, T 7 VT X LAOMEENFE 72 B TH
D, HTLEH PDA OBREEICEBWTEDEEETT DI ENAREREAL T
WA E LTI 20EITR, 70, FFEDY 7 Moy =T o3—V 3 U
FRET 2D TIHRVD, vl T LaEk, ST LK (ER LA
L= a VAT A, VT MU T ROFEONR—T g ) ([ZBETAIERICS
W TT—2 A RliZBW it T 52 &, ~7mrzfLi-7 s
LEFEH L CWAEA, ~7n a7 A6 CiRRET A2 ENEE LN
N, ~rara s AORHBKERSGE, £, 7452y MR T
LADOVERR B IR Z ST ZRE L TR Y 7'a 7T A BIROFRH D REE 2456
L, T VTV X LD HHREEZEORH TE LA,

4.1.6.2 a5 LDT 7 A NER

4.1.6.1 TRTEBY, 707 T NIFFEDY 7 Ny =T —V g 2
[RET 5D TIIRWD, 77 ANVAITITTY 7 N7 = T M5 U= 3EE
FEEDDZ b, YEETDRNWT 7 A VADYEITT 7 A MERIZEET 551
BHET—X A4 RiZghsnZ L,

4.1.7 B 1FEEER, FERIEKERERE O & OB RREER O fRIT I 5

CDISC FEHEZHERL L 7= RGBT — X IOV T
51 AR, RSN OO ok M OGP SEERREIR O f#ATIZ B2 CDISC

BRI ZVEIL U 7= RS 7 — 2 FOO T NT 4.1.1 76 4.1.6 L[REETH S
D, FRCHEETREFHEZLU NIRRT,
4.1.7.1 SDIMFT—#%& > b

IEWENIE T A — KX, ENEERNERN ST 258 R T T —Z L LT
ELZIBNDZ LMD, FYBRET — X M LT PC RAAL ATz, &
H ST SR ENRE R A — X % PP KA A NTHA L T3 228, PC K
AL EPP RAAL DT —H %> FOBRIL, SDIM 16 (2563 % RELREC Z1E
U CitAd 2 Z LNk LU, SDIM 16 (SEEDW - ER N IR 2 i 555
\ZIET —F A RETHIT 52 & TELILZRN,

7233, CDISC FRUEICHERL L 7= TBA LIS DT — X &> R & PC KA A & PP
RAA ANZEWR L TRET 25481, Fr—H U7 1 ICBT5FH (PC
RAA & PP RAAL OERTFIR, ZBEFEOBUREDPC KA A /& PP R A
A NCEHEENDIEROBNR) 2T —F HA RETHATLZ &, i, bL
—V VT 4 2T 5 HAIT, PC KA A U BIRWEIRE T X — X 2
BT 0B TR0,
4.1.7.2 ADaMT—HF &> b

1 H R OVPR HR R FE I B9~ 2 SR BN RE N OB RE /S ) i — 2 & v
k% ADaM JEA T 25813, IBINOMN TSN RE T ADaM 7 —# &~ b
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IZ R DB BG 2O THIUL, ZNHDTF—2 &2V EoDFT—ZE v k
ICEEDTHRA TR L TEH LW,

ST Z FAV 2 ADaMl FEX LI DT —H 1~ b & A&GRHIEERFC ADaM T
A L CHEHT B30, FEROMITICAWET — 42y FORHIFIARETH
5, 7212 L, 7—%ty MO s L—H B T ¢ TN EZ#H % BT
HRRERTHHEEIT. U%T— 4y MRE L ETHBT2 2R
TX 5,

4.2 FI1FEEER, BRARFHERERE ORAE K QR EERIROMITIZ BT 2 BFEE

T —HEIZONT

ERSREREIR O -7 — Z X 7 — R W OV i R SR L GE IR 0O H 55

BT — 2 N7 e 7T NEO BRI OWN T, BT & FHIHZ DL
TRT,

4.2.1 [FEPRIRFEEIR D E T —Z 1\ r—UBAE | 1221 T
[FEIR BRI DOE 7 — X Ny r— VUi E] X, #FEE 7T 4%

T—=R T2 A VAT LML VIERT AR —2 1A N ETCATISS

FE R B T — 2 HREHNE OISR D PMDA MERRT 5 Z Evt, CEE LT

RHTAZLIIRETHD, B, VAT LEERERICESF 77 AV E

ORI ABITIE, 3.7 HITRLIZEBD, TSV 77 A V&g T 5 2

LTI,

PMDA |23\ T TSR EBRFEIR O 17 — ¥ /Ny 7 —ViilHE ] Z2/ERT

LB IRERILITRROERBY TH D,

e Study ID (%aBR% A7 5 CF51)

o TFANNRR (TrANLEEGT) , "B, F—F TV x=A VAT AL
T 7 A NN RAE BEIRJIZGRAIAT T2, 7 7 A VN AD AT/
v,

o FEfi ST fEHT OFERE (STS (BEMERY KB RefEtr) | POP (RH4EM]
fi#HT) . PBPK (ZEERZZAOSEMEEGRE T L) XX Other (ZDfh) @
WMz, 52 HWTANT S, ) o 7ok, STS ITITEEHER 7 K ) fe
fiRAT &[R4 0D 5 15 CRENT S V7= SR BhRE / 3K ) 2 b & & e,

o T ANDORNEDHH, &7 7 A NVORHEMD T 7 AL & OBIRE
DEFFETE DIz RE T L, o, AT TEHHRALT
¥ 100 XFTH D,

4.2.2 HFEETT—F OEEHREHARICOWNT
REVER 70 SKEhREARNT . REEEFAMEAT B OVE BRSO 38 IR B 5l & 7 /L FRMT

DZENZIUZ DWW T T REFIHEALL FIOoRT, 2k, fffrofEEIC L

59, T—X&w & SAS XPORT B TR 285X, 7 —% kv b4

ET7 7 ANLITR—ETDH L,
7pB. T FEERBR. R SRR AR L5 0D Al K OV R SR BRAE IR o i T 12 B

TOHEETFT—F D55, CDISC EEICHER L 727 —Z 122\ T,

4.1.TICHEH 2 &

4.2.2.1 HEYER) 2 I BhREARAT
AN 70 SENREMRAT I Z BT~ 2 GEE -7 — X 12D\ T, ADaM LIS Dz
TfRtT T — 4t > NI A%, it —4% 2y NEKOYT—F Yy NE
REOFFMITREDOEBY Th D,

O T —42t > b
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HENRE I THE )T A — X ORI AW f#r T — %~ PR

IRMEHRE LTI )F2 /3T A — X OREGHFR R BRi N T fjdr T — &

ty b GLBHEFHEDOREMORZITST25E1IRLS) 2T 5, 7

7 ANMERIZL, FIZIXLLTOREANRE 2 6id,

e SAS XPORT &2 Gk xpt)

e ASCIT Format Data Files

e Phoenix Projects (k. phxproj)

e  WinNonlin Files Ck pmo. 3. pwo)

@ T4ty hEHEE

o T—Xty MEREITIL, D7 & LEEL L OEBOFA %
GHHZEEL, B4 EZBBIHERT HZ L, B, TR
RMEEEIEELI DL LEIT. TOF EEYX—VEIRT
HTETELIZR,

o Ty AnBAUL, JERI, eCTD @& M O eCTD BV VEENIZ L -
TEODHLILTWADPIF L3562 EREE LU,

4.2.2.2 BEREN (ETAICESL VI alb—Tariadte, )

RHEMAATIZ R T 2 HEEE 7T — X 2t 256, i —2t v Mk
W —4ty NEREOFMITRRO LB TH D,

O T —%t > b

FEARET IV, BHEET NVEEERRT D BRCRAEIIC VW, 4.2.3.2 D
\ORTETNNDT T T T KT 7 A KL LT T — %t~ h &z
H9 5, 77 A WVERL, FIZIELLTOERNE 2 5,
e SAS XPORT FE=(. Gk xpt)
e ASCIT Format Data Files
® F—Hxtv NEXREE
4.2.2. 1% T 52 L,
4.2.2.3 £AHZNEYEERETT VST (ETAVICEIK VY Iab—v
arvEaie, )
PR B R e T VAT IC BT D REEEE T — X R T A% A
HTD 7740, T—FEy NEROT—4t v MNEFREEZEOFEMT Feo
LB ThHs,
O ITICHWTEET L OMEE, RE LTI L OEB T A —2 D
B, T IR R ORRE ST EOB RN EEND 7 7 AV
7 7 A NMERIL, RO TELLZ R0,

© MmHRET —2EZ2E0HRKRBROT —2 v b
FREDY 7 by =T THRITCTEX 5 L9127 —% 1y M &ERCUIMT
L TCWAEAITIE, YUi%EF 7 7 (/L (Simcyp PE Data Files (xml J&
R) %) ZIEHTHZENLEE LV, B, BEDY 7 by =T HIC
T—%% v EERSUIM T L TCWRWEED 7 7 4 VERIT, TR
DI TE LI LR,

@B F—&tvy NEHRE
4.2.2.1Q% 2RI 52 L,

4.2.3 ulTr2EOREENRIRHANRICOWNT
4.2.3.1 HEYER) 2 I BhREARAT

S ENRE TSR ENRE /3 ) I BT A AT AR E U Z AU HE U T

TREFROFFHMI T L B THD,
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o fEHTTATY XA (BIZIX, HEpBEE T A —XZ DR GIEE)
ER FIRARMOT — 2 OB E, F2hE L 7= fT I B9 2 3EAm T &t
EELLOTHD, 2B, T —4% &y NERICYZERNE F
5 E (Phoenix Projects (k. phxproj) @ Text Output %) I,
ZTOBEWRTDHZLETELLZ R, £, MITRmES 1Y%
BRPEENDIHEAITL. TNOHEEETHIZETELL IR,

o T AN, EEORNTE LR,

4,2.3.2 BEREN (ETNMCESIKIalb—varzagl, )
BHEMBATICRE T B HFEE T — 2 24T 258>\ T, 7ns/ I A

Ty AN, FESERNHI SN T 7 ANKROT 0T T AFIEEED Y

Ral—val T T A NOFERIE RO ERBY THD,

ORA=2/8 NN %

BEARET IV, BIEET NG TR DT 0 75 K7 7 A Vi
H9 5, 77 AVERNE, BIZIZLLTORANE Z 55,
e ASCII Format Data Files

Q@ FERERERNHIENTZT 740 (NONMEM output 45)

BEARET IV, IEET VS OB ORERN G TN 17 7
ANERET D, 77 A MERT, (EBOATELL X2,

@ vIal—yvaWETET7rAL
V3al—valilBlTA7rANELT, vIialb—varT—X
EREIEDHEOOTa T T LT AN, U alb—a rOEMIC
W70 7877 ANKRY R 2 b—2 g URERARLIZKED
BT 0 77 57 7 A VEERNT 5, 08, 707 AR TE
RVEATE, T XN DAEEA R T2, e ST
LDT 7 A NRIT, (EEDOEATELLZ R0,

Fiz, s T AFIEELRHL, 20T TRRO LB L35,

o Ul TAEFETTHOOEMFIELTHT L LD TH S,

o Wl TuTTLATFANLKRONT 0T T LD EE D
HZEE L, WS ZZBIENT L2 &, ok, RSN
Tl T AT HICHT o T, RALDOIREE. K7L
BAIT O BN WEGEITIE, AN 1 7T AFIREORE
HITARETH D,

HIEBETFT —H %L CID & DFERIZONT
5.1 HFEEFT —FZ%E L CID D%

JFHIE LT, 2 COHFEETT — XL, eCIDNy 7 R—MHERIN5
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HAFEN G £ 5 ATREED & 2 EHOH

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable L abel Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
4t -
I3 REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
S S i} --RELNST Non-Study Char |dueto atreatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TOASPIRIN 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 COVAL1-|Req
COVALRN.
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".
SVUPDES Description o_f . Char Description of \{vhat happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . " L
CM CMTRT Drug, Med, or Char Vgrbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then
cM CMMODIFY Name Char CMMODIFY will contain the modified text. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
HYPERTENSION.
Reason for Dose Describes reason or explanation of why a dose is
EX EXADJ Adjustment Char | justed. Perm
Reported Name of .
SU SUTRT Substance Char |Substance name. Examples: Cigarettes, Coffee.  |Req
I~ SUMODIEY Modified Char If SUTRT is modified, then the modified text is Parm
Substance Name placed here.
U SUDOSTXT Substance.Use Char Substance; use consumptlon amount.s or arange of Perm
Consumption Text consumption information collected in text form.
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 |7 Char | \EMODIFY will contain the modified text. | o™
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 . . .
MH MHTERM the Medical Char Verbgt_lm or preprinted CRF term for the medical 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.




Domain |Variable . CDISC Notes (for domains)

Prefix Name Variable L abel 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 aExp
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
oS QSTEST Question Name | Char guestions used to obtain the measurement or Req

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

(2% : SDTM Ver.1.2., SDTM IG Ver.3.1.2 LAWK, Zeaid—EpEng)




B 3

B AFE
B 1) AAGEOEMEHEMFEZ ERETZOEEHMT 256

AE RAA Y (FEHTT—HEv F)

HAGBETT —HXINELZTF A MNHE

{HIZ

— Z BITTHE DB

DN TR FEFE LT ( TJAPANESE

TEXT IN SOURCE DATABASE| %) % #&#4% (AETERM %% H AGE TINEE)
Row |STUDYID [DOMAIN |USUBJID|AESEQ |AETERM AESTDTC |AEENDTC |AEMODIFY |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 |ABC1Z |AE 123101 )2 SOURCE DATABASE |13T13:05 _|13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 ABC123 |AE 123101 |3 SOURCE DATABASE 2005-10-21 embolism
Row |AEBODSYS AESEV AESER|AEACN AEREL
1 (cont) |Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont) |Muscul oskel etal and connective tissue disordersf MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont) |Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOQUT AESCONG |AESDISAB|AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY |AEENDY |AEENRF
1 (cont)| RECOVERED/ 4 1
RESOLVED
RECOVERED/
2 (cont) RESOLVED 1 1
RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER
AE FAA v (AAFET—Zt > 1)
AAGBCT—ZIE LT F A MEBICOWTIL, BABEEZZOEEHRNT D,
Row |STUDYID |DOMAIN |[USUBJID |AESEQ |AETERM |AESTDTC AEENDTC AEMODIFY |[AEDECOD
1 ABC123 |AE 123101 1 R 2005-10-12 2005-10-12 Headache
ey 2005-10- 2005-10- :
2 ABC123 |AE 123101 2 A 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 |3 N 2005-10-21 Pulmonary embolism
Row |AEBODSYS AESEV AESER |AEACN AEREL
1 (cont) |Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont) |Muscul oskeletal and connective tissue disordersf MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont) |Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT AESCONG |AESDISAB |AESDTH |AESHOSP |AESLIFE |AESMIE |[AESTDY |AEENDY |AEENRF
1 (cont)| RECOVERED/ 1 1
RESOLVED
RECOVERED/
2 (cont) RESOLVED 1 1
RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER

B 2) LD HAGEZIGRT 5 Z ENNETH Y |

i 14 % Jeih S04 2 A AAZ X

THVEND DGE

QS KAA v (T T —XEv )

Row [STUDYID |[DOMAIN  |USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 |QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEOL
2 ABCI123 [QS 123101 2 QSTEST?2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCI123 [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEO3
QS RAA Y (HAFET—HZEvY F)

Row [STUDYID |DOMAIN |USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 |QS 123101 1 QSTEST1 H 5 THil[H & 517 % 570> ?

2 ABCl123 |QS 123101 2 QSTEST2 B EFAPIILTEET ) ?

3 |ABC123 |QS 123101 3 QSTEST3 TS MRE LT TID?
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Datast: : XXXXX ( IXXXXX] 1IT7—Z &> M)

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

2 = Parent drug

3 = Metabolite

6 CMT

Missing dependent variable dataitem for DV
7 MDV 0 =Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

DI G ik A RS R
X2 ABHOPHERE TS &,



B 5

(B%E) T ur7LFEE

No.

Program file name *1

Description *?2

XXXXXX

EHYZ7 =7 OO Ver.@
ERBERY: « « « ITHWE,
ERRF ORI E A
T NS NI ANEMNT BT ANV E % FOITTHRET 5,

XXXXX <- "/ X2 44"
o« DT =BT FANERIET DT NVF E TRLOIT THRET D,

XXXXX<- "X A"
s TEHOITE TV I LEIATT D,

exportData( X X X X X)
HRE LT 7 AH (xxxxx) ([ZH SN CSV 7 7 A0 ( Ixxxx) ) 1Zxf
LT, ¥Iab—a D « « 7740 (0ooxxxx) #FE(71T 5,
e TURNT Yy b 77 A0 (xxxxx) &, ETHELEZZH/LE (xxxxx) T
RIFT %,
s TRLDITML 7 vl T ADOFETEHHL, RELET YN Yy v 774
T XXXXX) % giedr Z FENT T D

XXXXX <- importData(X X X X X)

XXXXXX

FHYZ7ry =27 . OO Ver.@
FERHBR : » - - IZHWT,
FEFRF O E A

X1: 70l 7Ly ANAKERLETH I L,
X2 s T L0 ERAY 7 =7, HHEBM, FHAKOEESS) 2T sZ L,



