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RWGERD D, ZOXORGE, HEEICID2MBAD RA A (L
T IHRELRALY ] W), ) ZEKT D2 ERROLNTND
DT, T—EBEGFDO RAAL LY LN 2R L ET,
SDIM D FEEEHT A RIZHEWHT AZ L R AL Bk LT — % 287 5
Tl MAXLARAAL VOPHIIVNE Lo E EbIIT—2 A
A RICERETDHL, £, WAFLRAAL DT —Z DM A
T HEAITIEL. ERIZ PMDA ICFER T H Z EMEE LUy,
4.1.1.3 ADaMl 7 —H v k

fiENTT — % 2 > N CDISC FEUE|Z 351 % ADaM [ZHEV SRR LR T 5,
FENTEHE SRR SN2 TOMATIZOWT ADaMl 7 — %t v F &
T HMBEXIRVA, BRMEICEE T B EEANT, BIRAENT (£ ARG
H 2B 2 BIR AT OB 2 e B EEN IR B (2 B89 B HT) . etk
B9 2 EEMHTOA B FGICE T D AN e fifHT, B0 F M
B9 2 EERK T ORELRETT 2720 OIS, Ao, Z2to
T B R O « RO T ORI D 2 KRB 255
72O DFENTIZOWTIX, ADaM 7 — ¥ v FEfREHTH &, fBHT 5
T =4ty hOFGPEICONTIL, FHEIZ PMDA ITHRTH Z LN EE
LV, ADaM & —# & v b TIERWT —# & v b & AW CIRBREIE R
BEORITFERDPMERL SN TV DIGEICS . ERoAIME, ZattoE
PGSR N OVHE - HEOREDORILIZE b B EHTIZ OV TIX, Y%
FEROFBIN TR/ ADaM ([ZEES LT T — 2y NERRHTHZ &,
k. R ERICHEBEENRESFEEHA~DORIZ OO L 7= #HT
IZOWT, BINTHT T — 2 v s 24T 205 370,

ADaM [Z1%, #BRE L~ L DIFH % & T Analysis Data Subject Level

(ADSL) EWH T =Xty bRdHV, ADaMl T—X &> NEEHT 5%
REREICOWTH T INERE LT iE 67w, £/, ADaM 7 —
Ay MR DB 2RSS LT D=0, — MR ADSL T—% & v b
ZEENS, RBREHEZECFRBINIETCOREEL T LR
L% %, JRAIE LT ADal T — Xty NMZE®HHZE, TNHDOE
BoplE LTk, XEEIDMA T, Bk GBREmHEESL) | £
fEfERx (fERXFs) . #ush, E. BT onzigE, Hhl, Fi, &
W, fENTEM 2R 7 7 7 RO EE 2 X—RA T A BT A
ST AEHRDN B 5,

ADSL LSRN ADaM 7 —# & v MME, BHIE T 2 % O ORI
UChE& REBOMERRAE L VEDLZ LD, EBEESCT —XTA FIT
LHONEBEOHRHNEETHL Z EICHETHIRETH S,

ADaM T —# ¥ v MZBWT SDIM T—X & v b &R UEEZ AT
LA, TOEBOEME, WRZEILREETDZ &,
4.1.1.4 5—Zty hDO7 7 A WERITHONT



CDISC = HE | UEHL L 7= SDTM, ADaM & — &t » ~iZ. SAS Institute 2%
NG DT —HERIET 4 —~ > N T&HD SAS XPORT 7 7 A NVHRIE T 4 —
<~ b Version5 JE2 (LLF [SAS XPORT =) &9, ) T, 15—
Ay bl 7740 LTRETLIE, B, SAS VAT AIZLD
VERRFIZ1E SAS CPORT Procedure (FfHEH L7722 &, HAGE COREEN
WEPOWMYI B X ONAEE (LT THARGEHE] LWwWo, ) BvE
ENDHT—H Ty MZBWTHEERZ Y 7 A VAU SAS XPORT £ &
L., 7—%%y MEEFFICHWO -T2 v b XIHF 5t %7
— B TA RIZEGhH T &,

SDIM }e DN ADaMl 7 —H & v MZOWTIE, T—F kv M E 77 AL
ZIFR—E 352 L,

4.1.2 T—4%%ty FOERELDZDOMOAET 5 3GE
4.1.2.1 F—HZty FOEHE

SDTM, ADaM 7—# -t v NMIBET 2 EREIXZN LI CDISC IZBI1F 5
Define-XML FEHUZ LV, WERDERVDAIGERA X A VT — h~DEHR
ZELXMLIERD 7 7 A MZE LD ET, M dT 275 —%% > kL
CT7ANTICHEAX AN — TN CTIRET D 2 &, E5
EDOT 7 A N4 Tdefine.xml] &5, EREONKELTIX, T
— &ty b, B, BRORYEHME, LORHHES =2 — RIS
HEBRNPEEND, HEFEOHERIZIINN—Va L 2EZD5HT &,

EKRFEEDT-OITHW LIS HEEEEHI IV TRR I 1D MEHT S 5
ERNTT — 2ty P EDOBBROIENES TH D Z L, BKRRABRT
— AW AREEAMIBICEDA-DICEETHSL, Lo T,
ADaM 7 — %t v MIBET2EREITIL, 4. 1. L3I TRTAME, 2ttt
DO FEH /e FER KO « FHEOBE ORI B D 2 AR R R4 15
572D DFENTIZ DWW T, TR R & b3 2T — 2 &~ R A
SNDHEHREEOBEBRERTINTAER A X7 —# (Analysis Results
Metadata) DNEFENAHZENEFE LV, EITHERA X T —ZITBWT
1L, BFIITIZOWTLUL FTOHEADREGENDL Z EDRHEE LU,

o IBBRRIE IS E ISR R SN AMITRE R & T IR % L VR R4
o fRENTONRE & FhiPhH

e [HHTHZNRTA—HLLa—FR

o fRMTRIGR L 72 Bk

e HHTLHZT—HXE>h

o fRMTRIZRE72D L a— RO@RINLYE

o fRMTEHEEICE T HRHST HELEL. T n T T A4 AT IED

HERE
o FRMTHIEICKHS T DRI 7 e 7T A O

RNTFER A X T — X ORI HOWTIEA[EEARFR Y CDISC 12 X 5
Analysis Results Metadata Specification for Define-XML Z %% &
THZLLTEHN, EBEBICED THRET S Z ENRERSA I,
eCTD 181 M Y eCTD B\ Nl AN L - TED H31 T 5 PDF I X Y B4R H
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THZENARBTH D, B, EXRZFITBWT, lENHAGEICX
DIER STV THELLZZ R0,
4.1.2.2 RS EFIEREZE (Annotated CRF)

ERAT ZJEFIEREE (LLF lAnnotated CRF) &W9 . ) 1. CRF (T
FOVNEINDGT—FOKEHBE, T—F &y MIEHEENDLEEE T
NS TCEBREZR LD TH S, CRF OEBICHINT AL LT,
CDISC FEHAEIZHEPL L 727 — X & v MOV TIE SDIM OE %= W5,
FARROFHE ST HEIZ DWW TIE, CDISC 12X % SDTM Metadata Submission
Guideline (SDTM-MSG) 2™&#E L 725,

CRF I X VINESINT-T —ZIIFHEZRFR D SDIM 77— & & v M TSN
ENTE|EENDSZENLEE LV, #HENARAWT—XHALND S
BA X, Annotated CRF ETIIHEHT —& v MZEENLTWRNVE
MWW HERRETDHEEDIZ, EENRVEEBEZT —X U A FIZiEHE
THZE, L. TOEHAPALL LD O WTIER#H T IHLE
X720,

Annotated CRF @7 7 A ATERIZ. JRHI. eCTD 3@%E1 &% R eCTD Hefl\ i
HZ X > TEDHHINTCWS PDF & L, 77 A VZIE Tacrf. pdf) &9 5
Zl, FHIELTSDIMT—#tEy MERIU 74 VZITHEMNT D Z &,
4.1.2.3 T—H2HA K

KRFEROFEEBICL DT =2ty NONE., FBEOHMZ L
THELBIT, HFHICLDT—X Yy MERIZHTZ-oTOT — X IE
YEDFI FR DL OVERUWE IC B 23 2 RIRE & T 5 728, SDIM 7 —#
Yy FEWN ADaM 7 —4% &> hOZFNEIUZHOWT, T—F &Y FOE
RECMATT =21 FEERL, BHIE L CRIST 2T —% v
FNERIU 7 AV FITHMA L TRRET 5 2 &,

SDIM & —# -t v MIET LT —% A RiZizd7e< E LU TFOHEE
EabbH LT B,

o BRIRERERA | 1RBREMETEEE T E

o ERREBREHEICER T B R

o Moot KGR, FEAOEDOANA—TV g

o WEBRET — X DFW

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

Flo, ADaM T—F vy NMIEHT AT —F A FIZIZLLTOHEE RS

FNDTENEE LU,

o ERIRERBRA . 1RBREMEREETE

o fRNTT — &t v MBI 2 ARG W 2B 5 R
o HWONTEEE, IR, FEELREDONN—T 3
e HHOT Xty MIHETIEER

o TFT—XEy FOIEMKICEET A ER

e F—X¥v hOiHHA
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o T HEHEADOMERPWEICEHT HEH (N T —a URERICET S
BCE))

SDTM, ADaMl 7 —% &> N ZENENDT—X HA ROVEKIZHT= D . CDISC
BEEIZBWTIT — 2 A ROEER 7 +—~ v MIFREES TR,
FHHEBICEDLNFIZOWTL, UTOEEZRBICTH I ENTE D,

e SDIMT—%ty MIETAHT—ZHA R

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

o ADaM T —%tv MIETHT—ZHA K

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

A 3CEE, JRANL eCTD 5@E1 R O eCTD B\ MEEINZIB W TED HIL T D
PDF CTHERL L. 7 7 A V4 1E 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 fEHT HERED/ S—T 3 2O T

CDISC HEMEIZHEM L 727 —F kY P ROEREFE LA T DICHZ Y M
9%, CDISC e, HulHEE. FEESEIZ-OUVT, PMDA (23 TaziF Adur]
REZR/N— 3 /1% PMDA @ WEB ¥ |k (http://www. pmda. go. jp/) ZZMT %
&, B A=V a Oz ANAIRIEL, HEEEDAKRHFEEICERE TS
RHAEH B 2 R THIT 5,

[Fl—HFGEANTRRLINN=Va V2T 22 EITE LA 20D, [[F—
BRI T — LTS — U a VA5 2 b, R BB 0 —
DAL NZONTHON=Y 2 Y 2R UTEEIZIE, B L A=Y
2 U ROPEOHBIZONWTT —Z A RIZBWTHHT 52 &,

B OEERBRER OGN OT — X v MIOWTIE, KRR D T
—H Y RBEI =V a VRS TWOHGEATH-TH, H— LA
—Va VIHEWMERT D 2 L, N a VIR L TR Lo = 3
YOIBREH, B NN—T g UL OEMIIHTZ D EE LT REIZ DN
TlE, 7—F A FiZiEg#+52 &,

4.1.4 BIBEEROMERE OV T

BUE, FRBHEBEFAOT — 2 2T 5720, Z< ORBIZHOWNWTE
NV IVIE B GEENE (Therapeutic Area Standards) 723, CDISCIZ K V2N
BlS N TV 5, BEICEEDRAR SN TWAERIZOWTIEE OEEZ FIH
THZLEMTEHMN, FHLIEEEEZOWTIEET —4ty hOEREKD
T—H A NIZE#HT 52 L,

4.1.5 BAFET —HX O NN T

AARGECT —FWE I, DOENEIEEEICEE L GA I —EDO R
DR DN H DHEEICHOWNTIE, HARFETORHE AL E ) DmEY)
Thy, BARFECRH LT —% UT THRFET—F] 0o, ) &R
M2 EWARETH D, HARGENE LD ATREMEDN & 2 25 D 6 % RHIHK
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2ITRT N, THICRDS SO TIE AR,

HAGEHEED AL NZEENDIHAEDOHAET =2 DT — Xty b~
ORI TIER O FEIZFERIE LT T LB E95, 7. B3
W2 %~

s HETHBFRAAY (T—HFEY ) IZOWVWT, HRET—FEv b
RO HTEED ASCIT THIESIN TS LTt v FOAZRTHER S
fer—4ty b CAF 13T —%8y b LW, ) 250
Ty NEERTDH I L,

o HAET—¥ty MIBAFEHHOAZHAGEL L, ZHLISMNT
Brr—2ty hER—ANBEOFERTFEDTF—2ETH L,

e HAET—Hby bl3EHFETr—%ty MIBAGEEAB & 2K
JET B R TLTFHNOT — 2 EOENWVEREX 2L H—OfEE L,
La— K, La—FRolEFt 2507 —%% vy METH—ET5
&, B, Tty FOEREITEETFT Xty MIKT S
HODEHDIAT L,

o T —Fty NOHARGBEHBIZKZY T HEIICIX. EEOT
— X TIER W ENH BN IE5E jz%ﬂ ( [ JAPANESE TEXT IN
SOURCE DATABASE | %) Z #4352 &, &E@ﬂ@@t
HARGET — &%@ﬁ@ﬁﬁXi@ﬁ®Vn~k 7T%M#éz
ERHHGE. BT T —X2y hHOXST 5 I/::I~F‘L::F5b\f
ST S e S i R R

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

e HAREZGUEMESCZ— R R MNMEICHIGNT 2 BATICITmEY) 7 g
ARSI FFE L TANE N T D 2 b, 7o, BB LT AN AT 58
B TOIGETFHNEHBEICKBIT 2MENH 572 51X, KBICE
ﬁ%oiéﬁk@ﬁ_%@&ﬁm%ﬁb(%:FMMM%TMTW
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TOHAGELOXGTT 2T —2 A REITRT I L,

s PHTT Ay FEMEDT A NFIZEDDHI L, SDINT —4 &
v MIXRT 2 HARGET — Xy ME Tsdtm_j] 74V ZIZED,
ADaM T — %t > MZkHGET D HAGET —% &~ M ladam_j| 7 %
NENZEGODHI L, T—4ty MAKDRTNNVLIT25DT —H+
v R CRI—DObHDEHNA Z &,

e HABHEHAZEERWVWRAAL AZOWTIHERFTOT —F Ly FO
HEFFTED T ANVFITED, BET LT —4 8y MEREH LR
&

7ok, JFHAIE LCTHARGET —ZIZ DWW TIE SDIM O ADaM & 12 EFEo
BATETOIRET 22 &350, BARET — X 25 0lRRARDOT —
2 EEHT 5 TEND HHGAEICIE. T O®EIPHSEZ OV CEHFIIZ PMDA (241
RTDHZENEFE LU,
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4.1.6 T ZZ LOEEHIZONT
4.1.6.1 £ T57m 77 A

CDISC AEUEZHEIL L 7= HGEE 7 — X ICBEET 7 e /7 AL LT
4. 1. 1.3 \RTAERNME, 2280 EH R K OHE - AEOR ﬁ@ﬁm
B840 2 B REERAS A 15 D T2 D OFRHTIZ OV T, ADaMl 7 — & & MERKH
07T AR 7 0 77 AOREERD D, /70T AE. TN
EHT H OZEAERR OMFE O, T 7 VT Y X LOMEENFE 72 BRI TH
. MFLE PDA OBRBEICBWTEDEEFTT D 2 ENATRERIER LD
N E LTI 20 B30, 70, FFEDY 7 b =T 03—V 3 I
FRET 2D TIHRVD, 71T LalErk, ST LR (EH LA
L—al VAT A, V7 M2 T ROFEONN—T g ) IZBETHIERICD
W TT—2 A RlZBW Rt T 52 &, ~7rzfHLi-7 s
LEEHLCWAEA, ~7u7a /I AR CiRETHZEREE LN
N, vruarar g AORHBKNEERGE, £, T—4FEy N s T
A@%ﬁ%%%ﬂ%&%:éﬁbf%@fmﬁ?A%%@%mﬁﬁ%ﬁ%é

ZIE, AT T V3 R DA HARREE DR TE LK 720,
4.1.6.2 707 D7 7 A IER

4.1.6.1 TRTEBY, 707 T NIFFEDY 7 Ny =T —V g 2
[RET 2 HDTIHRVIN, 7 7 A NN Y 7 b0 =7 0Mb 5 UT-35E
FEEDDZ L, YEETDRNWT 7 A VADYEITT 7 A MVERIZEET 551
BHzET—2 74 RIZEHH T L,

4.1.7 5 1 AHREBR, FR AR SR ARBR S 0 Al M OV PR SRHL SR O it I B9 5

CDISC A HEIZHEHL LU 7= FIEEEE 7 — & DN T
51 FERRER, RSN SE OO ik M OVG PR SEERREIR O f#ATIZ B2 CDISC

ﬁﬁuﬁ%bﬁ%ﬁ@¥?~ ZEOR N 4.1.1 225 4.1.6 LFEETHD

. FRCEETREFEHE LD TORT,

4.1.7.1 SDIMT—%tw b

%%@%N?X—&@\%ﬂﬁ%ﬁ%ﬂmﬁﬁéﬁﬁ%ﬁﬁ?—&tbf
EHLRDLNDIEND, HYRET — X ZRA LT PC KA A ATIA,
H ST 3RENRE R T A — 4 % PP KA A AL T35 2 &, PC I\
AL EPP RAAL DT —H Yy FOBWRIL, SDIM IG (2555 RELREC A1
B UCEHT 2 2 EZEE LUS, SDIM 16 123 N A i 52
WZIET —F A RETHIT 52 & TELIZRNY,

7233, CDISC FRUEICHERL L 7B LIS DT — % &> & PC RAA & PP
RAA AZEE L CIRHT 25581, FL—0E VT 1123+ 5FHFHE (PC
RAA & PP RAAL L OVERTFIR, 2R ORREDPC KA A & PP R A
A NCEHEENDIEROBR) 2T —F WA RETHATLZ &, e, ML
—H VT 4 2T 5 AT, PC KA A VB IRWEIRE T X — % 2
N R/ A AN
4.1.7.2 ADaM 7T —#%& > b

1 H % ONR FRR EEL 2 B3 2 SR B e K OSREhRE /3 ) it T — 2 2 >
k% ADaM FEA CHEH T 25813, IBINOM TSN RE T ADaM 7 —# & » b
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4.2

IZ R DB BS 2O THIUL, ZNHDTF—2E2U0EODFT—ZEw k
IZEEDTHRAITIRE LT LUy,

FENTIRELZ FAV 2 ADaMl FER LIS DT —H 2~ k& A&GRHIEERFC ADaM T
B LU TIRHT 256, EROMITICHW T —% &> FORHITIAETH
Bo 12120, T—H%y FEOD N L—Y U T ¢ SOTNE 2T 5 £ T
HRRERTHHEEIT. U%T— 4y MRE L ETHBT2 2R
TX 5,
55T AHRRER, B SEPREERSE OO pioiE M OV R SEPRAEI O fFAT |2 B9~ 5 H 5
FT—HEIZONT
ARSI O -7 — & /Sy 7 — VRIE ] 3 ONC i R BRI D F

BT —X M OT 07T NEO B 72 HNEIC OV T, YL & HIF A L
TIRT,

4.2.1 [EGPRHEPRREIR D 7 — & 7\ o — VRiE ] 12O\ T
[FER BRI DO E 77 — X Ny r— Ui E) X, #EET7T 4%

T—= R 2 A VAT LML VIERT AR —Z LA N ETCATISS

FE R B T — 2 HRHNE OB SRS PMDA MERRT 5 Z Lt CEE LT

RHTAHAZLIIRETHD, B, VAT LAEERERICESF 77 AV E

BORHTHRICIE, 3.7 I_IRLIZEBD ., TSV 77 A v aigT 5 2

TR,

PMDA (28T THRARIEHEGEIK OB 7 — ¥ /Sy r— Vil E | Z21ElRT

LB IERILITRROERBY TH D,

e Study ID (%alBR%A AT 5 LF51)

o TFANNRR (TrANLEEGT) , "B, F—F UV x=A VAT AL
77 A NRRA L BB G RIATe 720, 7 7 A VR AD AT
A

o FEf ST fEHT OFERE (STS (BEMERY 2B Refigr) | POP (RH4EM]
fiEHT) . PBPK (ZEFRFHSEMEEEGRET /L) XX Other (ZDfth) @
WMz, W52 HWTANT S, ) o 7ok, STS ITITEEHER 7 KB e
fiRAT & [FIAR 0D 5 15 CRENT S V7= SR BhRE / 3K ) 2k & & o,

s T ANDOHNEDWRH, &7 7 A NVOHECMD 7 740 ORRYE
NEFETE DL OICEMARETH &, B, ANTEXHHRKRLT
X 100 XFTH D,

4.2.2 WEEETT — X OB ERHRNREIZ OV T
REVER 70 SKEhREfRNT . REEEFAMEAT B OVE BRSO 38R B 5 & 7 /L fRMT

DENZEIUT DN THERLT REFHIF AL FIR T, 70k, T OFEIC X

59, T—X&> F& SAS XPORT IR TR THBICIE, 7 —% kv b4

ET T ANGIRE T D L,
7pd. T FERRER, ERIRSEPREERSE O Al M OV IR SR BRAE Ik O fi AT 12 B8

TOHBEEFT —FXDIH, CDISC BEHEICHER L 72T — X IT OV T,

4.1.7TI20EH 2 &,

4.2.2.1 FEAER 72 SEY)EhREMEHT
AN 70 SENREMRAT I B~ 2 GEE 77 — X 12D\ T, ADaM LI Dz
TfRMTT — %ty N A%, T —4% 2y NEKOYT—F Yy NE
FREOFEHI RO LB TH D,

O T —42% > b
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SEMEHHE I TFES )R T A —Z OBEHICHW T — 2 > R

FRMEHRE XTI ) F2 3T A — X OREGH AR R BRa N T fjdr T — &

to b GLbBHEFEDOREMORZITST2HEITRLS) 2T 5, 7

7 ANMERIZL, FIZIXLLTOREANRE 2 6ihd,

e SAS XPORT &= (*. xpt)

e ASCIT Format Data Files

e Phoenix Projects (k. phxproj)

e  WinNonlin Files Ck pmo. 3. pwo)

@ T4ty hEHEE

o T—XEy MEFREITIL, D7 & LEEL L OEBOFA %
GHHZ LU, B4 EZBBIHERT HZ L, B, TR
RMEEEIREL DL LT, TOE ERYX—VEIRT
HTETELIZR,

o Ty AnBAUL, JFERI, eCTD @& & O eCTD B VEENIZ K -
TEODHLILTWAHPIF L3562 EREE LU,

4.2.2.2 RHEMMENT (ETVICESS I ab—va a8, )

RHEMBHTICBE T 2 HEEE 7 — ¥ 2T 2546, i —4%t > b
WTF—4ty NEREOFMITRRO LB TH D,

O T —%t > b

FEARET IV, BHEET NVEEVERRT D BRCRAEIIC W, 4.2.3.2 D
ORTETNNDT BT T KT 7 A KL LTZfir T — %t~ b &
B35, 77A0ERT, BIZIZLLTORANE Z 65,
e SAS XPORT B2 Gk xpt)
e ASCIT Format Data Files
® F—xtv NEXEE
4.2.2. 1% R+ 52 L,
4.2.2.3 HEHPIEYEETRETT VRN (BT MIZESL I a2 b—v
a v EEte, )
AEPREEH R G e T VIRATIC BT D EEREE T — X 2RI A %A
fHTD 7740, T—FEy NEROT—Xt v MNEFREEHEOFEMT FReo
LB Ths,
O BITICHWTEET L OREE, RE LTI L OEB T A —2 D
B, T IR R ORRE ST EOB RN EEND 7 7 AV
77 A NVERIL, RO TELTZ R0,

© MHRET — &2 E0HRKRBROT —2 v b
FREDY 7 by =T THRITCTEX 5 L9127 —% &y M &ERCUIMT
LTCWABAITIE, M%ETF7 7 (/L (Simeyp PE Data Files (xml J&
R) %) ZIEHTHZENEE LV, BB, BEDY 7 by =T HIC
F—2Yy FEAERXIIIMLT L TWARWEED T 7 A VIERIL., (EE
DI TE LI LR,

B F—&tvy NEHRE
4.2.2.1Q% T 52 L,

4.2.3 7077 NEOBARREHNEIZONT
4.2.3.1 FEAER 72 SEY)EhREMEHT

BN TSR ENRE /3 ) I B3 A AT AR E U Z AU HE U T

TREFWOFFHMI T L B TH D,
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. %ﬁ?WSJXA(@ X, EYEhRE T A — X ORI HIESE)
B NRAMOT — % OB, JElii U 72 AT IZ B3 5 FEM S
%é@%@f%é B T — Xty FARICYEE RN E E
A5 E (Phoenix Projects (k. phxproj) @ Text Output %) 3.
%®E%%TT5 ETCELIAR, Eio, T mEEICYL
BB G ENIGAIT. TNOERBHETHIZETELI IR,
o T AR, EEORATELILZIR,
4.2.3.2 REEMRNT (BT MICESL I ab—ya a5, )
RHEMRITICRE T2 HEEE 7 — & 4T 2858120\ T, 7rn s I 4
TrAN, FERFERNHE I ENTZ T 7ANVKROT 0 ST AFIEESED
Ral—ya T2 7 7 A NVOFEMIE TRRO LB Th D,
O TuersIr7rAN
HARET IV, BIEETNVEERWTNTREO T 0 7T 57 7 A4 ViR
H3 2, 774 VERIL. IR TFORERNE 2 55,
e ASCII Format Data Files
@ TERERERNHIIENTZT 7 A (NONMEM output %%)
BERET IV, BHEET NVEE TR ORER DN G EN L 17 7
4/1/72%:55’1?‘6 774)/1/}1:/ 3. fiaO)ﬁ/EﬁT?‘éLizﬁb\
@ vIal—ya BT AL
Val—ya BT AT AN ELT, YIal—YarT—H
EREIEDHEOOTa T T LT s AN, VI alb—Ta rOEMIC
W7l I 877 ANVKORY R 2 b—y g URERZR LEZKED
@ﬁfﬂf?b774w*%ﬁm#6 B, T ANREHTE
RWNGEIE. TT Y RARDrHREERE T A2, T T
DT 7AW, EBEOEATELL 20,
Fo, el 7 AFIRELRE L, ZOFEMITRROLERD &35,
o ul I AEFATTAHIOOHEMFIRETIEHT 5L DO TH S,
o Ml b, TulITATFANKKROT T T AOFHM EE D
HZEEL, WKBZZBIENT L2 &, ok, RSN
Tal T AEERTHICHT o T, NALOIREE, FRl 2
BRAAT O MENRWGEIZIE, BRI v 7 T ARIEEDHE
HIFARETH B,

HEEE T — 2% L oCID & OBHRITHOUNT
5.1 HFEETT —X 5L CTD DR

JFHIE LT, 2 COHFEETT — XL, eCIDNy 7 R—UMHERIN5
ZENEUITHD, LR, eCTD MK N eCTD BV @A R
EIC XY eCTD T A8E1%. eCTD Ny 7 R — 2 TN eCTD 7 + L 211G
WCHEEEFT — X IR AIEBRXII 7 7 A VGO L, 72720, %1%
DIRATER—BICE#ET 2 HEEE 77 — ¥ O oOF R AR5 E T LI
T5Z &,
5.2 IN—H WA MZXD eCTD ZAfHEF D HAS

eCTD 42T D BIE., N—X YA ML ERNERETE B L OWE 2
WaE AL, eCTDZAFE B ERETH L, REREFEHROFNILLTO@ED T
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o HIFHMN B ORI
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o CHHIHFE T —EHEEDR]

o IER, ZEDH|

o EHTEH
5.3 mR—HF WA F&EI LTz eCTD D

eCTD DIEHIZH TV . HEEE IZMAIEHRE R —F v A b ETRE, BN
XIFANT D, FIEROFENILLFO#EY TH D, B, £ETOHEBIZOW
TIRH O NI G, BIRXIIATIZ RO LD TIE7e0,

o IEAR, ZF, EX, NT77 b, ZEEOH

o HF— MU xAZNEE
eCTD A2+
RS
B (=2— 1)
HEEX Sy
H 3 dh B O— A4 FR
HaE L B DIRGE4
TANATF = v 7T B R

o XMLAYAXUA (eCID Ny VR —2) OF = v 7% LEEE
o EhEMEREREE

o KHHIMFE I (R eCTD HffiHH 24 D3EE 4

o &

FRRA R, B|PROUIATI L%, 2T 25 eCTD O by T LUL T 4L
R Rm—H YA h ETEE L, PDAICEET D, R—F YA k EDEK
7 BBl DWW TR TR T,

5.4 R—H YA FEA LT S 72 eCTD D32 1E

PMDA 135218 L7z eCTD IZKF LA NV AF = v 7 RO F—3 3 & FELT
L. £k & & HIZ eCTD 8 I DOk iiAs K2 HEEE I H#E T 5, eCTD
X350 77— a3 CRNFIE, KHIE LT PMDA @ WEB A k
(http://www. pmda. go. jp/) ZABHT 5 eCTD fRFEY — /W DOEfE~==2T7 /L
BEBEIITHI L,

5.5 eCID 74 7HA 7 )V L HFEETT—X DOB%

HEEE 7 —ZITFREEICRA T REER O Thbr Z b, HEEE
FT—H%EE GBI, BEESUIHIER) T2, eCIDEWET 52 &N
WY CTh D, eCTD L HEFHEE 7 — ¥ 20 CTIRET 256, 3.3 IR THGE
BT — X IARDINERETRET 52 LT, YEHEE T — & & BT
% eCTD OFFENFREL 725, WiFE 7T —F 2T 51H720, LLTD
RICEETHZ &,

@ eCTD #IEFEHFFCHEH T A HEEE T — 4
PRI BT D RGEE 7 — ¥ 212 L. PMDA D HGEE 7T — 4
S REEAS 2 S T TR0, WIS BE T D HGEE T — ¥ A B iR
THZ LI TER0,

@ MEICHT LRI D HEE T — 4
ST ARIBICIT T 2 HEEE 7 — 1L, FFED eCTD &M
Fem LR IET, REORMERE LTHR—Z YA F&5 L TR
T2,

® eCTD ETHFIZHR T D HEEE 7 — 4
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e LFOTHRHELEHEBEFT—XD 55, PDA 2 eCTD XETHICE
DHHEDOLE L TRDIZH DL, eCTD ETRHC ERITIRH T 2,
o BERHOREEFT —X L DESOLZRMNT 5, LLRTOR H
HHCIRHLZHEE T — 4 2 ERET 24 E T 720,
o HFEHBTT —FLSMNTIRET D oCTD BRINMEE L WA, $2H
FFIEIZ DOV TERTIZ PMDA IZFIRE T 5 2 &
o PMDA MO HGEETT — X ZHEEREZ T 21212, Ytk =
ERES AHEEE T — X 2B TS Z L IETE R,
o [EIHINMESBICHEELT — X 2RET 25 AIIATHO FIEIZHE D,
5.6 HIFEE 7 — X {RHREOL A
CTD XIZL eCTD SLiTHEICHIGEE 7 — ¥ ZHT 2581, [HiEE DK
HREREDOHEPIRILOFHERIZONT)  (CERL 22 4 12 A 27 BT3RS
1227001 SANAATEUE N EIE L [ERE SRR A EE R E@Em) BIRD 6 125w
TEEREIC, YEHEELT — X ICHOWTCEHT AL, oL x, #HT
HETDT 7 A NEERFEICHET 2080 <, SHlBRICBEET 2 HEE
ST —H —ROFEPHHTENIX I, 72720, [HEKEHEROBE T —
A PRI 2 EBHFHICOW T (CERK 27 4 4 H 27 BAHTEREHAER
0427 % 1 FIEAF A EEE L RDFEEETHEHBREEN) O 2. (2) T
RTT— R =2 A VAT AEHWTHWET L CTD 2423 25618, 2048
X720,

6 ZOfth
HEEE 7 — ¥ DIRHZRODIRRME D OB, AGBHBERMNER 0T
L CID THDZEERDODTHRNEDIZHOWT, Yi%ih B OARH FEITGT
GEE 3. THET 2 HIEICLVETMICIRET 2208 TE 5, TOHAD
KGR HFE IR E R OFEAER 72 L AR I DWW TUEBIE R T,
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BITHK 2

HARGED & £ D ATRENEDS & 5 R DB

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
s -
S S i} REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
S Si] --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 COVALI1-|Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char |this unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN”.
SV SVUPDES Description o.f ' Char Description of What happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . L L
M 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
M 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.
EX EXADI] Reqson for Dose Char Dqscrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
Reported Name of .
SU SUTRT 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 Substancq use consumption amounts or a range of| Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported Term for Char |Verbatim name of the event. Req
the Adverse Event
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
. event that are unrelated to dose adjustments of]
Other Action
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 . . .
M MHTERM the Medical Char Verb'flt}m 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 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 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. SDTM IG Ver.3.1.2 VA, Ze#IL—EBE L)




B 3

HAGE

T — Z A& TTIE D

Bl 1) BAFEOEMGEEHEZ SRET 2O ERNT 255
AE RAA Y (FEHTT—HE v F)

- AARETT—HAWNELETIFAMERIZOWTIL®EZE LTS ( [JAPANESE
TEXT IN SOURCE DATABASE| %) Z#&f43 % (AETERM % % H AGE CUUE)
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 |ABCI23AE 12310112 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 ABCI123 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) [Musculoskeletal and connective tissue disorders 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 (conty| RECOVERED/ F y
oMY |IRESOLVED
RECOVERED/
2 (con) | RESOLVED ! !
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER
AE RAA Y (ARGET 4T F)
© BHARGETT—ZWNE LT XA NABIZOWTIL, BAREEZZOEEHKMNT D,
Row |STUDYID [DOMAIN |USUBJID [AESEQ |AETERM |AESTDTC AEENDTC AEMODIFY |[AEDECOD
1 ABCI123 AE 123101 1 R 2005-10-12 2005-10-12 Headache
o 2005-10- 2005-10- A
2 ABC123 AE 123101 2 EEE 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 3 ViE34 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) [Musculoskeletal and connective tissue disorders 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 (con) | RESOLVED ! !
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER

B12) JFXDAAGEZRRT L 2 ENRNETH Y . T 2 EFECF8 2 A A

THMEND DG

QS RAA Y (FEHFT—FtEv N)

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

1 ABCI23  |QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO!
2 ABCI123 [QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE02
3 ABCI123  |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS RAA L (AARGET—XtE v )

Row [STUDYID [DOMAIN |USUBJID QSSEQ QSTESTCD |QSTEST

1 ABCI23  |QS 123101 QSTESTI 7 TH[HEEIT F T 70 ?

2 ABCI23 |QS 123101 2 QSTEST2 EOEAPNIFTTEFT 0?2

3 ABCI23  |QS 123101 3 QSTEST3 Z G LT HFRTT D ?




B 4

(B3%&) 7—Fty MNEEE

Dataset; : XXXXX ( [XXXXX] (TT57—%t v )

No. Variable *!

Description *?

1

ID Unique subject identifier
2 STUDYID  Study number
3 TIME Time of the event relative to the first dosing of the study drug
4 AMT Amount of drug administered
5 DV Plasma concentration
Number of the compartment where the parameter was measured
1 =Dosing
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 XXXX

K1 BB LT DT &,
X2 ABOBTHEZRLHT L L,



B 5

(%) Fur 7 AFIEE

Program file name *!

Description *?

XXXXXX

FERYZ7 =7 1 OO Ver.@

B - - - IV,

fiEFARF DR E A

T UNT Y N T 7 ANEHITEHT7 3NV H % FtDIT TRET 5,

XXXXX <- "INAL"

DT H T ANERET DT NE E R OITTHRIET D,
XXXXX<- "X A"
s FEEDITETTI R I T L5 FE(TT A,
exportData(XXXXX)
HRELTE 7 A NH (xxxxx) ([THIIENTZCSV 7 7 A0 ( Ixxxx) ) 12k
LT, Iab—yal HD » « « 7740 (xxxxxx) & FEIT79 5,
e TRy b T 7 AN (xxxxx) . ETHRELEZ7 14 (xxxxx) T
RFET 5,
s TROITMOET R I LOFETEHERL, RELET Y Ty b7 7 A
I Xxxxx) & a2 HENTT D,
xxxxx <- importData(XXXXX)

XXXXXX

FHY 7 ry =7 0 OO Ver.@
B/ : » - - IZHWT,
FEFRF O E A

X1: 7l T L7 7 ANAERLETH L,
X2 T A0 ERAY 7 =7, HHEBM., FHAKOEESS) ZidEidsZ L,



