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Wb sdtm_j

T ANTEEICREETT — 2B BICh-0. UTIREETAZ &,
] ZANENOEZ T, 77 ANABEED_RAEL 160 XFEUT LT
AL,

TANELHIT2LFUTE L, UTOXENLEBRTHZ L,

> TNT 7Ry hD"a” i 6"z” [U+0061 H38 U+007A]
> HFEOT0"HH79” [U+0030 A6 U+0039]

> m—F 42" " [U+005F]

> NA T FR"=" [U+002D]

T ANKIE, T—FEy MZOWTIE 32 XFUT, F—& &y bt

7ANME 64 ICFEUT (ENENIEET2ET) &L, SEEFRCEROEY

A RERS AT EZLUTOXENSERTDHZ &,

> TNT7 7Ry D a" 672" [U+0061 35 U+007A]
> HFED70"5579” [U+0030 H 5 U+0039]

> m—F A" " [U+005F]

> NAT <A F R [U+002D]

» T—FHA R, define.xml RURRZ A L3 — FEEET ST —F 2y b
CRLCT7 A NFITHHT D2 L, define. xml TLEHNAEDN, PMDA (27
THRBORTEND LS CHBAF AN — M EERTZ L,

> WWITAHT 7 ANLDBRWEREIEY 7+ VE BER LN &,

> BARKHEFERORFEETT—Z D55, CDISCEBEDSNDOHRDOT —7 %
BT A2, —FlE LTTFERD L SIZ Tanalysis] ZAHALFDOFD
BRBIZ Tep) 74 NVFERT, ZORICKRHTIZENEZONS, =
DFEITIE. Tepl ZHNETHO T 3+ VEERRICEICHIBIZR WS D &
T 5, B, UET —FOBMFIEE LTRLTLLZHIZBRE DT
1RV, BHFEICL DT, NAE, 73 NVFRROT 7 A VLI
5 EROBEFEERIZIINED Z &, YT —F OBRMFIEIZOVWTIL, &
RIIC PMDA IZHERR T A Z L B E LU,
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BT AN OFERGIEIILTOEY TH B,

T x VAL ] .8
m5 1 [BETOHEETFT—F2 CID FE5HICETHZ
EETRT, BT FIWVIITTMNT A NFLSDT
7ANEEDTIER LR,
datasets 2 |HEBEFT—XEBATD 74NV,
RKIZFNTZTOT A NELUSND T 7 A V2
HTERLRW,
[study id / iss / ise]| 3 [REBRILXIIHEMBIERILIZERESNA T

FNVE, TANFAIIUERRE —BEICERIT
X HRBREE (studyl23, &) LT 50, fi#
HroOFER] (iss. ise, 1) &T5HZ &,

AT FNEETANT ANTLUNDOT 7 A NVEE
DTRG0,

analysis

T T — 22y RROT 0T T LhEBNTDH Y
FIVE, _ ;

KT ANFZTT A NFUND T 7 A N2
O TR BR,

adam

ADaM F—4 ¥y RO T LEENT ST
FIWVE,
KIZANTWCTAT NVELUND T 7 A VEE
HTITR BN,

datasets

ADaM T — 2t v FEBWNT D7+ 1VH,

programs

ADaM 7 —% & v MR URROMERICLED 71 S
7 LERNT DT AN

adam_j

FHF ADaM 7 — &y MIKHST 5 AAFET —

Ay NEBNT D7+ NVE, K7+ VEIZH

AFE ADaM 7 — & v NUSND T 7 A VBRI |
TR BN,

cp

R EBEEIRORFEEFT —F D5 b, CDISCHE
WA DR DT —FZ BT 5 7 4V HF,

legacy

ADaM R TRWENTT — &ty PR a s F
LEKEMT DT +NVH,

BRI ANTIZTRT ANTLUNDT 7 4 Vg
HTER S0,

datasets

ADaM SIS OO T — & &y M EENT 5
7j‘ﬂ/ﬁo ;

programs .

ADaM DS DI RO T — 2 & v F RORRD
ERIRD T 0 T T DERINT D7 A NV

misc

analysis, tabulations DWT D7 +LFITH
AT D ERBEYTRWT —Z 2y b &N
THTFNVE,

tabulations

WBRE DT — 2 PHRRICET A ESr —BEHH
X CERLET ¥y NEKWTE 741
A,
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T FIVE 4 9= B

HTIR B2,

legacy 5 |SDIM BAOEXDO—BREAOT—F 1y * &
BT D7 VH,

sdtm 5 [SDIMT—%&y bEBWTET4+VE,

sdtm_j 5 [HEFSDMT—Fky MG 5 BAGET —

TIEZe B0,

3.6 HEEBETFT —FIKETAHNRYFT—vajonT
RN—E NP A R UTIRHENZEFEFT — 2L, F—F DN
ClenNYF— a VBRI T b, N 5T — g v ORERIZ, R—F LA |k
F2 @ U CHREEIOEE IS, ﬁ&asﬁl(T)%_T¢w~w GER LT
DHFETFT —ZITONTL, ARHFELRHTAETCIEELEZET, £
DF—F EFERHTEZ EREE LV,
F— FEEREOR—Z NV A MIMEFIZRAE LT 5 —I2oWVCi, R—2 4
A b INWTT AT FEICRINE DR EITV, HBREZITA &,
3.6.1 CDISC #EHLT —F TR HNY T —a v
PMDA I CDISC #E¥L57 — # 2% L CiX, Pinnacle 21 Enterprise Z /W
NYF— g wiF5,
2N :7‘:“_‘ va vl }Eﬁb\é/l/‘—‘ﬂ/@\—/)lﬂf *Eﬁ’\@lﬁ/&ric‘:ﬁ(mugﬁ
BT BT —FFIHDORES S, WMW$W=EE¢A%K%%%T~&®
Z. RO PMDA I2381) B RSB T — & OISk RIS ZE LT, &L
—NVOREEEE X TEAICEREEZREL WS, EXEOEBIZLT
DEBYTHD,
(7) BR L TWABEITITEEEN S E TEESBE SRV L—/L
FERRRBRIZOWVWTHEATHDIT —F 2y FOFEEEOIEFITHEL
g7 L— )L
(1) BRLTWAHAEIZ, FENCHARZWEAICIIEESNSD £ T%
BERBEMBENRO—L
%< DGE., FEERPEET A FIZHRBIZED bR TWSL—L
ThHY, BERLTWABAICIZZFOEBEEENRAELRERAIC
ST HEERTIC PMDA IZAEEE L. S BIcF—Z 14 FIZB W CHmT
HUBDHBEN—
(V) B L7EHBETHHST LLZFOFHBAZRDRVL—)L
B, ER () 220 Th, BRART — 2 DBE0BAND, BRO
HHIZOWTHLERAZRD D HERH B, '
PDAIZRBIT ARV T — a OEBBRBEOSEM, @xor—NL, ROF
DERMEDIEIEIZ SV TIL, PMDA D WEB Y4~ (http://www. pnda. go. jp/) T
NBELTRY., ABHBICHI > CTHEENFHEETFT — Y EERTCA
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RKIZFANEIWZTNTANELUNDT 7 A NV EE

Ay NEBMTDE 70V E, K7+ VA IZH
A5G SDIM T —Z -ty SO T 7 AL VB L




UF =g VRO, —VIGER LTO B EFT 2 E U L THERER
HEITHIMBERD D, L— MO TS HBEBRICHSUE S 5 FTREMEAS
HHEZLICHEEL, FIBEFOBREER LIz LAY T —va V2 EfE
THZE, BB, V" VORERDZGEEITIE, WEROL—NLVOBEAE
TIZ—EDHME b > THERNELTFEEINS,
3.7 RUEBRVERICIV S — bV =A VAT LAOFAPEEEREGE OXF
i & E DA OREEHE
P—BNY A FEERT OIBBREOENLEZRE - BHTAET—FBUH
— bl AU F—Fy FEERETAEBRICEENRELEBASD L SIZ, ¥F—
bz A VAT AOFAPERELRGAEICE S — b2 A VAT AEN L TH
HETFT— A ORHMTIRVWAREERDH S, TDHE. PMDARDIZ TS
MBEREATH DT, HRCLEREHEROCETERICGERINZEF 77 AV
CEBOEMTAZE, £, BERRRT —FIRHAREZ F 7RI B
(ISV 77 A V) THERR L. Tmbl 74L& LRI NSRICERE LCRHTAZ
Lo B ISV 77 A NVDIERFIEIZO>WTiX, PMDA © WEB ¥ b
(http://www. pnda. go. jp/) IZBIBBIT DD THRTH L L BHIT, 3.5 T
EDDT—HEy FDOT 7 A NVEAIARDBREIEVEED 7 7 A V&2 E
THI L,

4. BHEHTREPEBETFT—FFILONT
4.1 CDISCAZHECHEIL U /- HEE BT 7 — ¥ R UEE¢ 5 3CEIZ >V T
4.1.1 BHTBT—FEv b
4.1.1.1 #E

BRPRERER T — & DIRHIZEE L TiX, CDISC Z#EAFIF 45, CDISC IZ
L ABBOKIEERLTEET A X (Inplementation Guide : IG) . BEZEIR
RZIL CDISC @ WEB ¥4 b (http://www. edisc. ore/) %BMT5Z &,
CDISCIC X V., EEARBRBRIZBWTC CRFEEZIc L WIE SN ET — & D—
ERBAT—F Y hOEREL LTI SDIM 2, T — 2 &y hOiE
# & U Cid ADaM BSTRELES TV 5, PMDA BT ANTFIEEE LTAB L
TWB/NN—T 3 0 SDTM, ADaM FAZHER NEIELT A FiiEn, HES
NEEBRERANTT — 22 ORRMTHI &,

CDISC #E#E & BAp 2R CINE ShiT — & & R T 5720
(2, FIEEE DS CDISCARUEICYENL U 7o USR5 &\ 5 JRMES i
B, EHRRBOE OB S, BRI AEEICER LB
TOT—ZHP RO N Z L ZRRIZ, T — FINECHITFIEE
BT HZEHNEE LY, 2B, THOEEIEBEEICRBVTLE
REBERRBROT—XHEEZR LELDTIERWED, FHERARIZE
WTIRET RET —F IR BEBROEAOHEEE 2 T, EHo
B R O MR NSRS O RS RRIC KL ERTEE 28 E
TENERD D, BEICERLEF -4y VERERTDICHRZY .,
B RERBR O BHE SUTINEE T 5 7 — & DRI L 0 BE O REFENE
2 bNBEE. BLITHOMICAEYERLHEIEN A NICERT S L
DRI RAR R3S DHEITIX, FANIZ PMDA ICHRT D Z &,
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¥, T—F 1ty MERERIZIX CDISC E#ERZIT U, FIAT 3%
B HECHECER SN EXELZOEEHEATILE L, &R
U TRRIEF - N FEORTLELEE LRV &,

41.1.2 SODIMT—# &y |k

SDIM F—# & » Mk, EABIC CRF Bl LWV IRESNET—F %,
FANB A= 5 O SDIMBEOSDIM IG I B W CHES Az LY.,
BESNIEE FAL T L CIRHT %, BEEICBVT, SDIM %
NETIME OB CHERRRT —Z 2 EHELTVWAEAINRH B8,
ZOHATH, BHT 27— &y ML SDIME G SDIM 16 27~ %
DIZEBTDHZ &,

SDTM IZRBWVTiE, %% Required, Expected, Permissible {Z43¥H
LT3, IREShEF—2REENBIEHICO VT, ZONEIK
PPOLLTARRBYETOEHROT -2 2#EHT52 L, .
Permissible, Expected DEEKD 5 H, AT b DIXFRERR V3
LRETHD,

e N—=RTATT77 (BERRE, XAEZALYA 2, LBX., Rk
B BAEYENERS)

* EPOCH designator (B¢HiZ$8iEd 2% 4)

e —DIC, —SIDTC, —ENDTC B % EHIHEED. FhictindT 3

Study Day Z&#t (--DY. ——STDY. —ENDY)

SDIM 1%, BGE LT — 2 D2 ZOEERML. RETX o=
T—AEME LI bDOIEEDR, WELETF —#it ADal 7F—% &>
MIEHBH L,

T AEEOREDOHFTYH, BHlIZITEAEHOFRITIE IS0 8601 %
AnszZ e, - DYiZ0Z2EERNT &, /2L 2 CRF T Yes/No TF —#
PRE SN TWIZHE TS SDIM Tk Y/N & UTRIRT 5%, EAR2
BANCHED Z &,

FEEER LB L CTHEx 0fBRFICE VS THNID ID 2BHT 5
T2 DEHE LT, USUBJID BAR S TWS, FlITE MR L 7
NIZHi REBRERRE, EHRORBM T AOEREICETIF—
FEENTHIZEEAELETHD, RA—HBREICIIHEEN2KS
U CHRERR Y B —? USUBJID 8o &k 5 1I2EE T3 Z &,

SDTM {28\ T, FEfii Sh-BRARBOHEICET 3 EHREBMNT5
Trial Design Model D KA A (TS RAA V) 2oV Tik, Efi &
NIZERREBROBEICET 2 HERARBERE S, BEN AL FITRE
WT— & B RREAR IR W AR L IR B Z &,

SDTM Cid SDIM CTHRIE S TWRWEHEZ & 5 7= $IZ SUPPQUAL &
WO —HEDT —FEy NERETHILNTESE, 2hbDF—4%
Y MI SDIM OF FAL VZEY YU TEHRZ EDTERWTF—&ZZxt LT
FRTDZENTEEN, EAMCIIEERBITICEET S L9 AT
UL ZNIZE D BE TR, SUPPQUAL (2, #RICEREN 4 FICE#k
DRV, ABEECBWTEELEZONALEREEHDHZ L v Rat
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LCWAEAIZIZ, FANC PMDA IZHR L, ERICEDLHEAITIET —
24 RIZBWTHBATAZ ENEE LYY,

IR Lo — & DR IC & o Tik. SDIM DBEFD FA AL IZiRE L
ROWBEERD D, ZOXIRBE, PHEEICLDMBD FAAL > (B
T IHAREZARAALY) W), ) BERTHZLBRRBDOONTND
DT, T—EPEFEDRAAL VICEY LW EEHER L LT,
SDIM DEEH A RICRENHT R Z L RAL VEER LT —F 2HiNT 5
Tl HAFZARAL VOBRBIINEL RoT-HBE L BITT—F Y
A RIZEHET DL, ¥, DRAFARRAAL U ~DT—F OMNER
A EAITIE. FHRTIC PMDA IZHER T2 2 L R E LUy,

41.1.3 DMT—FEy b ,

R — & > MX CDISC BHEIZ IS 1T 5 ADaM [ZHEVVERR LIRHH T 5,
AT RIS R S N e 2 TOMTIZOWT ADaM 7 —F &y &M
FTAMBEIIRWA,  ERMEICEE T A EEMEN. BRSNS (ZEFHEE
BC B9 3 Bl ARAT-° BB 2 BIK AT E B\ BT B 4T) . BatEic
B9 % R BT EERICHET 5 EANRENT, REMECA I
BT ABEERRFORELRIT BT OBNTE, FUE, ZE&tto
FELAEERVCAE - AREOREORLICE LI EHRABREREZES
T D DIEAICHOWTIL, ADall F—F &y FERETZ L, BET S
F—H¥y hDOFHHITONTIE, R PDA ICHRTHZ EBNEE
LWy, ADaM F— & ¥ v FTixhWr—ZE v M2 AW TIRBRRERE
EOMFTHEMER SN TVWAHRAICH, EROFEME, ZettoE
HEREORE - AEOREDORICE b 2MITIC OV TIX, Hi%
FEROBFHNFEEAR ADaM [ZE ST —F 2y MERHT DI &,
BB, ARHHERICHBADSBREEEA~ORIZE D DITEN U I
IZoWT, BINTCHT — 2y FERETALEITRY,

ADaM 121X, #EBRE L)L DR A & 1e Analysis Data Subject Level

(ADSL) ¢WHF—F &y hBH D, ADaM F—4ty FEEEHT %
RBZEICOVWTHTINERHLRTAIEZR 522, £/, ADaM 7 —
2y ML AR A2 RS LT 570, —fRMIC ADSL ¥—&F v |
TEEND, RRERMHEECTRIN IS TORERLZ S L R
%%, FRIE LTH ADall F—&F &y MZEDHZ &, ZhbDE
o e LT, #EBIDML T, Rk GEBREAHEEES) . E
MEMERR (MERES) . ik, B, #) bhicimR, Eh Fik B
W, ENERERT 7 7T ROEERRN—R T A VBT O HBREY
BT AEERH B,

ADSL LISk ADaM ¥ — & & > M, B L 3 28 &% O ORI
UCEA REBROERE VB D, EBESCT —F T4 R
FANBOHFANBEE CTHDLZ LILEETHRETH D,

ADaM F— & ¥ v MZBWT SDIM T —F & v b &R CERLE AV T
ABPEITIT. TOEHOBME. AFRSRFERETHZ L,
4.1.1.4 F—2Ey FDOT 7 A MERITOWT



CDISC fZEHEICHEHL U 7= SDTM, ADaM 5" — & ¥ » M. SAS Institute 2%
NERT DT —FERET +—~ v T D SAS XPORT 7 7 A MEE T +—
< b Version5 B3 (BLF TSAS XPORT By L9, ) T, 15—
ey hel77AN0VELTRIETAZ L, 728, SAS VAT AIZL D
YERGEFIZ I SAS CPORT Procedure (X LAV 2 &, HAETOIREA
MEPOBMUIEZEXONDE (LUIT TBEARBEE] 015, ) B
ENDT—F Ty MZBWTHREIZT 7 1 AL SAS XPORT o=k &
L. 77—ty MERFFIZAWO =X FEE y N UIGEIFRET
—EZ A RIZghbBT &,

SDIM XX ADaM 57— # &z > MZDOWTiL, F—F vy N 77 AL
IR —&95Z &,

4.1.2 7%ty FOERBER T OMOMRET 5 30E
41.2.1 F—2ky FOERE /

SDIM, ADaM F—#t v MIEIT 2 EHZIT LN Eh CDISC 1B 5
Define-XML BT XV, AADRRBFRERAZ A N — F~DBR
EELNMBROT 7 A MTE LD LT, HET57 4%y b ER
CT4ANVFIZEGRAZ AN — P EITRHLTIRET AL, B
EOT7 7 ANV4IX Tdefine.xml] &5, EBZONALLTUL, 7
—ZEy b, B EERORVEIE. ROKHAZESa— FizET
LEBPEEND, HEZOBRITIINA—-Varzghsbrl,

ARBEDOREDICAV LN S HEERHI B W THER S DT R
CHRITT — 8y FEOBBROEBAES THDZ ik, BERRT
— AW AREETMHBICEDLE-DICEETH S, Lo T,
ADaM 77— &'y MZBET B EHEEITIT. 4. 1. 1. 3ITRTH M. 2o
DEERFBEREOAE - FEOBREDRIMMCE b A BKRBRER LB
DT DIEATIZONT, BN R & IS T 2T T — &y FOFIH
SNDHEHEFL OBURE R TR A X5 —4# (Analysis Results
Metadata) BEENDZ T ENEFE LV, BITEREA ¥ F—ZiIZBWT
iE, BFTICOWTUTOEERNEEND Z ERNEE LU,

o FRBEREECRRINIBIER LT TREEZSERUETEL
o FRENrOWNE L EjGEE

s ERTBENRNTGA—FLLa—F

o FENTHRIZRE IR AEE

e [FHTAHET—FEyk

. mﬁﬁ%&&év:~b®@ﬁ%$

o FENTEHEEICRBIT ARG T ARRE. BT 0SS L4, BTFED

HBERE
o T FIRICRHS T AT 7 v 7T A DHRE:

ETHER A X T —ZDOBRITHOWTCITHEERPRY CDISC 2k 5
Analysis Results Metadata Specification for Define—XML % %% &
THIEETHN, EREZLLEDTRETSZ ERRERBEAITIT
eCTD 8% 2 T8 eCTD B\ Va@knic ;ofmwahfwémFLiDm@Fm
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THZENARRTHD, B, ERBICBWVWT, #HASENBAFREICK
DERENTHTHELI AR,
4.1.2.2 FERA X EFIHEE (Annotated CRF)

VR X EFIEREE (LT lAnnotated CRF] &5, ) 1%, CRF i
IVINEINBZT—ZOKRER L, F—FEy MTEEh AL E %
SR ST TERERLEbDTHD, CRF ODEBIZHIET 5E$E LT,
CDISC HEHEIZHEIL L7=F —F & v MZOWTIX SDIM OEEEZ AV 5,
BERDOEH T EIZ OV T, CDISC (12X 3 SDIM Metadata Submission
Guideline (SDIM-MSG) NBE LB,

CRF I X W IRE SNz F — ZIXFREZRIR Y SDIM 7 — & &> MIHEH
SNTEHEENAZENEEF LW, BHENRWT —XEHRH D
BAI2i%,. Annotated CRF L CiHIEHT —# Yy MIEENLTVRNVWE
REMNBERTET D ELEBIZ, BENRVWEBZ2T —F A NICREH
FTAHZ L, PL, ZOHEAVPALDRLDIZOWTIIERRT 2 HE
X720,

Annotated CRF @7 7 A AFEix. AL eCID BEIKZ N CTD Bk il
HZE > TEDBNTWS PDF & L, 77 A VAL Tacrf.pdf] &%
Zl, FRIELTSDIMT —& &y FERUTZANVFIHEMHT DI &,
4.1.2.3 F—F2HA4 K

AREERFOBERICLDZT — ¥y PORNE, HBEROHEME L RE
FBLLblz, BHEZICLBF—FEy MERICHTZoCTOFT — &
HEDOF| FLR I B O HERLME B AL 2 RAIRE & 35 728, SDIM 7 — &
v NEO ADaM F— & v hOEFNENIZHONWT, T—F vy FOE
HEEIIMZTTF—F 04 FEERL, RAE L THGT AT —F &y

FERUZANFIZHEMLUTRET S Z L,

SDIM F—& &y MZBT AT —F A N3 L b U TDIHEAE
BEDHIE LT B,

o [HKRERA., IRREMHBEESSE

o BEKRBEHEICETIHN

C H%V‘Bnti“i’é\ ﬁ‘ﬁﬁ%']};ﬁnn\ 555%:&6%@/\“‘“‘/3 v

o WBRET—F DA

o T HREEADIEYPLEL %iéﬁw(ﬂ)7~/axﬁ% ol =2 )

)

Fo, ADaM F—F ¥y MCBT BT —F A FITIZBLTOEE &
EhHZ ENEELW,

o BERRBRL., WREMHEEESSE

o fENTT—& ¥y MIEET B EERREBRETEICE 3 5
o FAWVBNTAEWE, FHHIFRE. BERNEDONA—T g v
o BEROTF—Fty MEBETHEER

e F—F¥y bOERICETHIEER

o F—H¥v MO
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o T HIEWADEPMEICET AE (N F—va U BRICET S
anEA)
SDIM, ADeM 7—& & v hENENDT —& A ROVERIZHT=Y . CDISC
BB TIETF— 2 U1 FOEEKRR 7 +—< v MRS TV,
HEBE abéﬁ@uowfi UTOEREBEBIZTHIENTE D,
e SDIMT—&Ey MIBETHET—ZHA K
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide
o ADaMF—FE v MIBETBF—FHA K .
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide _
A 3CEIL, REI eCID BAIR O eCID Bk VEBAIZB W TED bIL T3
PDF CIERR L. 7 7 A V4 1% SDIM, ADaM iZxtis L CENFh Tstudy-
data-reviewers—guide. pdf | [analysis—data-reviewers—guide. pdf ]
B, NEDRHARELRBZ 77 ANBETEIENEE LY, BB, F—
ZHA FIZAARFBTHERLTHELIX L 2N,
4.1.3 FEHTIEEDN—T g 22T

CDISC I L o7 —F Yy PROEBEEZZERT I ICH Y 8
3“5 CDISC £R=¥E, HHIMAFE, BEEZITOWVT, PMDA IZBWTZIF AT

RE7R/N—7 3 /1% PMDA @ WEB %A b (http://www. pnda. go. jp/) ZBMRT 5
:koﬁﬁ N—=a VO ANFTRIL, HEENARPEEICERHRTS
%&EHQ%%EgﬂﬁTéo

F—HENTRRD A=V a VR ERTIZLFELE 2RV, F—
BRRRBRAN T — LA a v EAWVWS Z &, ﬁ ERRBREBRAN D —
DRALVNZDNTHDONR—T a Y EBRBLUEEAICE. FHLEA—D
a Y ROREDOEBIZOWTT —Z HA N kWTﬁﬁﬁégko

BEOBRRROKAMTOT —F ¥ v MeOWTIE, FERRROT
—HEy MRS N—Va VBRRBR S THEHATHoTh, Hi— LA
—Va VIZHEWERTAZ L, A=V a I LTRBIRLENA—V g
VOBRBEH, BRAX—TarhoOEHRICHT-VEELEESIZON
Tk, T—& A FiZit#+52 L,
4.1.4 FREBFIEOELEIZOVNT

BE, FRBHEEB/REOT — X 2T 5720, %< DEBIZOWVWTE
NEFNHEBEEIEY (Therapeutic Area Standards) 725, CDISCIZ & U/
I Tnd, BRICZENAR SN TWAERABIZ OV TITZEDEELFIH
THIENTEDHN, FIALABEIONTIERT -4y FOEBRBER]
T—E A RICERTBHZ L,
4.1.5 HAET—F OB ENNCONT

BARFBCT —ZWNESIN, D OFNEREBIIEHR LIZERIC—EDER
DHERLNEENEHBEHIZONTiE, BAGE 'C@.:B%i?)m B a0 5]
ThHY., BAFBTER LT —% UT TEERET—%] L), ) &
H&DZENARETH D, BARENE ENDTREMEND B EEOF & 5k
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21T, ZHICIRD S D TIXZR0Y,

BABEHEN FAS VICEENAGEORAERET —F DT —F Y b
DM ER ORI FBEIFAI L LTUTO LY & 55, 2B, B3
eI e

o BYTIHRALY (F—FEy ) IZoWT, BEEF—FE v b
BROBEHFZD ASCII THEEN TWAXFEE Y hOATHER SR
F—48%y b (LT EHET—FEY b EWVWH, ) D220
F—F¥y NEERTBHI &, )

e BABEF—Fty MIRABEHEORE BAFEL L, TRLSMIH
BFET—FEy NERA—NBRORKTEDT—HET5H L,

e BAET—HEy MNeEKET-Fvy MIAAREHEE L ZLICH
ST BHEHMEXFIIOT —ZEOEVWRREES RA—0EL L.,
Lva— K, va—RolEFL 220074y MNETR—&T 3%
Tk, BB, T—FEy NOEREIEETT Sy MIxT S
H DD DIHT IV,

o WETFTFT—FEy MOBAREEBICKYTHEMIX. EEROT
— X TIRBRWZ &AL NRIEFECFF] ( TJAPANESE TEXT 1IN
SOURCE DATABASE| %) %#&#IT5Z L, T—FBOHIBD=ZD,
HAEF — % 2 EROEEIIERED L a— FIZ5T TR 5 4%
ERDHDIGE, BEFET—FEy MOIET D L a— RZBWT
WSR2 &,

e ZDWFEICFF ( [JAPANESE TEXT IN SOURCE DATABASE] 4) 1% 1
HBRTIEI—BLTRA—=DOLDEZHAN, T—FH A RXEF—2 &y
FDEFEE (define. xml) IZHHRTAZ &,

o BAZBRESDEMFOa—FY R MR 3 EHTCIE 2
RIIIBEFEXFFIEBIAT 22 & ¥, HREXFFIEHMT 5%
B EORBIXFEINEZMEIKJTD2HERDH DR 61T, REICHE
BHEOIT B EEBNCET) RN A Y (il : [TJAPANESE TEXT IN
SOURCE DATABASE 01) . [JAPANESE  TEXT IN SOURCE DATABASE
021 ) . TEDBAFEL OXISF T ET —F A FEIZRTZ L,

o WEFEF—HEy NEFIEDTFNFILEDDHI L, SDIMT—& &
v MIHET 2 BAET —F &y MI Tsdtn_jl 7+ VFI2ED,
ADaM 7 — & & v MG D BAET —F &y M Tadam j1I 7%
NELEDDZ L, T—2ty MERORTINEIZ 2074k
v N CRI—DOHDERNWSZ &, N

s AAXRFHBAZEEIRV AL VIZOWTHERTOT—FEy b0
HEFEDZ ANFIZED, BEETHT —FEy FERELRWZ

&

7k, EAIE LCHAET —ZIZOUWTIL-SDIM K Ut ADaM & b2 EFE0D
AT R CORHT 228 32508, BAEF—Z 28 0HRRBRD T —
2R THTERDDHEICIX, TOHEBEHEIZ OV TERNC PMDA (2
RTAZENEELY,
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4.1.6 FulIAORHBIZHOWT
4.1.6.1 #7570 T F A
(DISC tZHEICHEIL L 7= BT 7T — X ICHET A3 7 /T A L LTI,

4.1. 1.3 IR TaaME. REMOEFERFERE VR - HEROREDRHUZ
R B EERBERIER 215 D T2 D DFTIZOWT, DaMF—Z &y MERAT
273 AROFNTAT 2 77 AORHERD D, K705 Ak, FhEh
FEAT R DEBAERROEFROHHRESC, BT T VT Y X ADREZEAHR TR B TH
0. T LY PDA OBEICBWNCTEDEEETT DI & NIRRT E D
AR E UCRRET2HEER, £, BEDY 7 h =7 —Vg Uiz
FRES D HDTII RV, 7 ad T LEMER, FITURRE (FR LA
L= a Y VAT A VT MY =TROEONA—V g ) (BT 5E#RICD
WTHECTT —2 A FIZBWCIRET A2 8, ~7uZflfiLi-7ass
LEFERLTHWREGEE, ~/uarnr I a6 CRETSZ T LV
B, ~vraruss AORHBPEENES, £/, T—Fky Mo ss
ADVERR B A% SNHSEICRZEL TR Y 71 75 A B RO EEE RS
LI, BTN T Y XA DAAEEEORH TE LI LR,

4.1.6.2 75 ArD7 7 AN

4,1.6.1 TRTERBY, 'l I AIFED 7 N2 TR~V g i

RET D DTV, 77 A NAITIINT Y 7 N = T IMH5 Ul iiE

FEEDDHZ L, EEFIRNWT 7 A NVEBDERITT 7 A VERICE T 580
HET—F A NIZEHDHZ L,
4.1.7 138k, FEREHMREBRE ORISR ORISR OMITICET 5
CDISC ¥ HEL L 1= EEE T — X &I o T
55 T AR, BRPRESEBRE ORUR Kk RS FIROAEITIZ I 5 (DISC
R U7 BT T — X ORI VT 4. 1.1 25 4.1.6 LFREETHD
N, BT REFEELUTIORT,
4.1.7.1 SDMT5T—%tv b

TEENRE T A—Z1L, ENBEBERNCET MM EERTT—& L LT
LHZBNAT NG, MBET —ZEHBM LI PC RAL ATM%, &
H SN ZEYENRE N T A —& % PP RAAL ATRMLCIRET52 L, PC K
ALV EPP RAL LV DF =5ty OB, SDM 16 (ZH-3% RELREC %4

U TR 2 2 B E LU, SDIM 16 122 B AS R B4
\ZIXT — 42 T4 FETHATAZ L CELI IR,

728, ODISC FMEICHERL L 7= UANDT—F > h & PC RAAL & PP
RAAL CEB L TIRHT 2581, P—3 U T4 BT HEE (PC
RAAL & PP RAAL L OIERFIE, BREIOBREDPC RAA & PP KA

A VCEENDEROBUR) 2T —F VA FETHETHZ &, B, bL
— YT ZHATLEMT, PC RAL UNDLEYERR T A—2 2 F
HHT 2 E T80,

4.1.7.2 ADaMF7T—FEy

A R OSRHB B I B 2 SBR[ OSSR/ ST — 2 &
N % ADaM R CIRIET 28818, BMOMIENTRET ADaM F—F v k
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WX BEIBESZOTHIUL, ZNHDOT—F%0E 20T —FEy |k
ICEEDOTHHLITIREHE LTS LUy, ;
FRATBAC AV e ADaM TR ISR DT —2 e b & 7GR R RRIFC ADa 72U
U CRHT 258, EROFNCAV 7 —4 &y ORIIRETH
o TIEL, T—4%Fy MO M—HFE ) T ¢ TN LT 2 LT
BERRERTHAHANE. ST —F Yy MR Lz ETHATAZ &8
TE D,

4.2 H1FERER, BRICERBREOME R OERARSKEEIROMITIZ B 5 HiEE

FT—FEITONT
EEARREGEROE 7 — & Ny 7 —VHAE ] W ONC R EEFEIRO B

EBEFT— 2 RO 07T NEDBENRBENFICONWT, BT EEEHE L
TZRT,

4.2.1 HRREERIROE 7 —F Ny r—URHE] 1220 T
[EEREEERDOBEFT —F Ny r—VRAE 13, BEETT—F%

F—=r U2 VAT AL DRHTARICHAR—FAVLYA N ETAHLEINS

B R ERBR T — Z RHNA OSSR S PDA BERT B Z &b, XELE LT

RHTDZLEIRETHD, BB, VAT LAEERERFICET 77NV E

BORETAEICIE, 3.7 HIZRLEEEBY ., TSV 77 A VEEHTBZ

T,

PMDA IZ 38\ C TERRIRE IR D BT — & S v r— VBB E] 2ERT
HEICHBERFRIITROLEBY TH S,

Study ID (&BUER% B9 5 3XF51)

o TrANNRR (TrANZEEE) , BB, =MV =A VAT AIX
77 A NNRAE BEIICHEAT T, T 7 A NN ZADATNINER
AN

o FEREShI-ErORE (STS (RERNREYEREMEN) | PoP (BEM
mﬁ)\mm(iﬁﬁmﬁ%ﬁﬁﬁ%?w)xmoma(%wmww
MNE, BEERAWTAATS, ) . 728, STS [ITEHEMN KW EIRE

- RT & RAR OO 5 TCREAT S T BB AR /S D AT S T,

o Ty ANVDREDHH, BT 7 ANDRBRRMD T 7 A N b ORERLE
PIETE LI ICHMEEHT I &, B, lﬁf%é%ki%
X 100 XFTH B,

4.2.2 $%%%7—5®E¢m&%mmakowr

TEYER 7R IR B BEAAT, AR FIRAT T OV B SRR SR B %Twmﬁ
DENZENIZ OV THERNT REFEEZLUTICRNT, B, #irofEEIC
b9, F—& ¥ v h%& SAS. XPORT B CRH T ARz, 7—&?/%%_
L7y ANBIERI—ETBE,

B, IR, BRRIEIERERE O RUE & O PR EFEER O fFHTIZ Y
75 EF:%%?—?*&? D H B, CDISC FZHEZHEHL L 7o 7 — F T DV T,
4,1.71219 - '
4221%@%&%%@%@%

REUER 7R SR REFRATIZ B3 2 BEE B 7 — # 12 oW T, ADaMEISt dFE

T — %'y FERHTIHEE, 77—y FROT—%Ey NE

BEOFHMITRO LBV THD,

O My —FEv b

15



FFREIFES 1 FENRT A — 2 OBREHICAWEfT T — 22y FED
HENRE XTI SHENT A — & OB RN W I — &
Ty b EERHHEOELOLEIToEAIIRL) 28BHT2, 7
7 A NMERIL, FIZIZLLTFORRNE 2. b b,
o SAS XPORT 7K (% xpt)
e  ASCII Format Data Files
e  Phoenix Projects (k. phxproj)
*  WinNonlin Files (k. pmo, *. pwo)
©® TSty FESRE :
o F—Fty FEEZEICL, P L LERLAROEROHHEL
EHBHLE L, kA ZBEBITERT I L, B, TR
RPEFEZEICHRELHIHHIE, TOEEHZYUR—VEHRT
HT ETELIZRN,
o Ty ANERIL, FHI. eCTD BENE U eCTD BV EBEIZ L o
TEDDBITWAPIF & TA5Z EREE L,
4.2.2.2 BEMPBT (ETNMESLK v Iab—varegl, )
REERAATIC BT D E T — X 21RHT 25848, By —%ky bR
OF =4y MNEBEOHMIZTEDOLBY Tha,
@© @t —2 kv b
ERET IV, BEETNVEEERT AERCRKIICAWE, 423.2 0
WRTETADT T T N 7 A MG Vgt T — 2 v M &l
W45, 77 AR PIZEUTORRSBE X 55,
e SAS XPORT JE= (. xpt)
e ASCII Format Data Files
© 74ty NERE
4.2.2.10%R+52 L,
4.2.2.3 EHZNEYEERETT NN (EFTVMCES VI ab—Y
avEate, )
AR FRSYSE R T T VT T 2 BT T — ¥ 2R T 584
RETDOT 7 A0, T4y PRUT =2y MEREZOFMIZ O
EBYThHD, '
O BIFICAWEETLVOBE, RELEEYROEENT A —F 0
&, BHFIESHERORESTEDOBERNEETNEZ 77 AV
77 A NVERIL, FEOERTELIZ LR,
@ MHRET — 2S5 ELBERBOT 4y b
BEDY 7 Ny =27 T CED L7 —4y FEERUINT
LTWBEAITIL, M%EF 7 71V (Simeyp PE Data Files (aml %
R) %) ZRHTIZENEE LY, BB, BEDOY 7 by =T HIC
T4y NEERIUIMT U CWRWEED 7 7 A LTERIT. (£8
DA TELEZ RV,
@ T4ty hERE
4.2.2.10%BR345 &,
4.2.3  FurSrE0ENREREARIZONT
4.2.3.1 BEXERY IR Ry EhaAT
TR RN RE S ISR /ST R B 3 A AT R E U Z U HE U TR
TREFROEMITEREDO L B Y TH D,
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o fEMTTNTY XA BIZIX, BB AT A —F OEHFEE) ©
EETRREDOT —F OB WE, FEiE U2 ICBE 4 5 36ME 3R
PELLDOTHD, B, BT — %%y FBERICYRIERPEE
N334 (Phoenix Projects (k. phxproj) ® Text Output %) i,
FOERPRTHILTELEZR, T, FBFHEESICYH
BN EENIBRIT. O E2RHET A ETELIZIRY,

o Ty ANMERIE, EEOBNTELI IRV,

4.2.3.2 BERBT (EFNVCESKYIalb—varvzat, )
RHERARNTIC 3 2 R EF T — # RT3 E/ITOVWT, FulIAh

TrAN, FERERMHAINTET7 7 ANVKRONT 07T LFEEEDY

Jal—ya A7 7 A VOFEMITROERBY Thb,

O FulIrTrANL
EAEFI, HRETNEL AW T 0 ST L7 7 A4 NVETR
45, 77 ANMERE, BIZIXLTORRNE X bivd,

- e ASCII Format Data Files

@ EERER/HHENT 74/ (NONMEM output %)
EAEF)I, BRETNVEL AW OBRPEENDHI7 7
ANERET S, 77 ANVERIL, FEOENTELIZRY,

® vVIal—varikErarzrAn
Yal—al BT AET7rANELT, Yalb—yarT—4
EERESRREOHOTATTAT 7V, VI al—a YOERIC
BWETalSAhT7 7y ANVKRRYR o b—y g UIERERLIERED
BT 7T LT 7 A VERRMT S, o, Y Ial—va /B
FOBRET AT — 4y MEZRWEEAIE, UHBEREELT
— &ty MEFEHTD, 2B, Ful T AR RETERWEAT.
TATY XERGNEARELRHTDZE, TRl TLDT 7 AV
i, BB TELZ R, »

e, 7uS7AFIEELEHL, ZORMITFLOLBY LT 5,

o Tl rBETTHIZOOHMTIELTEH T LD THS,

o MR lY, TuTTLATFANEROIT 0T T AOHALED
il L, BkS ZBEBITERTHZ L, B, BHEIIZ
Fur G hEERTBICHo T, NALDIRESE., Fil

CHEEIT I LERRWEAICIE. RN 0 ST AFIEEDOR
HIZRETH B,

5. AGRHEOHFETT—F% L D LDBEKIZONT
5.1 HIEEFT—FE L D DR

FRIE LT, &ECOHEEFT —HIL, eCID RNy 7 R—rnbERENS
N EEITH B, LALERE, eCTD WBEKL Y eCTD IRV VB RTFH
B2 X0 eCID T 2EA1%, CID Ny 7 R—2 KR eCID 7 4 VX 1
CHEBETT — IR BRI T 7 A V&RV, L, H1E
DTS ER—EICEETAHFETFT — Y ORHBOFELREE D LICRHH
THZ &,
5.2 W—FAYA M LD eCID BB EOHE
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eCID ZREH§ DBRIE, R—FZ VYA 2 LFIMRETE R RCLERE

W|EANTIL, %mﬁﬁﬁv%meﬁé Lo REREROFNILLTO®EY T

»H5b,
® EﬁnﬁunE@ﬁ&Juﬁ
o  HFERS
o FREFENII-ERFEDOR
o« IEXR, BEDH|
o  RHTEH .

5.3 R—F %A FEH Uiz eCTD DIH

eCID DI H 72V . HEFIIMAMBERZ R—F A A b LORE, BN
XIEAST B, MAEROFIILLTOEY TH5, B, £CTOEHIZOW
TRHOTZCE S, ERUIANZRD D HDTIEARV,

o IEKR, B85, EX, FF7 b, BRI ZEDH]

o T bNUx=A%fEE

o CIDZAfHEE

o IRHEREEE

o HFX (m—F)

o  HFERS

o HFEN B ORI H

s  HEHEMHEOREL

o UANAT =z v TR BBR

o XMLAUARZUR (CIDNy 7 HR—2) OF = v 7Y LEEE

o ENEMERERIR

o EREIHWET (N CID HfiFHE W E RS

. f#B
LREARG, BIRSUIAT L, BHETS CTD O Ry L7 3 )b

HuEBR—ZNY A F ETEEL, PDAICEET S, F— &w%%kkwﬁw

B2 BEIZ S W TR T,

5.4 WR—F NV A FES LU TR &SN CID OZE

PMDA 133218 L7c eCID IZH LUANAF =y 7 RONY F—va V&2 FET

L. TOFRERE L BIT eCID ZEAEOFMFE R 2 HEEITEET D, oCID

Xt 20 F—va RNAER, FHAIE LT PMDA @ WEB ¥ A k

(http://www. pnda. go. jp/) IZABT % eCID BIEY — NV OFEv=a2 TV

LEBETTHI L,

5.5 - eCID T A 7V A 7 /& HEEBTFT—F DR
HEEETF 7 —ZIIHEEBICRMTREEHO—ETHIH b, HESE

FT—2EER GBI, BRXIIHIER) 5841, CIDZKFTT 52 &4

WY TH D, CID LHBETT —F 20T CRIHTAEE. 3.3 ITRTHE

EFT7T —ZIRAAMEREZRHET A LT, YUEBHFETFT— & L EET

éemD@%E#T L%, HEBEFT—F2RHTDICHhY, UTFD
WWHETBHZ &,

@ eCTD HIEI{R HIFICIRE T A HEETFT —#
m@%mk%@76$%%%7~&%%mb PMDA 2B BREEEFT — 4
ZHEEEEZZIT RIS, PIRHRHICEE T HEETFT — ¥ 2 BMERE
TAHZELIEXTERN,

©® BElTHTIEEICHRMNTLHEETT—¥
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BTt 3 EEICHRMNT2REET T —ZI13. BED oCTD #H:Hk
B L EESET, AEORMERE LTR—Z L) A 2N L THRE
75,
® eCID KETHHCIRINT 2 RHEETF T — 4 A
e FHOTRHRHLEBEEFT—XD5H, PMDA 23 eCID HETHRICE
HHELDL LTERDELDIE, eCTD tETRFIZIERICI_RHT 5,
o BFREHOBREBEFT —F LOESORERHT S, LRATORHES
HBECHRHLUEBFEFT — ¥ 2 BERHBTIMEII R,
o HBETF—FZDIMTEHT D CTID BERFEE L 2WEAIX, 1BH
FIEIZHOWTERNZ PMDA IR TH D L,
o PMDA 2HHFEETT — ¥ ZEEREZ T 2RIC, YKRHERE S
LEETARBEETT YR BMRHT S I LIXTERY,
e EENEARICHBET T —FARHBTIEAIIAREOFIEIINED,
5.6 HIFBFT —FRHFROEERE
CTD X i eCTD FTHAC REEEF 7 —# ZRIHT 2581, THERMOK
REEOEBRROMIRICONT]  (FRk 22 4 12 A 27 BT EESHRSE
1227001 BIRSATEEANEE GERESBASHMBEEERE) HIERO 6 1R
FTEEEEIC, USBHETT — X ICOWTERTALAZ L, 2L x, #HT
AETDT 7 ANEEBEFEICHET HLET RS, ERRICEET S HHEE
FF—g—ROFENYRTERIZ L, 277, EEEm2. (2) 7
WRT A — R o VAT AERWTHET L CID 2 HT3BA1X. 20
MBIV,

A R O H R TS — ¥ R

BEERBERCRFEETT -2 2 RHT55R1E, HEEFT—F % (3. K
BMHEBRORHEET T — Y EORHIZOWVWT) © 13.4~3.7) OEHTHET S
FIRCHE L CEFIICIRINT 548, BEARERICKEIS 3.1 BEETT —X
SERHOBEANRTEN] B 3.3 B—F VYA b 2N LEHEEFT —F O
M) X, UTFOEBY 275,

6.1 HFETT—F/ERHOEFN 2T

AL, REETT — YRHERERELEAT L e bIC, FAlE L
TEEERFEO 1 ~3 W AN, FRIERICT, BEEHFICEIT 5 HEE
F5— & ORHNA R O FHELE B FEREICOWT PDA LREFBZITS Z &,

B, FHMEROEMCHE>Tid, BEARERICRHTEOREETT
— X DNE % PhSrTBE A E K G E R AR A MT O MBS, FEH
BRRAELEOEMBEREICIOVWT] (PR 24 £3 8 2 AFITEREBRE
0302070 BIRSTATECIE N EER T ERES AR S METRERIEM) DRI 8 H
BETFT — X IENMERMARELRMR ZAVWTE LD, BHTDHZ &,
FO%, BHEEMEBICRE LLBEERETER O 5 BEHEFTNG 18
HE CORICR—ZINT AL "L BFETEERTIZ &, ZOH%, R—FNLY
£ M TEEERBICEET 2EROAT - BERUOEEERBIILERE
F77A)N (FDHFEF—X, HEBELT %) 2EXTHL,
6.2 B—INYA "N LEBHBEBTFT—FORE
HEEBT7T —FORHBICHEZY ., FEFEIUTOMIMERE AN —Z VP A
b ECRE, SBRXIIANT D, ST EROFIILLTOBEY THDH, 2B,
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ETOEBIZOVWTRHOZ RS, BIRXUIAAZRD B LD TR,

o IEX, HERKLERZEDR
— b A EE

R ZHIT S0 DOER RBRERS,. RBRY A L, BLAEE
- 5B)
o TrANTLOFAF (ISO/IEC 11578:1996 F O ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 IZ & » TiEZE X5 UUID)

BELT X OMEST GBI, B, HIBR%)
%@Xim%ﬁﬁwﬁﬁ%

77 A VIR
7 — & T FEE

7 7 A IVNE D

LRE Rk, ERIUIAN Lictk, RHTLHBEEFT —F MM ST
Wb mb| 74 NEaBR—FVY A M ETREL, PDAICEET A, B—F
YA b EOEERBEIZ OV CUIBIERTR T,

7. ARPHEERCHFEERFERL Y ANCEEN AR ROFMEIT O BATD
HEEEFT — X BH
ﬁ%'%ib%ﬁ%gwtﬁﬁﬁ%@ﬂﬁﬁﬁbhéma(%%H%ﬁ%ﬁ
HIE XTSI H, HIV ERYYEIRERERSE) ., BEERE L 0 alc SRR ERR
BRENAR DT (EI A SCEWETHEY, ARSAMBROERRL) MTbh
5&@_omf‘%gm&%%ﬁ%wﬁﬁ%ﬁaﬁﬁk BEFT— 5%?&
TEHHEE, BEETT— 4% (3. ARPEROBEEFF— XL 01EHH
WTL @ [3.5~3.6] DETHET S HFIRICE L CTETHRICERET 5, F31
HERET 7 — Z SRIHOERR RN . RO 3.4 HEBFT—FEDT 74
N A X E, ATy L35,
7.1 HEEFT—XERHBOERNRTEN
HiEZ TETHEIT, BEETT — X RHEEMERSZERATD L L BIT,

A U CRBRE R HBIOFRIERIZC, BFEFT — X OEBNEZIZ
VT PMDA ICHERRZAT S 2 &, 728, FRATEHMRDEMIZH o T, RER
AEREHRICEHTEORBEF T —ZONE Y DS ITBIEANERRER
IR O HENTT O MBS, EHERFEESOERBEREICZ OV (F
FR 24 #£3 A 2 BT SRR 0302070 BN ITEOIE A B R ERAENA
BEEEE M) ORI 8 THEETT — X BHEERMAREEHER] 2H0
TEEH, BHTBZ L, | |

D%, RRERORHFEH O 5 BEETH LRBRERELH X TOREIC
WBEREF 77 AV (BEETFT—X%) 2EEEEAICIVRHTEZE,
7.2 HEEBFT—F¥EDOT77ANYTA X

T =&y NUANDT 7 A MZDOWTIE eCTD JWE K& O eCTD Bl @4 T
EWDD POF DERT 7 ANYA REBIIRNI L, T—FEy MIZOWVWTIE,

12DT7 7 ANYA X5 XHNA ML EDOEAIE, FEHIIZ PMDA [ZHEES
5T &

8. Fnifh
HEBETT Y DRHEERDIFABELEED Y L, ABHEBRMEEBBLTL
H CID THBZ L ZRDTWVARNEDIZHUNT, M4 H OARBEBRMNEE %
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3. THET A FEIC L ) BFHICRET 5 LB TE S, ZOHAOKBEM
TR R ORI R T LA DV TR BRR RS,
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BIAE 1

AKTA FTHWS HEOKR

B 774NV (R—FNVEN LUTHRETIETDT 74 L)
FREBHROETT —% (=HHEEFT—¥%) (F: EAWERHTIE 1877 —¥ LE8)
| FEERBRT— 4
| F [EBRRBT—4 0 ) bEREEFEROBEBEEFT —# TRNbLD, ]
| | FCDISC##57—%# (=CDISCICH#EHL =5 —#)
| I | FF—%tyhr BHT—FE )
Il I | | KSDIMF—%tv b (=SDIMIckBF—FEy k)
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| I PCRE LTz EY R OER T X —F DEDTERS)
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| | FEELEEREAOESNET 740
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AATERE E 15 AR & 5 EH P

Domain

Variable

CDISC Notes (for domains)

Prefix Name Variable Label Type Description (for General Classes) Ci3
SER Reason not done: Used in conjunction with --STAT
bt ] --REASND Reason Not Done |Char when value is NOT DONE.
' Relationship to An opinion as to whether the event may have been
bS] --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 hasPerm
Element the value of “UNPLAN”.
SV SVUPDES Description o.f . Char Description of \fvl.lat happened to the subject during Perm
) Unplanned Visit an unplanned visit. ,
M CMTRT g:ggtﬁi gfagrr)e Gl Chiar | Verbatim medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then|
] CMMODIFY  |\lome g Char |\ IMODIFY will contain the modified text. [l
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION. -
EX EXADI Ree}son for Dose Char Deiscribes reason ot explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT }S{eported B! Char [Substance name. Examples: Cigarettes, Coffee. |Req
ubstance -
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
. Substance Name placed here.
Sy SUDOSTXT Substance.Use Char Substance. use consum_ption amoun‘c‘s= or a range of] Perm
Consumption Text | " |consumption information collected in text form.
AE AETERM ey oo Char |Verbatim name of the event. Req
: the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
= REIDDI Term ‘ Ehar AEMODIFY will contain the modified text.g Pepm
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 inted CRF term for th dical
MH MHTERM the Medical Char |Yoroaim or preprinte R Req
) condition or event.
History
Verbatim name of the protocol = deviation
criterion. Example: IVRS PROCESS
DV DVIERM 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 VeIl 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|lExp
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.

(2% : SDTM Ver.1.2, SDTMIG Ver3.1.2 DL, &I —HBEE)




palliize

3

B AGET — & #R TR O

#l1) RAEOEMTRAELERETEOEERMNTI%HE
AE FAA v (FE¥ET—FEY M)

. R

— A NELETFXF A NEBIZOWTIXETEXFS ( TJAPANESE

TEXT IN SOURCE _DATABASEJ =) %1%1‘?‘]’9“5 (AETERM &% BAFE TLISL%)

Row [ST e ~ [AEENDTC [AEMODIFY. [AE
JAPANESE TEXT IN
1 |ABC123 |AE 123101 |t SOURCE DATABASE [2005-10-12  [2005-10-12 Headache
; JAPANESE TEXT IN|2005-10- 2005-10- .

2 |ABCIZ3 |AE 123101  f2 SOURCE DATABASE |13T13:05  |13T19:00 IRy

= JAPANESE TEXT IN| Pulmonary
3 |ABCIZ3 |AE 12310 13 SOURCE DATABASE |2005-10-21 embolism
Row : =82 - %Eﬁm:lr‘:y' ESER@EA{:N - AER%’ =iy "\1| il ﬂ—'_l 24
1 (c0n§) Nervous system disorders SEVERE 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

1 (cont)

RECOVERED/
RESOLVED

L1

-1

2 (cont)

RECOVERED/
RESOLVED

1

1

3 (cont)

RECOVERING
/RESOLVING

9

AFTER

AE FAA Y (BAEE

. BKE TT“&W%LT_%RF FHIZOWTIX, BAEE %:_

— &y k)

%@ii’%ﬂ’ﬁ“é

i BIID | msgwjanmr» _ [AEENDTC [A - [

1 ABC123 AE 123101 1 G 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- ;
2 |ABC123 |AE 123100 |2 it 13713:05 13T19:00 Back pain
ABC123 |AE 123101 3 AER 2005-10-21 Pulmonary embolism
Row ODSYS _ T JAESEV.  [AESER [AEAGT o [AER B ke eyl =i
1 (cont) Nervous system dlsorders 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 AB[AESDTH [AESHOSP [AESLIEE |AESMIE|AESTDYIAE

1 (cont) RECOVERED/ K

RESOLVED

RECOVERED/
2 (cont) RESOLVED 1 1

RECOVERING
3 (cont) /RESOLVING N¢ WY, 9 AFTER

i 2) XD EIZFE RERT B L BNEEECTH Y, FERTHEEFSIEMER

TOUNERDHDLYG

QS KA AV (9&%&%

X 5!]

Row WID [DOMAIN  [USL | |QOSTESTCDL [QSTEST =~

1 |ABCI23 |QS 123101 1 QSTESTI __|JAPANESE TEXT IN SOURCE DATABASEO!
2 |ABCI23_|QS 123101 2 QSTEST2 __|JAPANESE TEXT IN SOURCE DATABASE(2
3 |ABCI23_|QS 123101 3 QSTEST3 __|JAPANESE TEXT IN SOURCE DATABASE(3
QS RAA (EIZISIE 57‘12‘/I~)

Row |STUDYID [DOMAIN _ [USUBJID. =~ TOSSEQ~ [QSTESTCD [OSTESF 4T SNRa T Ca Tt
1 |ABCI23 |QS 123101 1 QSTESTI 5 57\ rﬁ@%ﬁﬂi F?

2 |ABCI23 |QS 123101 2 QSTEST2 | &5 &ABIHITEE T2 2

3 |ABCI23 [QS 123101 3 QSTEST3 | Z A f#fz L THFRTTA?
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(B%8) 7—Fty FEEE

Dataset: : XXXXX ( IXXXXX} iIF—% k&> ")

No.  Variable *! Description *?

! 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 data item for DV
7 MDV 0 = Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX e oe -

PARE S Sk s R
X2 BEOBHYE® TS &,



Bl 5

(B8) v’ 7 LFEE

No.

Program file name *!

Description *?

XXXXXX

FERY 7 77 OO Ver. @
FEREG: -« IRV,
FERROEER :

CTURNTY by ANERATE T A NVF R TROITTHEET 5.

CXXXXX <- "N A"
s DT H T ANVERFET BT A VT R TROTTRET 5,
XXXXX<- " AL"

s TROITETT ST LEFTT D,

_ exportData(XXXXX)
EELETZANVS (xoox) WKHAENCSV T 7 A0 ( Ixxxx] ) 12H
LT, YTab=varAn . - - 7740 (xxxxxx) ZFETT D,
cTURTYy P77 AN (xxxx) & ETHEELLETAVS (xoox) 1T
RET 5,
c TROFNG TS T AOEFEERL. RELET YNy b 774
WV xxxxx) & FEHZ AT B,

xxxxx <- importData(XXXXX)

XXXXXX

HERAY 7 =7 : OO Ver.@®
HERBA: « - AV,
EREOEES

X1:7urlSh7rANEERBTHZ L,
2 7SS A0 EAY 7 =7, FHEN, FRAROBERS) 2Rt L,



