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BIWZ PMDA ITHERR D Z EBEE LU,
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&7 FNE @ﬁﬁ?ﬁﬁi%‘iﬁ?@@ D THD,

7 F VAL

e

HiEA

mb

1

B FOHRBELT X CID E5HITBTHZ
LEFRT, K7 ANFIZTMT 2 NVEF LS D7
7 A NVEED TR LR,

datasets

REEEFT— X EBNTE 7404,
N Fu7¢wﬁuﬂ®7?4w%a
BT bRy,

[study id / iss / ise]

MR L I EMITER T LB S D 7
FNE, TEFAFTZITHUERBRE - BICERAT
x AWML D (studyl23, 72 &) &35, ##
PFOER (iss, ise, &) &T5HZ &,

KT FNFICTFRT A NVTEUND T 7 A VEE
WTEIRB RN,

analysis

BITF—ZEy PROT a7 T hEENT 57
F I, ]
BT FNFWCTRET AN LNOT 7 A NEE
BT LR,

adam

ADaM F—& v PRI 7T LAEBHTL T
AN
K?ﬁW&hTu7ﬁwﬁu%®774w%a
HTHEBRN,

datasets

@)

ADaM F— & 2w b EBWT A 7 4 A X,

programs

ADaM F— & &y P RURROERICERS T 1 7
T hEENTHT ANV,

adam_j

BT ADaM 7 —F & NMHST 5 BARET —
2y NEBRWT AT ANE, BT NMFICH
A5E ADaMl F—F 2w PUADOT 7 A NV EREML
TR B2,

cp

FER IR O HEETT — Y D9 b, CDISCHE
BLUSNDOROT —Z BT D7 2 VH,

legacy

ADaM B TRV T — 4y NROT a5
LEBWMTH T+ NE,

BT FNEWTFMT FNEUNDT 7 A NEE
HTIXR R,

datasets

ADaM DI OTBEROETT 4 & v BT S
T A NE,

programs .

ADaM DAAOTER O T2 & v R ORFED
VERRICIR D 70 7T KR B 7 V¥,

nisc

analysis, tabulations DV§'7D > FAHEITY
5o L RBEYTRWT— &y bEEN
THITF N, '

tahulations

HEREOT—FPRRICPE T HRE -ERTE
RKCERLET—-F 2y FEBNT ST 20
i
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TanEE | BB B

DTSR,

legacy 5 |SDIM BIADOERO—ERERXOF — & v he
BT A7 3045,

sdtm 5 |SDIMT—#Ey hERATHZ+NAH,

sdtm_j 5 [BRECFE SDIM F—H &y MIHERT B BAET—

TRV,

3.6 HWFEBFT—FIBETHNRYF - a AzonT

R—Z YA M UCIRE SN BiEE 7 — 2ot L, 5 — % ORI
LIy F—a AR Thivs, NITF—Ta VokERIZ, B—F 31 b
BB THERIOER SN, 2B, 3.6.1 (7)) BISRIA—ISER LT
HHFEETT— I OWTIE, ARPESLRHT I ECREELEZLET, 27

DF —ZEFRHTHZ LN E LV,

F— HEEPR—Z YA N EES u%ELT_IT-*k’Db\’C X, W—ZY
A bAVTTF RTINS D EITV, BRI AT &,

3.6.1 CDISC#ELT —F Tk 2 RY F—al

PMDA ¥ CDISC #EHL 7" — # {Z%f L TiX, Pinnacle 21 Enterprise % fE\>
NRYF— g &TH,

NP F g OB AT OWTIL, BEA~OESM L ARES
BT B57 2 FHEOES S, PDA BPEICHBT S BERRART — 20
B, RO PMDA BT BEERRT — 4 OISR AR BEEE LT, £
DR E 2 THAICEREEZRELTWS, ERMEOBREELT
DEBYTHD,

(7)) BRE LTV ABEITIIEESRD ETHEENHEIR 2V A—L
FHERRIESOWTHETHLT—F vy NOFELEOIEFICHAE
By Zp—

(1) BRELTWABHEEIZ, 5&1}&%%7&7‘&1/\%“\ HIETESh 2 TF
BB IV A—L
% DEFE, EEBEROREENT A FCPARIZED BTV B L — L
ThHY, BERLTHAERICHZOEBEMETENRAEEA BB
DUVNVT RN PMDA IR L, & BT — &1 FIZBW TR
BYLEBEDH BHN— I

(7)) BELEHEAETHL T LLZOBBEEZRD VA —IL

SR, kR (D) ZonTh, BRERERT - 0EOBANG, BREO

HEIZOWTHIGHAEZRD L5801 H D,

PMDA BT 2 NY F—3 g VOEBREOFEM, @2 0L—0N, RU#
DERMEOIEEIZOVTEL, PMDA D WEBHA k (http://www. pnda. go. jp/) T
ANELTRY, ARFEBICHIZ > CIIHEENRBE LT — X imtaon
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AT ANEIC AT 2B OADT 7 T el

By PEBMTEZ4NVE, K7 x5 iCH
AFE SDIM F— & 2w FRSAAD T 7 L VBRI L




UF—rg &0, —VGER L T A BT 8E L ECTHERM
%479 BRERH B, L—IC oW TS BRI IUE S 5 "R
HHZEWHEEL, REERFOBEREERLELETAY T —a UV EE
TAHZE, BB, M VOWERHDBEEITE, WERBONV-AVOBEAE
Tlz—EDOHEZ b > THERNERTE SIS, |
3.7 RLEBRVEFIIV A U e VAT AOFHBEEERIBEOR
REFOBSOHBHE
A— S YA PEERTABBRE TN L ZRE - FHTAT— S H
—E =Ry BT AERICEERRE LEBEED L ST, F
e AT AORBRRERBEAICEF T2 VAT LEHLTH
BEFT— X OBHEMNTZRWEREERD D, FOBA., PDAB O TS
AT H OTC, BFICKNELRFERVCEF ARSI EEF 7 7M1
CRBEOCRETAZE, £, BERRRT - FRBHNERLZF TRUDERX
(TSV 77 AN) THERL, mb] Z7xAFEAARICEBLTRETSZ
Lo BTV 7y ANVDERFHECOWTIL, PMDA @ WEB ¥4 h
(http://www. pmda. go. jp/) IZHIBERTHOTHRITH L L BIT, 3.6 (T
BB T Sy hDT77 A VEBRDIREBIZEVEEDO 7 7 A VA TS
TAHAIE, . . _

4. EHTREBEETFT—FEIONT : |
4.1 CDISCHEZHEITHEYL U = ISR T-7 — & R OBRET 5 3CEIT oW T
.11 RETEHT7T—FEY b
41.1.1 B
EECREBRER T — &# OIRHIZER U T, CDISC #E¥EAX A5, CDISC i
LI ABHOSEHERDEET A F (Inplementation Guide : IG) . BRZEIR
&L CDISC @ WEB A b (http://www. tdisc. org/) #BRTDH I &,
CDISCIZ & ¥, BRRBRICBOWT CRFEIC L VINESRAET—FD—
BHRBAT—F vy NOEWEL LTI SDIM 28, BT —4# &y o
#E LTI ADaM D3RS T WA, PMDA 35T ANFRESE LTAREAL
TG/ a D SDTM, ADaM BAFHER RV A FIZfEV, BES
NEBEEERNCT— X2 LORHETHI &,
CDISC #E¥E b B/ BT CUE S I Tn 5 — & & HSBIACIR T 5720
W2, HIEEHEOS CDISCAEMEICHERL U= TBRUC B35 & v S EME S 2BV
B, BEEERBROFHE OB, G, HEERRICSERICEL LR
TOF—FRHBRD HND Z & ERHRIC, T ﬁﬂ%@%ﬁ?ﬁ%
BETaZ EBREELY, 2B, T OEETARBEAIC mrﬁ%
ﬁ%%ﬁ%@?w&@@%%bt%@ﬁﬁ&wtw\%@%ﬁ%
WTIRETRE T — 0 REBR VR 0REEEE 2 T, EHlo
A OB SRR I RE OREEERICVLERHEEZRIE
THLERDD, EBIIER LTy FMEEERTAIHIZY
FRIRRBR O E X IETAF —F OBBIC L Y BRoEEFENRE
ZohBHE, HELL oM EEREEN A FKBILT5Z &
BREE I RH RGNS SEEICIE, FRTC PMDA [T 2 &
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I, Ty FERERIZIL CDISC A I UH, RIET A
BABCHEBECERINEXERTOERMHTA L2 L, A2
U TRRIFE - N FEEORTELERE LRV &,

4112 SOIMF—F¥Ev k

SDIM F—# ¥ b, EAMIZ CRF Blo LV IEShEF—2 %
AVB N~ 9 OSIIMETSDIM IG I BWWTISE S h =B 5ic X
BEINEE RAAL VICEMLTIRHT 5, HEFICBWT, SDIM %
NETLME OB CHERBR T — 2 2BHE LTV AHEESNH I,
FOBETYH, %m¢67~&t/%1wm&0wm1£u%ot

DILEBRTDH L,

SDIM {28V Tik, 3% Required, Expected, Permissible L:ﬁ;‘r%ﬁ
LTng, WEERET—#REENI3BHEIC>WTIL, —oO4EID
PO TERRBYETOEROCFT -2 2B T5 ., B,
Permissible, Expected DEHKD 55, LLTFDO G DIXFER/RR Y BT
HRETHhB, : '

* N—RATAT7TT (BERRE, AT A 2, BN, Kk

B, BEMTFERE)

* EPOCH designator (R¥fiZi8Ed 525%)
* --DIC, ——STDIC, —ENDIC EHE A E®HBRHFED ., Fhiox i+ 5

Study Day Z#t (—DY, ~~STDY. —ENDY)

SDTM 1, BB LT —FDEE2ZOEERML. BB CX ol
F—HEME L LOIIEDRY, @ELET—F ik ADall 52 & v
MIgwsrzk, .

T HEBOREOFTH, WAITEMEHOTICTIT IS0 8601 %
A0WaZ e, DV IZ0Z2EERWI &, 7oL % CRF C Yes/No TF—#
BB SN TCNWEREETYH SDIM TiX Y/N & LTHINT 5%, A,
FANZRES =

HEEEE2EZEL TH2 OERECE VS THRS ID BT 5
TeHDOEEE LT, USUBJID BAHEESN TV, Bl ITSmMmRRL =
K BB EHRE, BHORBRBC— AOHEREICET 57—
ZEBNTDIELEFMELTAED, A—#HRECIIRBEERSES
WL CAEERIR D W—d USUBJID 22 L 5108 8T 52 &,

SDTM IZ8BW T, i SN ZBERBROHEICET 5 BRELBHT
Trial Desigh Model M FA A (1S RAA V) ZoW\WTi3, B X
NIZEERRBROBRICET 25 AR ER2ES LD, BEN A Floit
WF—H B RRERIR DAL CTIRET A &,

SDTM Tid SDTM THE SN TWRWERZ 5 5 7-HI2 SUPPQUAL &
WO —HDTF Sy hERETIZLENTED, ThbDF—2 %
- Y MESDIM D FAL ACEIY Y TR LDTERNT T LT
ﬂ%?é:kﬁ?%éﬁxﬁﬁﬁ’ﬁﬁﬁﬁ%ﬁ WEET A K RE
BILZICE D D& Tlii/evy, SUPPQUAL | (T A FiCE#®
DI, ABEEIC EwTE%&%KEnéE&%abé &R RE
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LTWAEAIZIE, R PMDA Mﬁ&b R EDIHEEITET —
B2HA RICBWTERBETAZEREE L,

VA U5 —& Oz o T, SDIM DELED RA AL TS L
ROWBEERDH D, TOLHREA, BEFEICLLIMBDO FAL Y (U
FIHAFZLARAALY] EWVWD, ) BERTLIZLEABDLATND
DT, T—FBEED RAALVICER LW L RHBEELEET,
SDIM DEHEH A RN AT A RAL VEER LT —F ZHRNT 5
:aoﬁx&APﬂ%ywﬁ%ﬁ%%kﬁot@m&tﬁm?é&ﬁ

RS T AL, Fl. HAZLAFRAL DT — 5 DBEMNE R
E‘H‘ZJ%A (X, FHTIC PMDA IZHRRET B Z & E Ly,
4113 ADaMT—FE b A

AT — &t v MI CDISC FBYEIZ BT 5 ADaM IZfEW ViR LI T 5.,
%ﬁ%@%wﬁﬁénm@fmﬁﬁuowTA%M? Few b ERE
TAMBARVD HEEICBT 5 EEAENT, BIKARLT ($%¥ﬁﬁf§
E6:‘155@‘5EM%@%%EE&@M@M@I}&E B9 B fiEAT) . Bk
B3 EEMIT-CE EBRICET 5 RGBT, ﬁ@ﬁﬂﬁ‘%’ﬁrm
BT 3BELRRFORBLRNTAIEDOMITE, A2, ©E&ED
TELAEREROHEE - FEOREORMICE DI BRABREREZED
D ORENTIZOWVWTIL, ADaMt F—F v bREHTAZ L, BHTS
Fe F T w FOHSPEI-OVTCIL, FEIC PMDA [CHRTAZ ENEE
LV, ADaM F—# ¥ v FTiRaWnTF— &y bR AWCRBRREH S
BOEFREBERINTHWAEHESIES, LROFRME, ZeoE
ELRFEROHE - HEOREORICEL 28HTICOVWTIHE, M
EROBFHNEEESR ADaM B ST —F 2y PERETHZ &,
R, ARBBRICEEENRESEEA~OELE O HICER LI g7
eI AN N i@ﬂu*@ﬁ%ﬁ‘*—-&t v P ERHTALEITRV,

ADaM iz bE, BEE L~ O % &1 Analysis Data Subject Level
(ADSL) & WHF—FEy bHY, ADaM Ty FEEHTLE
RESICOVWTHTINEZRHELRTWER B2, £/, ADaMl 7—
Aty ML AR ARE & T520, —REIC ADSL F—F & > b
wEEhS, RBREEHERCRRINAETOXREREZEE S 2
A%, FRIE LTE ADall 5—F &y MZEDHZ &, ThbDE
BoFe LTk, #EEIMAT, Bk (ﬁ%ﬁ%’@%@%&v) . E
fifize (FEavEE) . Hus. E, BT o isi, el Sk, B
B, fWERAERT 7T RVEBERLEN—RAT A /I Eﬂ*&é%&%ﬁ%@?
BICHETAEEND B,

ADSL BAShD ADaM 74w Mk, B & B8~ O ORI S
UTEEAREROBRE L VB b, EREESCT —F VA FIT
FANBEOHFANBEECTHILICEETHIETH D,

ADaM F— & v MZBWT SDIMF—# v R UEEE BT
ABEE, FOREORBRYE, AESIIEL T &,
4.1.1.4 F—2EY FOT7 7 A MERIZONT



CDISC #ZEHE| YL U 7= SDTM. ADaM 7 —# &~ Rk, SAS Institute 73
BT AT —FERIE T <y hTH D SAS XPORT 7 7 A LERE T 3 —
< b Version 53 (BAF ISAS XPORT By & 95, ) T, 1F—
b1 T77A0ELTIRHETAZE, B, SAS VAT AIZLE S
YERCIREIZ I SAS CPORT Procedure iHER L72WZ &, HARBTORHBMS
BEPOBEGIEZEZONAEH (LT TBAEEE] 215, ) g
ENDT—F ¥y MZBWTHRERIZ T 7 4 ATERIE SAS XPORT = &
L, =%ty MEBERCHW O R XUFEE v P XIBEIL %S
—ZHA Fizgwnwal d,

SDIM TR ADaMl T — & & » MMz DWW Tk, F—#E v MM e 77140
AR TB5 L,

4.1.2 7=ty FOBEEBRVFOMOMNET 530E
4.1.2.1 F—¥Ey NOERS

SDTM, ADaM 7 —# ¥ » MIBETAEREBR L FH CDISC ZBIT5
Define-XML JERUC LV, RBADORRNTAREMR AL A N — F~DHHR
EELXMLBEROTZ 7 A NVCE LD LT, HmT55—FEy FER
L7 NFIHEEARAT AN — P LRIZBH L TERET2 L, B8
EOT 7 A NG Tdefine.xml] &5, EREBOHNEEL LTI, 5
—ZEy b FH FHROWRVEIE. ROEHASEYSa— FCET
LEBDEEND, BESOBRITZA—Ya v Ehd L,

ABEEDOLZDICAV LD HEERHIRB W THRR SN BRRITRER
EFTT— 42y PEOBROINENASE THD Z &1L, BERRERT
— A BV AREEYHBICEDAEDICEETH S, LoT,
ADaM 7 — & & » MIBET 2 EREICIL, 4. 1. L3R THEDME, e
OFEHERFERROCAY: - BEOREORIICED 2B RRBRER A4S
DIDDREHITOWT, BEFRER & RIET BT T — & & v F2FIH
SNAERELOBRERTHERNEEREA XS —% (Analysis Results
Metadata) BEFENBZ ENLEE LV, B RERAZT—FizBWT
i, BIRATICOWTHTOEENSENS 2 EBEE LU,

o IOBREREBCRRIN IR R L RITHESSERUERRS

o FENTORNE L EREE

s FHFTELENNTA—FHZHLa—]

o BRI ERDAER

o ERTAT—FEy b

o FETRIZRE RSV a— FORIRENE

¢ FETEIEIERIC R AT ARHE. BT e ST A4, T FED
ABERE _

o FENTHMERICRIE T AR O 0 75 AR

TEMERAZF —F ORI OWTILFTRERB Y CDISC ok 3
Analysis Results Metadata Specification for Define~XML #%&H#&E L
THILELTHN, ERBUEEOTRET S Z EARELESICIT,
eCTD A TR eCID B\ BN L - TED HIL TV PDF IT L 1 BIRHH
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FEZERTRTHD, 2B, ERFICBOT, FASNXEAEICL
DIERENTHTHELE RN,
4.1.2.2 TR XEFIBEE (Annotated CRF)

BT X EFIHEE (BUT TAnnotated CRF) &9, ) IX, CRF &
LOEISNATF—FOFER L, F—F Yy MCEEhAERE 3
IEEETERERLIEbOTHD, CRF OHEBICKHIGT 2EHE LT,
CDISC AEHEIZHEIL U /- 5 —F & v MZOWTIX SDTM O E RV 5,
WIROEH FEIC OV T, CDISC 12X 5 SDTM Metadata Submission
Guideline (SDTM-MSG) MB&E L b,

CRF I L D NE S NAT —Z IXAEE/RIBY SDTM 7 — 4t v MIHEW
ENTHREISNZZEPEFLVYE, BHIKWRWT—FHEHBLELD
BAITiE, Annotated CRF ECIIRHIT—# By MIEERTWRVE
REMARTRETHE L HIZ, FENRVEBET—F 74 FITREE
FAHEZE, FEL. FORBEBBELMR LD OVWTHERTALE
v,

Annotated CRF D7 7 A AFEESL, JFEBY, eCID AR TR eCTD BV @
HIZ L >TEDBNTWS POF & L, 77 A NVAE Tacrf.pdf]- &35
T, FRIELTSDIMT —#Eo hERUZANAFIHEPTEZ &,
41.2.3 F—FZHAE |

ABEEROEEBIZLSF 4y FORNE., BlROMHEELZ{EE
TAEEHIE, BEFICLLHF—2Ey MERIZHTZ>TOT—H1E
WORFIRR R CYELEC BT AL TR T 570, SDIM 7 —4
v MR ADaM F—F & v hOENRERIZHWT, F—F kv hOJE
EBIIMEATCF—2 T4 FE2ERL, BRI LTHETHT —F By
FERIEZ AT I L TRETAZ &,

SOIM F—& vy MIBTET— ¥ T4 Ficidde LU TOIHEE
EEDBHZ L ET A,

o BERABRA, RREMHEEESE

o [RREREEICETAHE

o AWLNAENE, REIEE, BERUEONA—V g v

o WEEBRE T — & OFLHA .

o F—FEBMAOBERMEICET A (N F s VERICETS

)

E7-, ADaM F—F v MIBETET—# A FICRUTOERERG
FhBHI EREE L,

o [EEREL. RRERHEEESS

o fRIFT— v MCBEET ABRRRERHEICET 5N
o AvbhyoREne HEIARE, FEACEOASA—D g v
s BEOTF—ZEy MNCHBETIHER

o F—Fy VOFERILETOIEER

o F—H¥wy NOIRH

W
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o T FEEAORERNECET AR (RN F—a VEERICET S
#AR)
SOIM, ADaM 7 —H & v b ZENEFNDOTFT—F HA ROERICHTZD . DISC
TERICBNTIET — 2 WA ROBMEIR T +—v v MHERHES LTV,
FHEBIZEOIRFICONWTL, BTOBREE28IC75Z L8TE 3,
¢« SDIMTF—FEy MBTHF—H 014 K
http://wew. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide
o AaMTF—FEy MCETHT—FHAF .
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide |
FICEL, JFRL CID BAL O O Bl BT B TED LTINS
PDF THEER L., 7 7 A A4 1L SDTM, ADaM {Z3H L THENFN [study-
data-reviewers-guide. pdf | [analysis~data-reviewers—guide. pdf |
F,NEPHBERD 77 ANGBETHIERNEE LY, B, F—
FHA FILBAFTER L THELI LR,
4.1.3 fERTHEHEDNS A~V g 2o T
CDISC BRI L= — 4y PROERELERT I ICHT-VER
¥ 5. CDISC 4E¥E, #MHIATE, #EEZICOWT, PMDA KBWTSIT AN
REZR/S—37a L pX PMDA @ WEB Y4 b+ (http://www. pmda. go. ip/) BT 3
Zl, BB, A—Ua rOFTANAEL, HEEINAEEEEICRESTS
R A Béﬁi‘%&:%%ﬁ"&
FA—HENTRRD A=V a v AT L EELELAVR, B—
FEERRRBRAN TR LA~V a VA L, F—EERBNO -
DAL DONTHDOA—D g 2B USRI, FRLEA—-D
g8 ROCEFOEBIZONWTT —F HA RIZBWTRETSZ &,
BEOBEERBRBOBEESEITOT — 5y MOWTHL, BEERERBROT
—FEy PRI N—Va VIBERSTOBEETHoThH, H— LA
— Vg VIZHEVERT A Z L, A=V a U IREBELTRIR LA~
VOBREH, BAANA—-Va U hEOBRIZHIEYVEE LEAZIToN
Tik, F—F T4 RicgE® s L,
4.1.4 FHHRBEROERECONT
BE, BRBEBHSEEOT — 4 2BNT 5720, £ ORBIZHONWTE
NEIVEBGEEE® (Therapeutic Area Standards) 3, CDISCIZ L b4y
REhTWsd, BRICEERABR SN TV AERIZOWTITIE OREEL R A
THZLEWRTELN, FALEERBISOWTRTF -4ty POERERV
T B A FICEET A &,
41,5 BEREF—FOBROFNITONT
HAFECT—FINEIL, hOoZTREFHEBIILTHR L IEEIC—EDER
BEZDNABNBH LN TIE, BABCORERLEIEE]
THY, BEBTREHELET—F BT TERET—F] Lo, ) %2
22 EBHETH D, BARFENE LN D AN B B L OE & Bk
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2ITRTR, ZHIZED O TR,

AABEER AL VREENIBEORERET —FOT 4y b~
DRAFTER CRHFEIREA L LCUATOLBY &95, 2B, B3
B R,

HUFTARAL Y F—2Ey ) 20T, BREFT—FE> |k
B UHEHT%0 ASCII THESNTWAXFE Yy MOATHEK S
FeF—2¥y b (LT I#EEFET—FEy b 205, ) D220
Fei sy FEERTHZ L,

AAES—ZFy MIBABEBEOAEZ BARELE L, FHLMNIE
HEF—Fy FER-NEOEETEOTF—FLTHT L,
AT — 2ty b EEHETF—F ¥y MIBAREEE &I
T AEBEXFINOT—FEOBNERERCFA—O#EES L,
Loa— R, La— RolEFL 2007 —FEy NATH—&95
T, BB, Py FOESEEFIERTT Sy MNTHTD
HOO|HOAHRT L,

B FEF - Sy hRO AAREEE IS A ETCE, BT
— A TN E A AR EESCF S ( [JAPANESE TEXT IN
SOURCE DATABASE] %) 2#WiT2Z &, T—F#EOHBROLED
HAGET — & 2B OERIIER O v a— ol TR 5.5
ERHIES, BTy Mot T s va-—- FiiBnT
WGBSR RNT AT &,

S OHIECFEFH] ( TJAPANESE TEXT IN SOURCE DATABASE] %$)
RERTII—E L CHE—D b 0% AW, 7%&ﬁ4bﬁﬁ7~&f/
FOEFHEE (define. xml) [THARTAH I &,
BAELEDERRea— N X FE %m#a%%hiﬁ@&%
RNIIHEEBEBXFIERAT AL, 2B, BEXFIEHNT L5
A, FORBEIXFIEHAICERT IHERH DR OIE, REBIZE
v%oﬁéﬁk@%uﬁmﬁﬁm%mb(%:memmeTm
SOURCE DATABASE 01j . [JAPANESE TEXT IN SOURCE DATABASE
021 ) . TEOHEEKELOMSTET —F A FEITRT L,
BT —F Y NEFIEDO 7 A NFILEDBHT L, SDIMT —4&
v MEHRT 5 BASET 4%y MMt Tsdtn j] 74 AVFITED,
ADaMF—Z ¥ v MIstiT 5 BAE T —F By ME lTadan_jiI 73
AFIEDE L, F—FEy MAEOTAVELAIL2 20T — 4
v hCE—DLOEHRNAZ L,
HABEBESEERW R AL VI OWTRERFOFT —F 2y O
HEFEDZ NFCED, BEETZ7 —F 2y FERELRWT
k. :

¥, FHIE UCHAET — IOV TELSDIM & TR ADall & biz EFED
%%ﬁ&?@%&#é:kk?éﬁ HARET — X 2 EielRRRBROT —
FZEEHTATFENDIEAITIE. TORMBSIZ OV TERTIC PMDA 118
BTAaZEBREELNY,
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41.6 s AOEHITOWT
4.1.6.1 BHTAT 2T A

CDISC #¥EICHEA U BT — X I 2 ' 75 A & LTCIL
4. 1. L3 I3 HhE, Mo EREREOEE - HEOREORLC
b SRR REE A D ORI OWNT, ADaMF—% kv MERES
n 77 LRCEHE 07 AORMERD D, £7075 M1, FhEh
BT OB ER OB OIEe, ST 7 Lo XADEENEBEHTH
D, YT LEH DA OBEICBOTEOEEETTS 2 & NAERAERE N
A E LTRETZXEIIRG, £, BEDOY 7 by =7os—T g iz
FRES Db OTIIRVD, s T LEERR, FTURERE (R LA
=gV A7ThL, Y7 b2 T ROEONA—T g ) BT 588z
W TT —4 VA FICBWTIRIET A2 8, w7nzflBLE 0y s
LAEFERLTCHARE, v Zuul S abieCiRETAZEREE LI
B, o uTuldT AORHNBRERGS, £, T2y b ss
LDVERL B AN RFE L TR Y 7'u 7T ABEORNS EE A
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BB/ T A — X, THhBEEPEACET 28 MeRT7T—F L LT
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H SAU- BRI BN AR T A—F % PP RAA ACEILTIRHT A &, PC R
AA L EPP AL D7 —2 'y FOBRIL, SDIM I6 12 2-3% RELREC % {F
B LT A 2 L E LV, SDIM I 2BV e ERAS g A
VLT A RETRBT A2 & TELELRN,

2%, ODISC AR HEIL L TR LIS DT — &y b BC RAL L PP
RAA ANTEHBHUCRET 286813, b~V F 1 cl35%E (¢
RAA & PP RAAL OVERFIR, BEMOBEBRSEDOPC FAL L L PP R
A VICEENDFEROBRR) #7204 RECHEAT52E, b, b
—H U7 4 ZBRATHHET, PC FAAL U LEYEIRE NS A—4 25
BT A 0ETRY,
4.1.7.2 ADaM5—F¥w bk
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T D, _
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TR,
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BUETAZLERETHD, BB, VAT LAEERARCETF 77 AV E

BORHT BT, 3.7 TR LIL&BY, ISV 77 A VERET S Z

ETI,

PMDA 1238\ T TERRERIIERDOET-57 — & R r—VBHE 2{EfR

AR NERFERIITREOLBYTHS,

»  Study ID (FBRBREFHT 5 LFH)

o Ty ANRRA (ZrANEEED) . BB, F— VA VAT AT
77 A NN R R BEWIC TR AA T 2D, 77 A RN ADATNLSER
W,

o ESh MO (STS (R RIEmBIEAT) | POP (RHEEL
fEAT) . PBPK (ZEBRZEMSEMEERT T /L) XX Other (2 0fth) @
BME, BBEHWTASTS, ) . 728, STS ISR HERN R 3B ik
HEAT & FIRR D 5 i CRENT S - A EhRR/ AT T & & T,

o TrANONEO#RB, K77 ANDRABPHDOT 7 A NV & DBERE
BEETEA LV ICHMERETI &, B, ANTEDIEKIF
L 100 SLFTH A,

4.2.2 HHEETFT—Z 0B EHAEIOWT

EER R R BN REARNT, RHE NIRRT R GBS SE B IR E 7 VAR

DFNFIIE DWW THEI T REFEHEE LU TIORT, 2B, #rofEEIc &

53, F—&E v & SAS. XPORT B CRHTAIBICX, 77—y M

L7 ANEGIER—ETHIE,

., 5 1R, BRRIEERERS O RO UV R BB O AT I B
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©  SAS XPORTJE= (x xpt)

¢ ASCII Format Data Files

*  Phoenix Projects (k ptxproj)

*  WinNonlin Files ( pmo, *. pwo)
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T—&ty NEBEBICIE, D LV ERARUEEODR Y
BOAHILLL, K4 ZBBICERTAZ . 728, B
RMEBEFIRMBDH DB, TOELEHY—VEHERT
HIETELEZRN,

o TrAAERE, BRI, eCTD BEF TR oCTD BBV EBaN- L o

TEDHITWHPIF &5 EREE L,
4.2.2.2 REFHFN (EFNCES I ab—ardSie, )
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*  SAS XPORT =0 (* xpt)
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@ F—Fty hEERE
4.2.2. 1% 8RB+ 52 L, ‘
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e, MFIESCHEROBESTEOBRIESENE 7741
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® F—Fty hEHE
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4.2.3.1 BREERY 3K EhREAEAT
FHENRE 1T B A Eh B/ 3 A B A AR R E U U HE U TR
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BURHE 2

HAFESEEN D RSN D HEHOH]

Variable

CDISC Notes (for domains)

terminology in  DVDECOD,
TREATMENT DEVIATION,

such as

Prefix Name Varizble Labelr 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,
Relationship to An opinion as to whether the event may have been
@ “|--RELNST Non-Study Char idue 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
1CO 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 ithis unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN". N
\ ’i. P Description of ] Description of what happened to the subject during
SV S DES Unplanned Visit Char an unplanned visit. Perm
Reported Name of . . e
. {Verbatim medication name that is either pre-
M CMTRT %I;ug, Med, or Char printed or collected on a CRF. ' Reg
erapy ,
, |Modified Reported If CMTRT is modified to facilitate coding, then|
M CMMODIFY _{Name | Char CMMODIFY will contain the modified fext. Perm
Denotes why a medication was taken or
CM CMINDC Indication |Char jadministered. Examples: NAUSEA, |Perm
HYPERTENSION.
- ] _ Reason for Dose Describes reason or explanation of why a dose is
EX EXADJ Adjustment Char adjusted. ' Perm
SuU SUTRT islggggggeName of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
SU |SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
- Substance Name placed here.
Substance Use Substance use consumption amounts or a range of
SU SUDOSTXT Consumption Text Char consumption information collected in text form. Perm
o Reported Term for .
AE AETERM the Adverse Event Char {Verbatim name of the event. Req
. Modified Reported 1If AETERM is modified to facilitate coding, then
AE AEMODIFY oy 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.iPerm
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 . . N :
MH METERM the Medical Char Verbe.xt-lm 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.
DV _DVTERM Term Char The DVTERM values will map to the controlled Req




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|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 QuestionName | 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 Ver.3.1.2 &L

e, FORUL—EREEE)




BUHE 3

B AFET — & BT O H

#l1) BABOEMEHEABERERETCOEEHNT D5

AE FAA Y (BERFEF—FEy ) _

© PBARBCTF—FMELLT XA FPHERBIZOWTEEFEXFS ( TJAPANESE
ﬁﬂ?Mﬁmmmmﬂmm%J%)é%mT5(MmmM%%HKETﬂ%)

. JAPANESE TEXT IN T Pt
¢ lasoizs JaB i |t T o [2005-10-12 12005-10-12 Headache
' TAPANESE TEXT IN[3005-10-  |2005-10- ' —
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