R R E 0517001 &
TRR3044€E5H817AH

HEENREEEER B B K

MITATHOE NESRRERMS RO
WHAEIG R

EGBHRRIROE T T — Z RHFITBE T 5 BRI A FIZoWT) O—FRKIEIZ DN T

AGRHEROE 77T —  RHICET 2 3B, EEERERBCOWVWTIE, P 27 F
4 B 27 BAHTIEBERFEE 0427001 BAMSIITEUE N ER G E RSSO S MR A E
LR RN EEHBEROETFT — RHZICET 2 ERH T A Fizon T

(FrR 2949 B 11 B—E%E) GBAF TEfEIATA K1 Lvvd, ) IZBWTRLTY
BEIATHD,

ARBBHFEEOBETT — ¥ O ORBRELRE 2. BT A REREET B RR
DEBYVHETHZ L E LEOT, EETERE I LEMS L5 L < HELEBEY
35,

B, BEL U TCHWEROEIIN A RETMAT2,




%S~ Ty
U o~7

S Y9)
CRIOGEHBIYERNE A ) LLER
YURBEINGHLEQWEELEA NES Q20 U2EWHNEDY
210% VOd "S%0y *C@UHHEL NG YOUHTBO F—LFBE
B SHANFHCEENYECLBFR Ak -4 )7 —4 G
£—L£C bHE BRI IUIOUAHEH LB E S 41—
PRUYYEHOSEHO X T UKOMTHEEHTLLA LT
Y 9e~T1%¢
QLNCMHBOH £ —LFBEEHE
M T~
SN
(31%)
(HEHEREEHEES
EEWIFEFBWMEFTEANE 2 HyH 10%k) TD2c2) (i) HRU
BHC LR DNCErEHHE S (RDIHE S — LB ORI R | |
(SLE)

YW S~TWhY
M 9~V
(S Y3)

R LQLHFIOFERA ) L LFBEAYURBENYHF
BOYEEYETES D0 UREWHNEINO0F VU4 "SEO
> CQUHBEL NG Y LUYHBO F—LFREHINYETLYLA
T Loy — LS HERBEMUHEOT LA T o —4& 21T
OEESGUNTRYEENYE G LWHRZ] Ck—g ) 2—45 "2
£—LC bHE  -BRZQUINTER LHE 2 L1 45—k

RYBHOIEO X 2 U
QEHIFEUHNOT LL A V=4 —4 0 TS NEZ2> L€
M 9e~17¢

2VNCHB 0% 4 —LEREER E

#o~1

S
(%)

(ST Ay

FEEE - FEEWEFELONE LT H S35 08 ¥k) el (V) FHRY
HEC LB (D MC D ErEHRE QS BDIHE 4 — L FBEQRIBE R | |
(SLE)

IR

FAm

ERHXHIE o S LOHNRC CREDISTE 4 — LR ORI HEDH

W




(%) —HUIE®R X THRELEFRY

EBKEH 0427001
Tk 2T7T84R 2T
(SERK 30 4E 5 A 17 B {7 ZEEEKIEE 0517001 B MISTATEOE NEIR L EFH A

AR AT RS BRI L THREASE, )

%_
f

BEENRELAEEE (B) & K

SEATBOE NESR SRR e S i
KHAREEEMEER
( & ®m]m % B )

AGBHRERFOET 7 — A RHFICB T D BRI A FIZonT

AGRHFERFOET T — ZRHICET 2 EAN 0B 2 FITO0TE,  THREREREO
BT — 2 REICET S EANE X FITOVT) (B 264E6 A 20 BFHTRESEER
0620 & 6 BEAF I ERANAEEEHBRERM OIT EAO@EH &V, )
BT TRAEEBERFOEBETFT — A RHICETIEARNE X FIZHONT) IZETS
BREGEE (QRA) 1oV T (ERL264E 6 A 20 B+ EARBE EXKR L RE
EEHBEEERE) [TBWC, £, ZOEBILREIRICOVWTIE,  [HERPFERO
BT — A IRHICEIT 2 EBREIEICOWT) (R 27 £4 A 271 BT RREESR
0427 %8 1 BEAHAERANDEEETHREEM CUT [EHEe@sm Lnvo, )
B T TAGRHFERFOETT — F RHICET 2 EEHBIRIZOW T ICET EERS
AR (@A) 1I2oWT) (ERR 30 4E5 B 17 BRI EANBEER - £EHERER
R HRERER) ICBWCGRENTWS EZATHHN, ARREROETT
—HRHICET 2 I LR AFMEE, EEEESICOWVT, ROLBYID EL D
DT, BETEREIH LB &5 U < MBS T 5,




2.

o
— Tl

NS

WA OBET7 — & R T DR A B

1 A FOBRH)

ARAEREOEB T — X REICET 2 EAMNRE 2 FITOWTIE, EARRE
ROFEOESRSELEIIRBNT, 72, TOEBHRBIRIIOWTIE, EBEH@EM
B DERSEEIZRBWW ORI TS E ZATHIN, EKRFHEROEFT
—HRHICET 5 S O R 2FMEE, EEFHEHFIIOWTUL, AFA4 FTRTH
DETH,

iz, ARBBERFROETT —FIRHIEBICHEY, BEF 7T —ZREOIMNZEMLE D
ARBFBITEEHC DWW THER CID I XA D L5 L, CID ZETefED
BT 7 7 A NVORKICET 23MEE, BEBEZIIOVWTH, KV RTHE
T o e T35,

1.2 @FAEEE

EAA FOFAREY, AFRPBEFEOET T — X RHICET 53HMEE, 8
HIE%E, RUHEMED D 25BEOET 7 7 A NVORRHICET 23R,
BESEE L35, B, AV MRl 2 AFICEE L -8R, V—
WRVBEBR T 7ANL~DY 72DV TiX., PDA @ WEB ¥ A k
(http://www. pmda. go. jp/) IZRIBEHET DO THETESRTHZ &,
1.3 HEOER

AIA RTHWONAHEOERIIFK L DERBY THD,

KA FCTHWHNDAREL, KR, BEANEHROEEHEMTHWLND
HEELRIBTHIN, KHA Rz o0 Tid, ARBFHEFEOET T — ¥ iBHICEY
LHEEDITH, D Z2EHTEEDET T 7 A VORHICET 23EHEE, BEF
HELELZ LMD, AREORRZENT 572, EARERMKER OCEBH@EMICE

b5 TEFT—Z] IZ2oWTidk, AHA RicBWCik THEEFT—¥ ] LR
INTWAZ LITHEET A&,

HIEEFT — Y SZORBICKHEBERV AT ABEHEITHONT

2.1 BAMBRVRAT LEM
REEHIL, AP BREOEFT— XY OMRHEIIBE LT, A ¥ —X v MI#E
EShlzarva— AR ERTHIZ &, :
o HITPS RN UDP R— F DFHB AR FR v b U — 7 e
o TUANZREYT b
e FYUE
2.2 %ﬁﬁﬁ
Microsoft #&: Windows 7 SP1, XX Windows 8.1 EA_E® 0S
Microsoft #t Internet Explorer 11
Adobe #t Adobe Reader
ETHFEY 7N FDHEY TN
EFEEMET D PC



2.3 R—=FNYA DT Iy NRUEBEFEAEORE T

R—ENYA b OTHvr s (BT T2—4#F1D) &WH, ) DRZELT,
hEEHE, bEoL—VEHE, CEMHAEOIONH D, BIEEIEL. TE
DEHEN CHOEEHE LR L, TLEFHEVE I CE—VEHEE, £
ERRHBORGE - BEEITHO LN TE S,

B, 2—% ID ORERPR—Z VYA FOFFAICITEFIERENLE
Thd, BTERASIL., —BRUEEAN EBEREBRS AT LBEBE ¥ 23
179 % Medicertified BFHEBAENFIHFAIRETH D,

REEEIL., BEFOBEFEICBWY T2 —YID, ARV — NRUOETFIEHEED
BHE2{TY Z &,

2.4 HEBLT—HFEORMFE

FFEEIL. EEEm2. (2) TBWTEDDIHFEILL > THEETT
—FEOBHEITH ZENTFRETHDH, EE@EM2. (2) £ DFEKR
L HBHEIT O BE, A FTRE /R fosakddix, JRRI, DVD-R/RW Xi% BD-R/RE
(ENENERT A A7 &L, ) T35, TOMOBEICLIRHEFET
ABAITIE, BRI PMDA TR T B 2 &,

3. BHHEEBEFT—FZoRHIZHOWNT
3.1 HEETT —HERHOERV TN

HEEFIT, HEIWSL, 1B, 987 — Y RHEFRMAEREZER T
HEEbHIT, FRAlE LTHERMAREETESMERICT, FEEFT —
2 DR G & O HE T ER%IZOWT PMDA S REERZITHOZ L,
B, FEXLAREETFTEEEBOERICHT- > Tit, BHEHTEOHHEE
FT—F ONE%E TMSIITEOE A E R G E RS S MENTT 5 HmEBE.
FEFATER A ES OREEMEICONT)  (FRK 24 £ 3 A 2 BT 3EEERE
0302070 M ATBUEANERK MEREHRESHBBEEREN) O 8 TH
WETLT — X RHERBTERHRERX) 2RV CELD, BHT DI &,

D%, HEENEBEICRELEZFFETEROSEMAI~L 1 EMEFE T
DRI —FZNY A L HETEEITV., ABRFERICRETAIETF TV 7
ANOEBIZLERIE®R (- oCTD DBE 1T eCTD Z{1ER) 2BIETH
Lo TDH, R—FNYA MITERBFHBICEET LHEHROANS - BRBFEKRD
ARHBIILEBRET 7 740V GRKEBHRFESHXT—% (ULT FDHET —
] LWH, ) | eCID, HFEETFT —F%) 2EETHI &,

FDRFET —#ik., [ZVvX T TNAT 4 A7 %ERFH LTz BiE%OREHEH .
o— RREIZOWT) (ERL264E 10 A 27 AT ERABRER 1027 H 1 5E
AFBEERRLREEFHBEREEN) KR 7V TNVT 4 A7 Pig%E
DEIFNEIZOWT] (B 26 48 10 A 27 BAHTERAEEZ 1027 E 3 55
AFBEEERELREFEEEHBEREN) CTBWTED D 7 7 A MERIZ TR
He4zz L,

3.2 HEBTT—#E0RH

HEEE T —F % eCID @ XML Ny 7 R—rnbHBRT A O®RM H ik
IXBRED D, eCID & HFEBFT — X% CIRETDBE. R—F 19
A4 bENLTENENRETEZ L,

3.3 R—FNVA FEHNLEEBHEEFT—X ORH

HEEETFT — X ORHICHIZY ., BEFIILUTOMNERE R —Z 1WA
b ETREK, BIROUIASNT D, HTEHROFUILLTOEY THDH, 25,

2



ETOEBIZOWTERHO NSRS, BIRUIANEZRD D b D TR,
o IER, EIERBHRMEEZEDR

o ST ZNHEE

o WRMEEBBTAT-DOESR (eCID ZHHEE, HREEHEES. CID &

7y a ks, BRRES RBRYA b, BEESS)
o TrANITLOMRBF (ISO/IEC 11578:1996 KU ITU-T RecX. 667 |
ISO/TEC 9834-8:2005 I & » TEZH X 5 UUID)

. FEFT—HZOMEST (BN, B, HIRE)

o EMUIHIBRX SR OMHT

e Ty ANINR

o T — X RNTRESR

o Ty ANVRNEDOHH

FEREZREG,. BIRIAS L%, BETIHEETT - BBEMHINT
W5 mb) 74 WEHR—F YA N ETEREL, PDAIZEEFET D, A—F
YA LD BERRBEIZOW TSR RT,
3.4 HEBEFT—HYEOT77ANFAR

PMDAICIRHIT D HEETT—F D H B, 7 =5y MUAADT 7 A NID
WTik Ta®y - 7724 F¥a A FOBFLARICOWT) (PR
15 6 A 4 BN EEERE 0604001 BEANBHEERRDEEEHBRER
) (LAF TeCTDMHEN) £WVH, ) RN TaEy T2 FH¥aAy
F DBEFEEOR VT HOWT) (CERR 16 4£5 A 27 BT RAREER
0527004 B EARBEERALFEEETHBEREM OCAT leCTD BV
W LW, ) TEDSPIF DRERTZ 7 ANV A X @il e, T—
Aty MZoOWTE., 19077 A NVY AL XN EXH A4 ML EDOBEI,
BRI PMDA (CHER B Z &,

F7-, BHEBLT—FUNDT A NE, R—FNI A e LTHET
HBED 1 7 7 A NHT= Y DY A X ERITBRRT,

25, PDAICIRHETAERBOETF 7 7 A VIZOWT, 1EOERBEETE
B 7 7 A NVY A XD LEBIX 40 X H A M TH D,
3.6 T NFiEE

HEEBETFTF— &1L, FRIE LTUTO 7+ VAEEICEM L TRHT D
Ll L., YT FNAFEERBMURNZ &, UUTO7 4+ VFEEICEMPIE
HEARBEA LT ERNC PMDA (IZHB L., RET B 7 A VA EERUHEMNT D
T 7ANICHODVWTEHEEZELRBIIREBE TS Z &, 2B,
(mb¥datasets¥[study id / iss / isell E COEEBIZOWTERTHZ &
R B, f



4 Ju m5
4 kg datasets
4 }y [studyid [ iss / ise]}
4 Ji analysis
s ) adam
J¢ datasets
J§ programs
Qv adam_j
4§ legacy
4o datasets
Ju programs
i misc
4 ) tabulations
& legacy
&g sdtm
J sdtm_j

T AN IEEICREETT — X 2BMTAICHEY ., UTEEETDHZ L,
5] 7ANENEEZIT, 77 ANELEEDARAEEL 160 XFLT &F
Ahsalle
TANTEZIL 2 XFLUTE L, LTFOXFENGEBRT D Z &,
» TAT7Xy hD"a"h3 572" [U+0061 A>5 U+007A]
> BFE070"2 579”7 [U+0030 H % U+0039]
» u—7A " " [U+005F]
» NATr-<wAFAR"-" [U+002D]
TrANEE, T—FEy MIOWTIE 32 XFUTF., T—% &y NSO 7
7 AL 64 SCFLTF (FRFHIEET28T) & L, IERFROERDOE Y
A RER LB EUTOXTNOEBRT S &,
> TATrRy hD"a" b7z [U+0061 A5 U+007A]
> HFOT0"M5"9” [U+0030 A6 U+0039]
> ma—F A" " [U+005F]
» NATv-wAFR"-" [U+002D]
» FT—HA2HA F, define.xml RORAF ANV — "2 BETHT—F v b
R 7 ANFITERIT A2 L, define. xml FREANABDON. PMDA TR
CTARAERLBRREIND L DICEBRARZANT— FEERT D L,
> BT BT 7 A NBRWVERIIEY 7 A VS BER LN &,
> BRRERHEEHROHEBEETFT —F D5 b, DISCEBEUNOHERDOT —4 %
T ABICIZ. —BlE LTTFRD X 51 lanalysis] 7+ VF DT D
BRIz lepl 7ANVFR2RT. TOHITEMTIZERNEL NS, &
DBFEIZIX. Tepl Z7ANVFTHO T + VT BRITFICHIBRIZ Wb D &
T5, BB, YT —FOBMFEL LTELTLLEINITRSHDT
R0V, BMFEICLLT., AR, 7HANVFARDRT 7 A4 VAR
5EROBBEHICIEIMES 2 b, YT —F OBRMFEICOVWTIE, F
AT PMDA IZHHFR D Z E S E LU,

4



7+ NEOERFEEILLTO®EY ThH,

VENUZD L. e B
mb 1 [BETOHBEETFT—FMN CID E5HICET D
EETRT, KIZANVLIZCTMTANFLUNDT
FANEEDTIIR G2,
datasets 2 |HEBTFT—FEBNTIHT AN,

KIZANTIZTAT FNVETUND T 7 A V28
HTEHRL RN,

[study id / iss / ise)

RER L I A RETRER Z L ITERR S LD 7
FNE, TANVFZITYERBRE —BICRIT
x ARRE R (studyl23, 72 Y) &350, fi#
WrofER] (iss, ise, 72E) &356Z &,

KT A NFWTAET A NEUND T 7 A V&
O TR B, :

analysis

fi#trsT — 2ty NEONTa ST LEEWT ST
FIVA,

BT ANFTIWZTMNT ANELUND T 7 A NV EE
HTIEHR L2,

adam

ADaM T — & ¥ v "R T T LEBRINTEH T
AINE,

KT ANFTWZTRT A NVEUND T 7 A N 2E
O TR GR,

datasets

ADaM 5 — & & v M EEWT D 74NV HF,

programs

ADaM 7 — 4 & v F RORRDOIERIZRS T 0 7
7 LEBWT ST AN,

adam_j

W ADaM F— Z 2 v MR T D AARFET —
Sy MR TLTANVE, AT FNVEFIZH

7 ADaM 7 — 5 & v NSO T 7 A VR L
TR BV,

cp

BRI EHER O R FEE T —F D9 L, CDISCHE
PN DT DT —F BB T 57 1 VA,

legacy

ADaM R ChWi#trr —F &y NRO T v/
LEWEWT D7 NVH,

KT ANFIWZTLT A NVEZUNDT 7 A NVEE
O TR B,

datasets

ADaM LIS DR DT —F &> M EERNT D
THIVE,

programs

ADaM LA DR O T — & & v B ROERD
ERRICRD 70 7T A EBATH 74 VA,

misc

analysis, tabulations DWW T D7+ ZIT%H
AT 22 EBNEThRWT—4 1ty b EEH
THT AN,

tabulations

HHREOT — 2 RRRICET I FRE BRI

RCERLET %ty NEEMTE 741
5%

5




T IVE L

(e

B

BT ANVTINCTFMT A NVEUND T 7 A V5
HTIER B2,

legacy

SDIM DA DR —ERXRFERXDT—F &y b &
BT DT V4,

sdtm

SDIM T —# & v FEBMNT D7+ NV,

sdtm_j

R SDIM 7 —# 2 v MRS 2 RAGET —
Sy NEBMT DT AN, BT L FICH
AEE SDIM F—Z v RSO T 7 4 LEHIHL

TIER B2,

3.6 HFEEFT—HFITETHINYT—TaionT

R—F NP A PN U TREINZHREE T —ZICxt L, 7—4F OIS
CleR YT —v a BN TS, ST —va VOBRIZ. A—FAA |k
LAEUCHERIOEESNS, 2B, 3.6.1 (7) SIRINA—/UMGER LT
HHFEETT —F TNV, ABRPFEELRNTAETIEELZET, &£7T
DTF—H EBERETHI ENEE LYY,

T —AEERR—F VYA MBMERIZRAE L= T —Z oW TiE, A—F Y
A bANWVT T AT FIZEWVE DR EITV, fBRERITH L,

3.6.1 CDISC #E#FT —F IZHT BN F—a v

PMDA X CDISC ##L5"— # |Z% L Ci, Pinnacle 21 Enterprise %\
NYF— 3 %179,

NYF =g NZAWVB V=IO TiL, BE~DOEESM L ARERE
BT AT —4FHOES &, PMDA NERNTIEB TR BEERRBRT —F O
B, RO PMDA 2B AEBERRRT — & Ok 22FHEZER LT, {1
—VORBERE X THEAICEREEZRELTWD, EREOBRBIZLIT
DELBYTHD,

(7) BRLTWAHAITMEE SN D £ TEENRBILZVIL—L
ZEERBRIZOWVWTHETH LT —F 2y hOFEFEOIEICER
#7722 — v

(1) BRLTWAHBAI, BMCHAN2WERICIIEEIN S £ THE

ERRBENRVIL—V :
Z< DFE ., FEBEROHEEST A NICHEBICED LN TN /L—)L
ThHY, EX L TWAEAIZIXFOEABEOMELENAAER/2HEBIZ
DUNTHEERNZ PMDA [CHR L., X BT —Z A FIZBWTEHAT
HYMEDH B N—)

(V) BX LIEHATHLLT LLZOMBEEZRD RV IL—L

BB, LR (V) ZonTh, BERBRT —Z0HEOBRANL, BRXD
HEIZOWTHIRBEZRD A GE13H 5,

PMDAIZKIT B/N) F—3 a Y OERMBEOFEM, [Ex DL —1, RO*E
DEKRMEDELEIZHWTiL, PMDA D WEB A b (http://www. pmda. go. jp/) T
ABLTEY, AREB Do CIXHFEAVLHBEETFT — Y iBIEENIIN

6




U5 —a BTV, = VER L TWAERTZ5E LTz L CTHE RS
BAEZT I LENH D, L —MZ DN TIIES BREGREICSE S 5 aTEe M3
HDHZEIWEEL, BICRFOBREMER LI LT T —va Ve E
THIE, BB, V= LVOERERD HBAITIE, KEHDOALV—LVOHEAE
TIZ—EDHMZ b > THENENTEIND,
3.7 RLZ2EBRVWEHERIIVF— oA VAT AOFIHABSEEELRSEE DX
& EDHEORFE L
N NP A FEERTIBBROENLEZRE - BHT LI 4 EH
— A UH—Ry R TARRRICEENRELEBEAEDOLIIZ, F—
FY 2 A VAT LAOFAPREERERIZE S~ T =2 A VAT A& LTH
BETT —FORHMTZZVWHEERD D, £OHE, PMDAR DI TS
B EITH DT, BFEICKLEREFEROEFEEICEEINT-EFT 7 AV
REOWCHRHT2 2L, -, BRRBRT — 2 RHENE L ¥ 7TRE Y R
(TISV 77 A V) THERL L., TmS) 74 W& LREARACERE L TRETSZ
o BB, TSV 77 A NVDOERFIEIZDOWTIE, PMDA @ WEB 1 K
(http://www. pmda. go. jp/) WCHIBEBIMT 5O TERT L L & HIT, 3.5 I
EDDET =5y bOT 7 A NAZBRDBEIEVEE DT 7 A VA ETE
)

4. BHIREHFEETFT—FZIZONT
4.1 CDISCAEZEIZHEML L 7= R E 17— ¥ R UBHE§ 5 CFIT OV T
4.1.1 #HITZT—FEY b
4.1.1.1 #%E

ERERRRER T — & OHIZEE L Tix, CDISC #Z#EFIHT 5, CDISC
L ABEHOBIBHRERLREE N A K (Implementation Guide : IG) . BAFIK
%X CDISC @ WEB #1 b (http://www. cdisc.org/) ZBBTHZ &,
CDISC i &L V. BEERRBRICB W T CRF &iIc L W INE ST —F D—
BREERT —2Ey FOIEREL LTI SDIM 23, f#F5y—% &> hDIZ
# L LTI ADaM 2SRk X T b, PMDA 253217 ANUFIREE L CTABAL
TWB3—T 3 »®D SDIM, ADaM FAEHER OVREH A N2, HES
NiEEEERNCTT— 22 F L HBHTDHZ L,

CDISC fE# L B3R CINEEINT —# 2 HERICRET A28
(2, HFEE DS CDISCAEUEIZHEYL U 1= T IS B4 5 &\ O JEME X &)
B, BEERRBROFHE OB S, HEERICSEREICHER Lo B
TOT—HRHBIRD OIS Z & ERIHRIZ, T —FNECHITFIREY
BT EREE LY, 2B, TUOERETAREEICBWTHSLE
RBERBROT —FHEEEZR LELOTERWZD, FEKRRRIZE |
WTIRETRETF — X IR RER R OEAOKBEERE 2 T, BRI O
B R ORI N EBRE OZEMHERICHERHEE Z2RE
THEILERDD, EBIZEIL LT — 7y NEEERT DHITHTZY,
BERERBR DO E UTINET 557 — X ORFHIC L W B O EEFENE
ZONAEE, BHLITH OIS EELRET A NICEILTLZ L
REBE I RAR SR H D HAITiE. BRI PMDA IZHRT 5 Z &,

7



B, F—&ty MEBRMRHZIZ CDISC XL I U, FIHT %
HAEBSCHELEBSINEXEL2ZTOEEERTHIZLEL, XS
U TRRKITF L FEORTLEEE LN &,
4.1.1.2 SDIM5—4tEv b+ .

SDIM F— &t v Mk, EAMIZ CRF ik WIEINT—# %,
AWAAR— a3 OSDIMBESDIM IGIBWTCHE S EERICLY
BEINTEE FAL VITERHLTRHT S, BEEICBWT, SDIM %
NETLIME OEXTHERRT — 2 BFEH L TWAHEERH 5D,
FOHBETYH, BHT ST —F &> ML SDIM RUSDIM IG IZfE-72 %
DICEHT DT &,

SDTM {23V T, £ % Required, Expected, Perm1331b1e 45 ER
waéomﬁéntr APEENDIERICHONTIE, ZOHKI
#mb%fﬂ%&@@ﬁ<w%ﬁw?~&%ﬁ&#5:to&B\
Permissible, Expected ®EED 55, LATFTOH DOIXFERARRY 25
HRETHD,

o R—RFA0T7TT (BEBRE, M ZNY1 0, LEBEXR., EpiR

B, A FERSE)

* FEPOCH designator (FRFEiZIEET AEE)
e —DTC, —-STDTC, —-ENDTC B A2 EH HHBED. FHITHIET 5

Study Day 2%t (—DY, ——STDY, —ENDY)

SDTM ¥, BB LT — X DEZZDETEHEML, ETE R
F—HEBRME LT DIEEDR, HELZT —ZIX ADaM T—F & v
MZg®hbdZl b,

F—ABEOREDOFT TYH, HliEAMEHOMAITIE IS0 8601 %
AnspzZ e, —DYIZ0oxEEERWnWI &, tthWTW%mofr v
mmﬁénfmt%Af%smwfiWN&LT%%T%% A2
FHANCRES =

$?§ﬂé%%@bf@ﬁ®W%ﬁu%Déf6ﬂéID%%%T%
t&)o)z{d}k& L. USUBJID HE XN TWS, M IXEMAERER &%

Wit BRI GRBRE, BHRORRE C— AOHBREICHET ST —
5%%%#6 LEAERLET A, A—HREICIIHFEN2EL
B LU THIBEZRFR Y R— @ USUBJID /D L D IZEBETHZ &,

SDTM (2T, il S 7z R OFHENC B § 2 R B E MY 5
Trial Design Model ® KA A v (TS KA A %) 2oV TiE, S
NIERRRBR O RICE T 2 A AREREE L0, RET A N2
W R E R IR B L CIRHT A 2 &,

SDTM Tik SDTM THRE S TWARWEEZ S 5 =92 SUPPQUAL &
W) —BDOF—Fy hERETDIIENRTED, ThbDT—4t
v M SDIM D RAA VBV B TAHRZ EDTERWT —FITH LT
FATAHI LN TEDN, BARMIZ izgﬁmﬁL%@¢5;9&T
HIXZNIZE B _E Tk, SUPPQUAL | \ZREH A FIZRR#E
Ojfcﬁ‘/‘ wu%ﬁbn_:]bb\fﬁﬁngl’ohéiﬁ%abb%) t%*ﬁa_f

8



LTWAEEIZIT, ZERTIC PMDA IZFEFE L. EBRIZEDEHEK
2 A RIZBWTERHATHEZ EREE LYY,

INE L7-F — & ORIT X - Tik, SDIM OBEFED KA AL ITEY L
RWEERHD, ZOXHRIEE, HEBICLZMEDO ALY (U
T IHRILARALY] WS, ) ZERTHIZLEHROLNLTWVWD
DT, T—INPEEDO AL ICEE LN L E2HRBLIELET,
SDIM DEIEH A RIZHNWI AZ L RAAL VEERLT —F 2T 5
Tl HABZLRAAL VOBRRPIEIMNBEL Ro-BRAE LB T—F T
A FIcRB&EmTBL, Flr. WREZL VALV ~DT—Z OBEMER
T ABREAITIR, ERNC PMDA IR T A Z EBEE LYY,
4.1.1.3 ADaM 5 —%t& v b

fi#tr7—# &~ bk CDISC FEUEIZ K1) B ADaM IRV V&R LIRH T 5,
R BRI S N2 TORITIZ OV T ADaM 7 — & & v M &R
THMEBEIRVAS, AT 5 T EMT, BIKAENT (ZEFME
BB % BIK AR EE 2 BIRELME B BT AR . BRI
B % XEMITCE FERICHE T 5 ERNRMEN, BEESLHEDMIC
BT 2BERERFOEELBRNT D20 OMITE, AUk, £20
FERBEREOAE «  AROBEORIMICEL 2HERRBEREED
T2 DORITIZHONTIL, ADaM T—4 v b ERHTHZ L, BHETD
F— B ¥y OS5I OWN T, BRIZ PMDA ICHIRT A Z EBNEE
L\, ADaM F—# v b TlEARWT—# & v b ERAWTIERBIERS
BOMFTHERMERINTWIBAICY, ERoFEHME, BattoE
BHRRORE - FREOREDRIICE D BHHTIZOWNTIEL, %3
FEROBFENFEEZ ADaM ICE S @7 — &y FERHTDHZ L,
B, ARHBRICHEBENBAEEEA~OBE O DI ER L iR
WZOWT, BINTHITT— 4%ty N&RET 2 0EIRRY,

ADaM \ZiX, #ERE LNV DIE#R %A S T Analysis Data Subject Level

(ADSL) W HF—F &y hB3H Y, ADaM T—F v FERHT 5%
RBREICHOVWTKHTINEZRELRTNIER SR, F2, ADaM 7 —
¥y MCX ARG & 3T5H0, —RAIT ADSL 7—FE > K
WWEEND., RBREHEEIC Eﬁéﬂééf@ﬁ%ﬁ%ﬁﬁ&&&
8%, BHIE LTHK ADaM 57— %y MZEDAHZ L, THDHDE
Lot LTk, #EREICNAZ T, R FRREGHEEES) | £

Mgk (HgkEE) . #Hug, BE. BT 5hi=a®R, Hl. Sk, R
B, MITERZTRT 77 TR OCEERRN—RAT A VICET o%REY
RICETEERH 5,

ADSL LIS ADaM F— & & v Mid. BRI & T 5 % O ORHRITIE
UCE« REBOEREZLVBDIZ LD, EREST —F A NI
LARNBOHBANBEE THDL I LICHETHRETH A,

ADaM 5 —# v MIBWTSDIM T —# & v b ERUEHEZHWTY
HBEEWIE, FOEHEOREM, AFZRREKE T2 L,
4.1.1.4 T—¥kEy bDO7 7 A MERIZHOWNT



CDISC HEH#E|Z #EH#L | 7~ SDTM, ADaM 5 —# & » biX, SAS Institute 23
AT AT — k7 +—~ v N T®H D SAS XPORT 7 7 A NVEEIE 7 4 —
< v b Version57F3, (LLF SAS XPORT Bz &\9H, ) T, 15—
FEy b1 T77A0VELTRETHIE, BB, SAS VAT AIZLS
YERFFIZ X SAS CPORT Procedure (A L7222 &, BAFE TOREEHMN
WENOEYIEEBELONDSEK (LT TAAREHEHE] LWH, ) BE
ENDHT—FEy MIBWTHERICT 7 A AU SAS XPORT = &
L, 7—4% %y MERBFIZAWO N XXFE vy M XRFEILFRE ST
—Z A RIZghbdrl L,

SDTM B O} ADaM 55— # & v Mz oW Tk, —F 8y b LT 7 AL
ZFE—LTBHZ L,

4.1.2 T—5ty FOBRRERTEOMOMHT 23CE
4.1.2.1 F—&ky FOEHEE

SDTM, ADaM 7 —#4 -t v MIBAT D EREIZ LN L4 CDISC ITBIT S
Define-XML FERIZ XL W, WEDR TRV ARMRAZ AN — h~DBR
EELXMBERDT7 7 ANMTELD LT, fendT2575—4ky bR
CT7ANFNWCYEFBAZA N — P EFHICEBMLTRETS L, ER
EDOT7 7 A NVAX Tdefine.xml] &5, EBEONRE LTI, 7
—&Fy b, B, EEHORYEIHE, ROHKHEIAELa— NICET
HEBDEEND, HEHEOBERIZI A —TVa v z2E80HT L,

ARBEOEDIZHAVON S BFFELHIIBVTRR S D RITRH R
LIRTT —HEy FEOBBROBBRES THAHZ &L, ERERAKRT
— X EHVWEARBEELZABICEDLIEDICEETH S, Lo T,
ADaM F— &t v MIBT A EREITIL, 4.1. 1. 3R THEDM., 4Ltk
DEBRERROHE - FEOBREORIICEHL HEHARBRER LB
LI DOETITONT, EITFER LIS T 2EHT—F &y FFIH
SNAEHELELDBFRERTMMTHERA X5 —4F (Analysis Results
Metadata) BEENATLBEF LV, BT RA T —ZITBWT
i, BRITICOWTUTOHEAENSENS Z ENEE LV,

o TEHRMREREZBICR T INDIBITRRE SR TRRESFERORT4A
o fENTOWNZE & EinHE

s EATAERTIA—ZLLa—F

o fENTHERE R DB

e EATBT—ZE> b

o fEMTXMR LD L a— FORBRIRER

o MEFTHEEICRTAMIGT HRE. T e ST L4, BITHED

e
o  FENTHIBICHRIST DRI T v 7T AOKEY

RITHRERA X T —ZDORRICHOWTITIAIRERR Y CDISC 2L 5
Analysis Results Metadata Specification for Define-XML 2%&#& &
THZILLTAHN, ERBBICEDTRET A LSRRGS,
eCTD &1 B R eCTD BB\ VEBENZ & > TED HH T3 PDF {2 & 0 BRI
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THIENARTHD, B, EEBCBWT, #ASIBARFEICX
DERENTWTHELEZ R,
4.1.2.2 FER X EFHLEE (Annotated CRF)

HERfT X EMHREE (LLT lAnnotated CRF] &\ 9, ) &, CRF iZ
FOVNEENLZT—FDOFEER L, T— 4y NCEENDIEEEZ X
JEEETHEFBEERLIELOTH S, CRF OB ICKIGT 2L LT,
CDISC #EHEIZHEIL L 72T —F & v MZ 2\ TiL SDIM DEHE AW 5,
HEROETEHFIEIC DWW TIL, CDISC 12X 5 SDTM Metadata Submission
Guideline (SDIM-MSG) &L 725,

CRE IZ X W INE ST —F (I EERRY SDIM 7 — & & v MIHEM
ENTHR/RHBENDZEPEELWVS, BHSKW WS —FEHERH D
B/AIZiE, Annotated CRF ETIIRHET —# >y MZEENLTWWRWE
NENBERTETDIEEHBIT, EENRVEBAET —F T A NICREH
TBH5ZE, 2L, ZOEASALNR LD OVWTIIRH T ILE
AN

Annotated CRF @7 7 A4 AFERIL. FHI. eCID BENKZ N eCID Bdk\ il
HIZE o TEDLNTWS PDF L L, 7 7 A NVA&IE Tacrf. pdf] &5
&, FAIE LTSDIMT —4F ¥y hERUT7 A NVFITHEMNT D L,
4.1.23 7—FHAF

AREEFOEERICL DT — ¥y bONE, FEBOEEZ (R
THELLEBIZ, BEHILLET -4y MERIZOD o TOT—F1E
YEDF R R O B+ 2 3AE ARE L 35729, SDIM 7—4
Ty FERW ADaM 7 —% & v FOERERITONWT, T—F Y POE
BEIIMZTT—F 44 FEERL, RAIE LTRISTLE27T—F kY
FERUET7ANFITHEHLTRET S Z L,

SDIM F—# &y MZBT 37— HA NiZidd2< L b TOIEHE
EEDBHILETH,

o [RERB4A . IBRENMHEEESS

o [RRREREEICT A

o Wb h7-1E#E HHEIHE, BEROTEDONR—Va v

o WHRET— & DA

o T A IERA~OUEPEICET DA (N F—va VIERICET S
FER)

(72, ADaM F—4 &y MIET AT —FZ HA R TOEENE

FNHZENEFE LYY,

o FRRRBRAL ., BREMHEEE S

o ETT—F kv MIBEET SERARBREE IR T 5
o HAWLI-IEYE HEIHFE. HEERVNEONN—T g
o BEOT—HFEy MIKBTHIHER

o T—4%ty FOERICETLIHEER

o FT—XEy DN
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o T —HBEEE~OEYPMICET LI NV T —va VERICET S
)

SDTM, ADaM T —4 & v hENENDT —F A ROERRIZHT= Y . DISC
BHEIZBWTCET =2 A ROEGERR 7 +—~ v MIRBHESITORVAS,
BEBICEDANFICONTL, LTOBEEESEICTHZ LN TE D,

o SDIMT—4 &y MIBTHT—F A K
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

* ADaMTF—& &y MIBT AT —ZHA K :
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide

& 3XEIL, FRL eCID EAKR O eCID Bl NEAIZBWTED b T3
PDF TYERL L. 77 A V41 SDIM, ADaM {Zxtis L CTENER Tstudy-
data-reviewers—guide. pdf | [analysis~data-reviewers—guide. pdf |
ETHZENRBELY, B, T4 HA NIZFBEAREFEBTERLTHE
LR 2R,

4.1.3 (HHTHEHEDONA—Ta 22N T

CDISC HEHEICHEW L =T —F Yy PROEREBLERTHICH D HEH
3%, CDISC #Z#, HEHIAFE, FEESHITOWT, PDA IZBWTEIT AN
RE72/S—7 =3 13 PMDA @ WEB A b (http://www. pmda. go. jo/) BRI 5
&, BB, A—Ta VOZARATIX, BEENARBHBEERICENRTS
RHEH B 2 EBEICHET 5,

A—HRBENTERLIN—Va vV BERATLIZLIEELIARV, F—
BARRBATIIH—LieAA—TVa v WA Z &, R—BRERRBRAO—E
D RAALNZDONTHDO N~ 3 VEBR LIZHEAICE, ERLEA-Y
a VROZEDOEBIZOWTT —Z A FIZBWTHBAT S Z &,

BEOBERBROKEMBTOT — 4 vy MoV Tk, ZBEERRBROT
—H Y MBI RV a VBERSOTWVABFEETH-oTH, i— LN
—Va VITREVER TS 2 &, ATV a UE—ICBE L GEIR LT N—U g
COBREE, B3 3—a b OEBICHT D EE LA ON
T, T—# 04 Rzl dsz L,
4.1.4 FHREFIEORBEONT

e, FEBHEBSEOT —F 2N T 5720, £ OERIZOVWTE
NENKEBEISAERE (Therapeutic Area Standards) 2%, CDISCIZ XL VA
SN TS, BRTEEP AR I TWDREIZ OV TITE OEELZFIH
THZELNTELN, FIALIEEECONWTRET — &y FOEBERD
TF—2HA RIZE#HTHZ L&,
4.1.5 BAET—FOBRYFNZONT

HAETT —FIE I, MOFNEHFEICER LIZGRIC—EDEHR
BHEBZONEIR-BNBH HEHIT OV TiE, BARFE CTOREERS LEIDOHEY]
THY, BARFECRBLEZT—% (LT TERET—F1 LI, ) &k
M2 ERFAEETH D, BARENS TN D AEEMEN & B EHOF % B
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2T, ZHIZERS D TR,

BABEAN FAAL VICEENDIHEDORERET —F DT —FEy b
D FTIERORBFEZERE LTEUToLEY L35, ok, B3
2Bl &R,

FUTERALY (F—FEy ) IZOoWT, BRET—FEv b
BEOEBTZED ASCII THESNTWAXFEE Yy hOATHEREN
rF—H¥y b (UT FEHETF—4%Ev ) E0H, ) ©2O0D

Py NEERT B L,

BAZET — ¥ty MIBABEEOAZBAEL L, LMK
BFETF—FEy b ER—ANBDHEEFEEDT—F L THZ L,
AARET —Fty e EBFET—F 2y MIAAEHERB & ENIIH
T AEBFLFEFNOT —ZEOENEBRE 2L R—0BEE L,
La— R, La—FolEFb 2 o075 —#ky FMEITHE—& 95
Tk, B, Tty NOBREBIIEREFT —F Y MIHT D
HDDRHDAT I,
BRFT—Fy MO BAREEBICKY T AEATICIE, EEROT
—H TRV XA LNREFEXFSF] ( [JAPANESE TEXT IN
SOURCE DATABASE| %) %###d 52 L, T—ZEDHIBDZD,
AAFET — ¥ BB OEEUIBEH DO L a2 — Nico T TRINT 24
EXRHHHEE,. BT —FEy MHOxIETH L a— FiZBW\WT
UBHEELTINEB/MNTH &,

Z DIEFELFF ( TJAPANESE TEXT IN SOURCE DATABASE) %) X1
R TII—BLTE—DObLOEHA, T—FHA4 RXET—F v

. bDOEFEE (define. xml) ITHHRT B &,

AARFELZSHEMRCa— N X FMEICRT S BATIC T @E 2%
RIUIBEESCFH| M TD 2 &, R, BEXFIEEMNT 55
B, TOERBEBXFFNEHEEIZETILEND D61, RKEBIZE
BEOT B 7 EEBNCEY xS Y (5 : [JAPANESE TEXT IN
SOURCE DATABASE 01} . T[JAPANESE TEXT IN SOURCE DATABASE
02) ) . TTOHAFEL OMIATITET—F A REIRTZ L,
BFT—F by NEFTED 7 ANFICEHBI &, SDIMTF—& &
v MZHIET 2 AARET— Xy ME Isdtm_j] Z4HNVFIZED,
ADaM T — &t > MIXET 5 BAET —F &y ME ladam_jl 7+
NEZEDDBIE, T—FEy MARORTNVAIL2 20T —4+&
» P CRI—DObDEHAND T &,

HAZBEEZSERWRAL ICOWTIERTFEOF -4y FO
HEFFEDT ANFILEgD, BEETH T —4FEy hE@EHLRWVWE
&

28, RHIE LTRARET — #1220V T SDTM & OF ADaM & H i EFED
G ETORMT DL L9508, AARET —F 2 30HRKRBROT —
2 ERNTHTENDHHEITIE, £ OHBHEIZ-OVTHERNZ PMDA [ZHH
WTAHZENHEFELY,
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4.1.6 TuFIAORHMIZHOWNT
4.1.6.1 #/HTH7urI A
CDISC AZEHE|\ZHEML L /- BB TT — X ICBET 5/ 77 58 LT,
4.1. 1.3 \TRTEDME, REMOTERBRLORE - AEROREDHRILZ
BB % BGRB8 B - D DERITIZ OV T, a7 —4 & v MERRR T
07T ARUFHA Y 0 75 LORMERD D, &7 T M3, ThER
RN O LERA B OBRR DR, BT T V3 ) X AOHERMAER B TH
. UTLH PDA OBEICBWTEDEEFTT S ENFRERERAKL D
NAEE LTIRHT 20T, F2, BEDY 7 by = T7RoN—Va /T
BET D HOTIIRVD, 7T hadERl, FATURRE @ER LA
L=y g VAT A, VT MU TROFEON—Va ) [ZETHERIC
WTHFETT— 2 A FIZBW TR 22 8, w7 uzflfLiz7 a3
LEFEALTOWAEE, v/ u7as I abHTiRINT 22 LA LN
DB, wruaral T AORMBEREREES, £, T4y N7 as T
LDOVERR B A2/ MR CEFE L TR Y 7' 7/ F A B RO REE 255
H\VX, AT T Y X AOS A EEORHTE LI IR,
4.1.6.2 a5 L0774 N
4.1.6.1 TRTERY., a3 hIEEDOY 7 by =2TN—Ta il
RIET D HD TRV, 77 A VAT Y 7 U = 7 345 UTcihak
FEEDD L, THETFRRNT 7 A NVEDFEEILT 7 A NVIERIZET 57
BHET—F A RIZgbsd T L,
4.1.7 B 1ERR. BRIEIMERL DR K ORI FEIROMITICET 5
CDISC fEHEICHEIL L 7= R F 7 — F &I DO\ T
1A, ERPRIKHRER S O E R DR REEHEIROMITIZEE 45 (DISC
HEHE WL U7 BB YT — Y SOBMV BT 4 1.1 25 4.1.6 L[ERTH D
DS, FRCBE T _REXEIEEZLUTIORT,
41.7.1 SDMT—%FtE> b

HHENRE T A —H X, THEENEENCRET A8 ERTT—F L LT
EHZBNBT LMD, RpREST —F 2B LIZ PC FAAL DN, B
HENT-FWENRE T A—Z % PP NAA ATEMLUTIRHTAZ 8, PC R
AL EPP RAL DT —2 ¥y FOBRIL, SDIM IG (ZH-J% RELREC % 1E
B LTI 2 2 E R E LV S, SDIM IG (ZESU V=R RS 5 8%
WZIXT— A FETHAT D Z L TELIARY,

7233, CDISC AZHE|ZVEIL U 7= AL DT —F &> F % PC RAAL /L PP
AL NCEB LU TRHETAEAIL. FL—VE VT I3 255EH (PC
NAA L E PP AL OVERRFIE, ZEHOBREDPC RAA /& PP A
A NCEENDBROBR) 27— 2 A FETRATAHAZ L, B, bL
—H T4 ZHATIEBT, PC AL VOEYEIR T A% H
BT B METAR,
4.1.7.2 ADaMT—%FE&v b

I R OVGR AR R (2 B3 5 SR ENRR I OSSR Bh s/ SRt 7 — 4 & >
h % ADaM FER TR 55E1E, BNOMTASFET D 75y b
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W2 L ABIBINBRE RO THIUL, 2hoDTF—2 &2 VDEDDT—F > b
ICELOTHRIA IR L TH LV,

FRMTRRC FAV 2 ADaM FTER LIS DT — & & v N &G FERFC ADaM I
T TIRET 35S, ZEOTHCAWET—4 &y FORBIFTETH
b, 12170, T—Fty O FL—YE ) T SOfRTNEEZ#HHT D £ T
HRDESRTHAEST, Y% —F Ty M RH U ECHRATAZ &8
T& 5,

4.2 %5 1R, BRSNS o Bl B R RSB IR OMATIZ B 92 HiEE
FT—FETONT
(ERREHEIR DB T — & Sy r—ViAE) i ONCERR KB O H 55
BFF—Z RO 07T 2O BEHRRERBIZONT, BT _EEHZ L
TIRTS

4.2.1 ERREBEGIROE T —F Ny r—VHAE) 1250 T
TEERERBEEROE T — 2 vy —VHAE) X, BFEF7 %%

BF—=brT 2 VAT LTI VRETIBICR—F AT A F ETATEND

ERER SRR T — # HNEOERND PMDA BERTHZ &b, XEE LT

BETAHIZCGIIRETH D, BB, VAT LAEERAERICEF 7 7 M Vv

EORHT A, 3.7 HIRLEERBY, TSV 77 A VEEHT S Z

L THu,

PMDA IZ3 W\ T ERRRBGEIROEFT — ¥ Ry r— VA E] Z1EkT

HERCHBERERIITEROLBY TH B,

o Study ID (&#AER%E BT 53CF5)

o TFANNRR (TrANZEEL) , B, F— M=z VAT AL
77 A NN AR BB AT 2D, T 7 ANRADANIZLER
7%

o EiESh-fRATOfEE (STS (RN EKyEhEfEdT) | PoP (REH
fE4T) . PBPK (EBZFMFEMEEIRETT V) XL Other (£DOfh)
AME, BEEZRAWTAANT S, ) , 2B, STS ITITEREN 2K EIE
fRAT & B4 0D J5 1 CRRAT S N 7= SR EhRE/ 38 71 i & & de,

o TrANDOHNEBEDHRE, K77 A NDRARRCMD T 7 A V& OREGRE
DEEETX AL HICHEMERN TS &, B, AN TEERRIF
;% 100 SLFETH B,

4.2.2 HEHETT—F OBRENLBHARICOWT

TR PR SR B HEARAT . REE AR I OVE B2 SR B R B 7V MIRAT

DENFIZ OV THEITREFEEZUTIORT, B, BFOBEKEICK

b3, F—F v F& SAS XPORT R CTRRHT IEICIE, 7—F &y M

T ANAER—ETHIE,

¥, B 1 FERER, %Kﬁﬁ%ﬁ%@ﬂ@&@ﬁ%%ﬁﬁmwmm
TAHHEFEETT—ZDOH, CDISC EHIZHEM L 72T —F I wfm
4. 1.7TI1Z9EH Z &

4.2.2.1 {EHER 72K EBAEAT

FEHE 2 SR B BRI B D R BT — Z I D\\ T, ADaM P DT
TRITT— 2t v NERET 284, #ir—4Fty FROT—4%Ey bME
FEHOFMITRO LB THD,

O fg#trr—ty b
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WENRE XTI/ RT A—F OBV T — 4y PR

IBHEE 3R A 2%T A — & O R 2 RS VT T — &

v b GERMHEBEOEHDOAEZIToIHAIIRS) 28RET D, 7

7 ANV, IS TORRANE 2 LD,
. SAS XPORT 73 (% xpt)

*  ASCIT Format Data Files

*  Phoenix Projects (k. phxproj)

*  WinNonlin Files (k. pmo, *.pwo)

@ 7‘“*5’ o FERE
F—Hty NEBZEITIL., Pl ELEBAROEROWRA L
EHDHT k&b\%ﬁ4%£%mme5:koﬁ£\%ﬁﬁ
RMEFBFCLRLHOH5EE. LOFERIE—VEHTRT
BHIETELRZRY,
o T ANBRL, KA. eCTD BEN KL O eCTD BV VEENZ X -
TEDLNTWAPIF & THZENEELY,
4.2.2.2 REREN (EFNMESL Y Ialb—Yaregst, )
REMATIC BT 2 HEETFT — ¥ 2iIRHT 258, Bty —42 kY b K
U —4ty NEBEOHMIITROLEY THD,
@ gty —%+ v b
ERET I, BETNEERERT DBRICREAICAVW, 42320
WCRTETADT TS LT 74 SIS LT — % > b &R
- W3, 77 AAERIL. FIXIELTORREZ bIvD,

e SAS XPORT 5 (k. xpt)

e ASCII Format Data Files
@ F—2ty FEEE (

4.2.2.10%8BT5Z &,

4,2.2.3 AHEZHERDEERET VES (ETNVICEIS VI 22—V
avEate, )

BRI R T T VIENTIC BT 2 REE T — 4 2R_HT 5546,
BHTE 77440, T—F 2y " ROT—Zty NEREZEOHMITITED
LBy THB,

O BFICRAWVWEETNVOHBE, RELZEDROEBRNNT A—ZD

B, BITFIECHERORBRESITEOBFRVGTEND 7 7 AV

T 7 ANERIT, EEOWRTELI X,

@ mMHRET—Z%52EUBERBROT—F >y b

BEDY 7 "N =T CHFCED LT —F 2y FEERUINT

LTWABEEITIL, YHE T 7 74/ (Simcyp PE Data Files (mml f2

R) %) 2RETHIENREELY, 2B, BHEDOY 7 by =T HIC

Fe—kty FEERIUIMT U TWRWEED 7 7 4 MERE, (&

DR TELZZ R,
® F—Fty NERE

4.2.2.10%BRBTH &,

4.2.3 Iud T LEOEENRBHANEICOWT
4.2.3.1 EHEN Y BIRRARYT
ERAENRE X R EN R/ S I BRI A AT AR E UL I EE U TR
FTREFROBMITRROLEEBY TH D,
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o fEINTT NIV XA (FziE, BYERE T A —F OEHGES) O
EBTRRBOT —F OWMF NS, Eii L7y ICBE 3 235
EELLDTHD, B, T —4FEy FEBICERERPEE
534 (Phoenix Projects (k. phxproj)® Text Output %) I,
FOERHARTHZ L TELIXZAR, £, IR EEICYZ
BEHRPESENIHBEIT. TNOERBHT DI L TELIARY,

o T ANHRIE, EEOBRTELIAR,

4.2.3.2 AT (EFMCESLVIal—varyEty, )

AT B 2 REETT— ¥ 21RIHT 25AICOVWT, s J A

TrAN, EEREENRBAESNEZT7 7 ANVKROT 07T LAFIEEED Y

Ral—yv a3 7 7 A VOFHITITRO LB Th D,

O TarlsrL7rAN
BEARETN, BERETNEE WO 0 I L7 7 A NVEtR
92, 774N BIZIELTORRNE 2 5h b,

o ASCIT Format Data Files

@ FELRFBEIHAIENTZT 74/ (NONMEM output %)
EARETN, BRETNGEZ AW RTEORRPAEENOH AT 7
ANERET D, 77 A4VERL, EBOBRTELI X2,

@ vIial—val iktBlTba77A
I alb—a it AT s ANELT, YRalb—vali—4
EREIEHRIEHOTIaTTLT AN, VIal—a DRI
AWl 6774 VRN 2 b—va U ERERLEEERD
BT 0 75 57 7 ANVEERET D, 2B, 70/ 7 LRMEHTE
IROBRAIE, TAT) XARGNBAERELRE T, TrT T
LDT 7 A4 MERIX, EEOHRNTELI XYY,
iz, Tur I AFHEELREL. TOMIITROLBY &5,

o ulIAEETTAOOFEMFIEL T T LD THS,

o R EL, TS TATFANAROYT T T AORALZED
el S 2BBI/ERTHZ L, B, BEHShI
TS L EERTBIHIo T, NRALDERES, Bl
HEITH BERRWEEICE, BAMICT 077 AFIFEEDRE
HITARETH D,

HIEE T —F %L D & ORRIZOWT

5.1 HFEETT—F%EL CID OB

FRHIE LT, @CTOHEBEFT—FIE, DNy 7 HR—rbBREIND
TENEEITHB, LU S, eCTD @mEI KON eCTD Bk Vi BHIC R T 5
EIZ LY eCTD BT 5B AL, eCTD Ny 7 R — 2 BN eCTD 7 4 NV 1
WCHBEFT — A IRBBERII T 7 AN EEDRNT &, 2L, FH1E
DOETER—BICEETIHEEFT — ¥ ORMOBEAHBEE T IR
TAHI L,
5.2 R—ZNHA MT XD eCTD ZAHE S OES

eCTD 22T 288X, R—F YA b2 b ERNCRETE H RSB ERE
WEASL, eCIDZMNEFZLZRETEZ L, BRERFROFUILLTORY T
H5H,

o HFEN B DOlRFEA
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HRFEX S
R RFE T HREEOR
IEAR, 2EDR|
=HTEH
5.3 R—F YA &S L7z eCTD OREH
eCTD DIRHIZH =, BEFEHIIMAMERER—F A b L TR, BER
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BIHE 2

HAFENS EN S RBEDRH 52K OH

Term

The DVTERM values will map to the controlled
as

terminology in  DVDECOD, such

TREATMENT DEVIATION.

Domain |[Variable . CDISC Notes (for domains)
Prefix Name fananieioel Type Description (for General Classes) SO
: Reason not done. Used in conjunction with --STAT
Bih ] --REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
38 --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
Cco COVAL Comment Char |can be added to additional columns COVALI-|Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char |this unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN”.
SV SVUPDES Description o.f . Char Description of le.lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
CM CMTRT gﬁggrt:feza;le ai Char Ve:rbatim medication name that is either pre- ]
printed or collected on a CRF.
Therapy
Modified Reported . |If CMTRT is modified to facilitate coding, then
M SRRl Name i 2 CMMODIFY will contain the modified tex‘f perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
HYPERTENSION.
EX EXAD] Rez'lson for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT fs{sbpsgggeName et 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.
SU SUDOSTXT Substance 'Use Char Substance. use consumption amounts or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM IR I Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
= AEMODIFY e 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 Verbati inted CRF t for th dical
MH MHTERM the Medical Char |'oroatim or preprinte S 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




Domain |Variable . CDISC Notes (for domains)

Prefix Name Wesidble Lahel Type Description (for General Classes) o
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 off
Qs QSTEST OuestionIName i (Chen 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 X

e, FCHUI—HE)




BIHE 3

HAFE

— Z B ITIEDOB

Bl 1) BARZEBOEMEHEHZELFZRETEOEERMNT 54
AE RAA Y (GEEEFT—

Ezkﬁuf?b‘

2t )

FINE LT

% 2 MIE

BIlZ DWW TILHEFELFS

( TJAPANESE

TEXT IN SOURCE DATABASE| %) ##&#13 5 (AETERM %% HAGE CYULE)

Row |STUDYID |[DOMAIN |USUBJID|AESEQ |AETERM AESTDTC |AEENDTC |AEMODIFY |AEDECOD
JAPANESE TEXT IN
1 ABCI23 |AE 123101 |1 SOURCE DATABASE 2005-10-12  |2005-10-12 Headache
JAPANESE * TEXT IN|2005-10- 2005-10- P
g |ABC1Z AR ;2102 SOURCE DATABASE |13T13:05__ |13T19:00 e
JAPANESE TEXT IN| Pulmonary
e il | A AP SOURCE DATABASE |*00510-21 embolism
Row |AEBODSYS AESEV AESER|AEACN |AEREL
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 |AEQUT AESCONG |AESDISABIAESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY|AEENDY |AEENRF
1 (cont) RECOVERED/ 1 1
RESOLVED
RECOVERED/
2 (cont) R ESOLVED ! .
3 (cont) ﬁ{ﬁ%ﬁ'&"(‘f % Y 9 AFTER
AE RAA Y (AAXRFET—F > F)
AARECT —AWNE LT FAFERIZOWVWTIL, BAELZZOEEH/MT 5,
Row [STUDYID |[DOMAIN |USUBJID |AESEQ |AETERM [AESTDTC AEENDTC AEMODITFY |AEDECOD
1 ABCI123 |AE 123101 1 17218 2005-10-12 2005-10-12 Headache
- 2005-10- 2005-10- .
2 ABC123 (AE 123101 2 gt 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 3 SRR 2005-10-21 Pulmonary embolisim
Row |AEBODSYS AESLYV: AESER |AEACN |AEREL
1 (cont)[Nervous system disorders SEVERE N NOT APPLICABLE _|DEFINITELY NOT RELATED
2 (conl)|Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOQUT AESCONG|AESDISAB [AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY[AEENDY |AEENRI
1 (cont) RECOVERED/ 5 0
RESOLVED
RECOVERED/
2 (con)) R ESOLVED . !
RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER
Bl2) RXOBAARFELFERTHZEPREETH Y, FHRT HRELFIIZHAICXS]
THULENRDLHE
N N 3 =
QS FAA YV (FEFT—F Y )
Row |STUDYID |DOMAIN USUBJID QSSEQ QSTESTCD |QSTEST
1 ABCI23  |QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEOL
2 ABC123  [QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(02
3 ABC123  |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS ALY (AARGET—FEY 1)
Row |STUDYID [DOMAIN USUBJID QSSEQ QSTESTCD |QSTEST
1 ABC123 |QS 123101 1 QSTEST1 B Childiz &t 972 ?
2 ABC123  |QS 123101 2 ' QSTEST2 FIEAINLTCEE T ?
3 ABCI123 - QS 123101 3 QSTEST3 FIOA AR L THFRTT 0?2




B 4
BE) F—FtEy hERE

Dataset; : XXXXX ( IXXXXX] 135 —%tE v b)

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

6 Chill 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)

X1 BB EFEMTDHZ L,
X2 B oBAERERTLIZ L,



B 5

(38) fur7rFRE

No.

Program file name

1

Description *?

FRHYZ7 b7 : OO Ver.@®
FREE: « TRV,
ERROEER :
TNy b7 ANERAT BT AN T2 TROITTRET 5.

XXXXX <- "N A"
DT —E T ANERETE 7 AN T ETROITTRET 5,

XXXXX<- "IN R4"
s FEROITETAu S 7 b2 ETT 5,

exportData(XXXXX)
HWELE7+0ME (ooxx) KHAERCSV 7740 ( Txxxx] ) (&%t
LT, Yab—varvHo-. -« 774 xxxxxx) 2FEITT D,
TRy b7 740 (xxxx) 2. ETHELEZ7AVF (xxxx) I
RET 5,
s FROTML eI 50RTE2HRL, RELET YNy T 7 A
IV xxxxx) & BiAH 2 HENTT D,

xxxxx <- importData(XXXXX)

XXXXXX

ERY 7,27 : OO Ver.@®
FERBR: « - - IHWE,
EREOHEN

X1: 7aS AT 7 ANAERRTH L, k
X2 usSA0RM @AY a7, HREN. EABORESS) 2RERTIIL,



