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4.1.2.1 F—Zky FOEHRS

SDTM, ADaM F—# v MZBTHEHEEIXENREN (DISC 2B
Define-XML FEXKic & V. NADRRBTERR S A N — b~DBR
EEDMBRO7 7 A MTE LD BT, METAT—FEy L EHE
L7 NFCEBRAZ AN — PRI MLTRT A &, &5
EDT7 7 A N4EE Tdefine.xml) 33, EHEBONELLTIE, 7
—&Ey b, B EEROBRVBLE, RUKHAREL2— FIcET

| BAEBNEEND, BESOBRCITS—VarkEHEIL,

ARFEOLDICANLN L HREERHIBWTRT S LD BT R
LR T — 5y M OBBROBERRE THB Z LI, BERRARRT
—FERAVWERRBEEYHBICEDIDICEETHD, Lo T,
ADaM 7 — 4 & v MY B EREIL, 4.1 13 ISRTADE, Rotk
DEELFHERRCAE - BEOBREORINICEDL I BEABRER LS
B DDA HONT, RFTRER & AT 2T — 5 & v bORIA
SNHEEEL OBRETRTHBIERAS 7 —45 (Analysis Results
Metadata) BEEND T EBNBE LY, BIFHERAZTF -2 BT
. BT OVWTUTOEEREERZZ LBEE LY,

o BRBEREFICRTINIBITRRE T TREEESRVOETA
o FEMTORNAE L EHEE MR
o FETENFA—FLZLLa—F
o ETXIHREIRAEHK
o FRTARF—FEY M

Ce FEETMBR L 2B Lo — RO
o FRATHEBICHIT BIET AR, BIF ST AL, D

i
o RETHIBICHIST AT T 0 75 AOHR

RN RAF T — 4 OBRIC OV T TERERY CDISC k5
Analysis Results Metadata Specification for Define~XML %2&#% >
THZELLTAN, ERBEICSDTRHETAZ EAREBERBESIZI,
oCTD AR U eCTD B\ BARIC &0 TRED BILTYS POF 2 & 0 BLRHRH
THIEBRTRETHD, 2B, EBXBCEVT, RHESREATFICL
DIERENTHWTHLELE 220,
4.1.2.2 ERM XEFIREE (Annotated CRF)
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R ZEFISEE (LT lnnotated CRF] &9, ) i%. CRF Iz
IOVNESNET—FDOFEEEL, F—FEy NEENDIEHExt
REETHEBRERLELOTHS, CRF OIEBICHETHEHE LT,
CDISC EEMEIZ WP L 7= T — &t v MTOWTIL SDIM O E W5,

D EIROTBEFIEIC 2V TIL. CDISC 12k 5 SDIM Metadata Submission
Guideline (SDIM-MSG) MHF:E L7425,

CRF IC & D iINE & i T —F {XFTEERIR Y SDTM 7‘*‘5‘]2‘ v b
ENTHEBEIRAZEBEET LW, BRHESR W —FEHERDL S
BEIZiX, Annotated CRF ECIMRHT — 4y MZEERTWRNE
BRNBZERETELLHIC, FENAVEREF -2/ FICER
T3z, mEL, 2OBREBHLARLDIZOVWTRERTILE

R,

Annotated CRF ®7 7 A AT, KA, eCID BER T CTD Btk il
HIZE > TEDBNTWS PDF & L, 77 A V4K Tacrf. pdf) &35
k., BRI LTSDIMT —~F =y beRLTANFITRNTSZ &,
4.1.2.3 T—FHAF

AREEROEEBICL AT —F ¥ v PONE., HEOHEMR LB
FTHEEBIC, BEEILLAF— Sy MERIC s TOF —F 48
B OFI| R IR OVEHE I B BB A RS & 5 7%, SDIM 7 —%4
£y MR ADaM F—F £y hOERFNIZONWT, F—FEy hOE

CBBIMATT—FAA NEERL, RRIE LTRSS 5ty

FERLZ AN ITHRIALTRHTZZ S,

SDTM 77—k MZB4 2T —F HA Fiziddiad L b U TDEA
REHH L ETH,

o BEERBRL. BREMFIEESEFS
o REREERETEICE T SR
v BHWbhioEE, SREHEE, #FERVEDNA—Va v
o WBET—FORMHA
© T I EE~OBRET TR BB (R)F—a LV ERICETS
iEA)

Fi, ADaM F—F -y MIBET BT —F A FIZRUTOEERE
FNAZENREE LYY,

RERRABRA . RREFEEESS

R — v MCEET AR I 57
Avbhi={EHs HHHE SERVEDNA—V g
EEOF-FEy MEETAEEA

F—5% v M OERICET 2 BES

F—& v FOFHA _
F— F BB~ O T AR (RN F e VRERICET 588)

SDTH, ADaM 7—# % v b ZERENOT —F H A FOERITHEY
CDISC iBEIZBWTIETFT — X H A FOAERR T +—< v MIRMIHh
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L TVALHE, FHERKEDAINECHONTE., UToERESEICT

BZLINTED,

o SIIMF—%#ty McBETATF—FHA K

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

* ADaMF—%Ey MIETEIT—FAA K

http://www. phusewiki. org/wiki/index. php?title=Analysis Data_
‘Reviewer s Guide .
&30EE, KR eCID MWK eCID Bl BAICBWTED BTG

PDF TYEELL. 77 A A4i% SDTM. ADaM iZsetis L CENER [study-

data-reviewers—guide. pdf | ranaljfsis—data—reviewers—guide. pdf ]

ETBZEBREELY, B, T4V, FEIAABCERLTHE

LEZRRW,

4.1.3. {FRATHERED AT g LNEONT

CDISC Y B L7 F— 2y FROEBERERT 2I0H7=0 1
4%, CDISC M=, #iHAE, FEELIZ- O\ T, PMDA 28T AT
BEZ2/S—0 = L1k PMDA @ WEB ¥ b (nttp://www. pnda. go. jo/) ZBBT D
Tk, BB, A—VayORANAER, PEEIEKBREECTHTS
RHER B 2 EZ N5,

F—RENTRRINA—Va VEERTHIZLIEFELIARVE, F—
BARRBA TS — LieA—Ya v ERAWDZ L, F—RRRABRNO—H
DAL NCDNTHOA—Y a VEBRB LRSI, EHELEAA—Y
g VRUOEQEBICOWTT—4# HA FIZBWTHATA D &,

B OBERBRBOFAEFTOT —F & v ME2WTIL, FHEERBROT
—ZEy FRREI A=Y s VBB ROTHBEETHoTH, H—LaA
—Va VTREWVER TR 2 L, A=V a UBE— IR L TBIR L e —V s
Y OBREE, BRAA—Va UhbOERICHIE Y EE LI AZICon
T, F—2 A4 RERHTE 2 &,

4.1.4 BHEBEROERICIOWT

B, BREBEEBEEDT—Z 2RTAD, £ DEBIZOVWTE
NENEBIESIZEH (Therapeutic Area Standards) #%, CDISCIZ &k W&
&N TV, BICEESARSH TV ARBIC OV TIHE DEEZFIR
TARZENTELN, FIA bfcdﬁfﬁcob YCRTF—4 2y hOERERD
FeB WA RCRETHIE,
41.5 AAEREF—FOBRYFENZONT

BARBEBCF—FMESh, hOFNEEBILER LB IC—EDEH
PR DI AN B B BRI OV TIE, . BAE COEMANES L)
THY. BREFETHRBLETF—F UTFT (BREF—F] LW, ) &
B2 ERTETHD, BAFNE LN D TTHRENHEEROM % BHE
2UTRTHS, ZHITIRD O TR,

. BABEERFAA VRS ENIFEOBRBS—FOF— Sy b~
DA FTER R FEIZENE LTUTOE BV L45, 2B, B3
: 12




&R,

o BUTBERAALL (F—FEy ) ZOVWT, BEREF—FEy |k
RUSEHTED ASCII THESNTWAXFE Yy NOXTHEESH
feF—&y b (UT EHEF—FEy b 205, ) 2O
F—Hty FEERTBZE, |

e AEREBTF—F by MNIHAFEEOARHAESL L, FNLMNIE
WEF—Fty MERA—NEOEBESEDOT—F L3508,

L ¢ BABT-FEy bLEEFET Sy MNIBRBEA LTI
BT AEHELFEFOF - ROBNEBRELFA—0OBEL L, |
Lva— kg, La— FolEFEb 22007 —# &y MNETR—& 75
k. BB, F—EEy FOESERFEEFF—FE v MIHTD
bODOWHDAT I,

o HETFF—F vy RO RABEECHS T A ENCL, BROT
—H TRV L BN b MRIEECEF! ( [JAPANESE TEXT IN
SOURCE DATABASE %) ##M#iT 5= L, F—#EOHIRD:®D,
HARET — ¥ 2 BHROBHEIIEH O L a— Rl TRWT 5.4
ERHLEE, WEFF—F Yy FROMIET B La— BT
UHEE RN EBINT DI &,

© e ZOTEESCEF| ( TJAPANESE TEXT IN SOURCE DATABASE] %) %1
HBTII—BLTA—DbDOERAW, F—4HA FXRTF—FEy
rOEZEE (define. xml) ZHTFRT BT &,

o AERZBERESDEMRLa— FU X MEHGT A EETIC I E AR
RREBELFFIEBMT 5o L, 28, EEXFFE2EHT 55
A, FORBEXFIERECRMNTIHLERD L6, REBKH
B&O B EEINTE Y RSB Y (f] ;- TJAPANESE TEXT IN
SOURCE DATABASE 011 . [ JAPANESE TEXT IN SOURCE DATABASE
02] ) . TOHAEEL ORMGHTET—F 4 FEITTRTZ L,

Lo BEET— Aty FEREDTANFICEDBI L, SIIMF—4 &
v MIRET 3 BARET—4E v M (sdtn_jl 7+ AFITED,
ADaM ¥ —# & v NIRRT 5 BAET —F £y M Tadam_j| 73
NERZEDBIL, F—FEy MEBTFINAIZ2O00T—FE
v hCEI—DLDOEHNWSE I &,

o BABEEZEERV FAL VIOV TRERFOT— Sy b0
HEFEDZ A NFEDH, BRTH7T—FEy F2EHLRNT
Eo

feks, RAIL LTCRARET —FIT OV Tk SDTM R TN ADaM & b2 LETD

FFETORBTEZ L LT3, AKXET — ¥ 2 ADERRROT —

Z RT3 TER S DHEITIL, FOMWEZIC OV THEATIT PMDA (248

WITHZLBREELY,

£1.6 ST AORHICHONT.

4.1.6.1 BHT B S0 T T A

CDISC HEEIC WL L - HEE BT — X BT 57 n 75 A & LT,
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ADaM 7T — & v MERRZ v 77 AR USETRT 2 75 AORMERD 5,
H70T T KL, ChEHIBTROREEROBROBEY, #if7L=Y
ALOHEERERBNTHY, LT L DA OBRRIZIWTEDE EET
T5Z ENFRELR AR UNE L LTIRHI 208320, £, BED Y

7 Ry =TRA-Da UCRET b0 TRV, Ta ST AEER £
LB ERLEARL—a bV AT b, Y7 b= T ROVEDA—
Vay) KETAHERICOVWTHE T~ 41 FeBW TRt 3z &,

ez uERHALET S ARERLTVWAES, vrusus I abi
TRHT S Z ENEE LV, =2 0 7ad 5 LAORNBER 2SS, i,
F—g 2y MRTu S AOVERE (B2 INBEEICERE L TR Y R T A

BRI RS HITI, M7 AT Y XAOSHh B HHREEORH
TELI XA,

41.6.2 a5 LD 7 AN,

4161 TRTERY, 77 LIEENY 7 My =2T03—V s UiZ
FRET 2 bDTIIRD, 77 A NEITIRNTY 7 N0 = 735 Li-iER
FHEEDAHTE, HEFRRNT 7 A AVEOEEIXT 7 A VERICHET 58
BRET—2 A FICgHdT L,

4.2 H11RR. BEEERREOREE CHREEEROMTICET 2 HHE
FT—FHIZONT
TEEREEENOE T —# Ny i — VRS YN EERERFEIRO P E
BT 7 ROT 077 ZEORBRVSREPAEICOWT, BT~ EEEHE L
TR,
4.2.1 RREEROETT— 5 Sy r—URHE] &2onT
B ERIREBEROBEF T —F Sy r—VHAE] (3, HEEFT

— B EF— Ve AVRF ALV BRHT AR =S4 b b

TAA) S BIERRER 7 — 2 RIHNE R 6 PDA BMERY 5 &

No, XELLTHRHTAZ LIIFRETHDH, B, VAT LEE

FARHCETF 7 7 A NV EBORMT BT, 3.7 HICRLE LB,

V77 A AERETHZ LTI, |
PMDA {ZBWT (EEFEEBEEROBELT — 4 vy r—VBBEE) »

ERR T BEIC L BERERIITRO LB THD,

o Study ID (FHEREMHIT S XFFH)

o TrANNRR (TrANZEEL) , BB F— PO AV RAT
BT 7 A NS RE BN TR LT, T A NISADAT
IR, | |

o EEShMETOREE (STS (EXERYREYEEARYT) , PP (B
SEHf#YT) | PBPK (AFZERIIGEERET /L) Xid Other (£
D) ORN%E, BEERAWVWTAATS, ) . 70, STS [TITERE
9 f:%%@bm@ﬁ & RO 515 CHRAT & ﬂ’bt%%ﬁiﬁﬁﬁ/ﬁh AR
TEasi,

o TZr7ANONEDHBE, 77 ANDRHBRMDT 7 AV~ D
BREPRETED LD ICHMPERTAHZ &, 5, AHTES
ﬁki%ﬁmumi%r%é
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422 $%%%7-5@ﬁ¢%&%&ﬁﬁkomr

@%m%nhowfﬁMf~%$ﬁ%uTkw¢ tk %ﬁwﬁﬁk
5, T—ﬁt/%éwwxmmWﬂT%mf6ka F—FEy b
L7 7 ANBRE—ETBI L,
4.2.2.1 1EYER R IR BhRRARLT

APaM DISF DTS CIEHER 7 BE B REARAT B4 S R E 77— & 2R
BEFEITONWT, BT —% &y PR —F & v MNEREOHMIZI TED
LBV THB, :

O T —4Fty b

T 7 ANERIT, LFOWThpORRETHZ EBEE LV,

o SAS XPORT F63X. (* xpt)

*  ASCII Format Data Files

*  Phoenix Projects (*. phxproj)

»  WinNonlin Files (¥ pmo, *.pwo)
® F—EFEy MNERE

o Ty FEBBZR., PR EBERAROEROFHAL

EHBIL L, B4 RBEITERTAZ &, RB. BT
R EELICRBERHIHEIT, TORLBRYU—TVEHAFRT
HILETELIEZRY,
o TrANERIL, JFHI, eCTD WA KZ O eCTD BFVVEBHIC XL o
TEDHLNTWABPIF &332 ENREE Ly,
4.2.2.2 REFAENS (EFARESLVIat—va e, )

REFARTICEE T 2 HREE T 7 — & BT BB 20T, 74
Ty RRUGT—Fty FMEREOFHEHIITEND L RBY TH D,

O fgtrr—FEv b

77 ANMERIE, BLTOWTNHOERETHZ L8EE L

o  SAS XPORT =, (% xpt)

¢ ASCII Format Data Files
® 7~5f v MEHE |

F—HEy FEREICHK, PR ELERLARVEROHRE %
FH3ZLEL, B4 ESBIERTHZ L, B, BT
RREEFICRRBHIZHEIL. TOFEHBYUS—VEHART
B ETELIZR,

o TrAABRKIT, B eCTD WA R eCTD BBV VEAIZ L -
TEDBEN TS PIF 32 ENEELY,

4.2.2.3 ARZENRMEERTTVER (ETAVEELKVIar—V

aryg&egt, )

BFEHRYE R T 7 VERITICET D AR T T4 2R T D56
ZoWT, BT E3 77 AN, F—FEy NRUSF—# 2y NEBESOH
HMIXTERDO LBV THB,

O TR WZETLOME, BRELEEDROERNRT A —FD

B, BT FIRCEROBESTEDEREFEND T 71V

Tr A NERNL. EEOFRRTELI LR,

@ hHPBRET-ZE2SEERRBROT -4y b
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BEDY 7 b =T CHRFTTEXB LY ICF =4+ v bRERUINT
LTWBEEICE, YET Y 7A/L (Simcyp PE Data Files (uml 7
A) %) FEHTAIEPEELY, BB, BEQY 7 b y=T HIC
F—&Ey FEERUIMT L TWRWESD T 7 A ATRIL, EE
DR TELEZARY,
® F—FEy hEXRE
o FT—FEy FERBICE, PR ELVERARUVEROTIHE
EWBHZLEL, IEAEFSEIERTB L, RB. BRI
RBEEERTEIDDBANE., FTOEEZY—VEHART
HBLLETHELI AR,
o T ANERIX, KAl eCTD BAE U eCTD BBV BRIC X -
, TEDBNTWAPIF L5 ERBT LN,
4.2.3 Tuf T EBOEAMRRHAFITOWVT
4.2.3.1 BREER)RIRMBIIRARIT
BN RESUI BB R/ JE I B T A AT AR ESU T EhIC B U TR
D TREEROMITREOL BY THD, |
o FEWTNAAY XL (FIZiE, RYBE NS A —FOEMFES)
ERTIRRMOT —F OBERWE, i LB IcBE T 53 0ER
EEDLOTHD, 2B, iy —4y FEERICURIFRERISE
N5%4E (Phoenix Projects (. phxproj)® Text Output %) X,
ZOEERARTHI L TELIAR, T, MTHESFSIC YUK
FRBEENZFAIE. Eho2BHTAIETELIE LR,
o T ANERIL, EEOBRTELI RN,
4.2.3.2 BEFEF (EFNMCESVIal—varvesin.)
AT 2 HEET T — 4 2 RUTBHAICONVT, T usJ A
TrAN, EBRRERBHISNET 7AAVRETT 0 77 AFIEESEDY
L2 b—ya VKT A Y s A NDEITTROLE Y CH B,
O FrISFLT7rAN
TrANERIL, FXAR 77 ANERETHZEHBEE LYY,
@ EFELRFERBHAENIT 74 (NONMEM output &)
7 7 A MERE, EEOWRTELEZRND,
@ vIal—varitBlTaTrANL
7 7 A NMERIL, EEROERTELR IR,
T, ol T AFEEOHARITRO LR CHB,
o Ol TARETTHLOOHEMEEEZTLRTHSLOTHD,
o DLl T TLTTANBRGT 0 ST LAORAZED
DTl IS 2BFIC(ERT S 2 &, 2B, BHEh
TG LBERTAHICHIE>T, HAALDIBES, Bl
AT O BERRWEEE, BRI 077 AFIEEOR
HIZFETH B,

5. HBETT—F% L D & QBRI ONT .
5.1 HREFT—F%L D DR
FRIE LT, &CORBEFT 2L, DRy I R—UPHLBREIND
ZLVEEITHD, LinLaadh, eCTD BAMK T oCTD BV BT T H
HEIC &V eCID BT BEAIE. CTD RNy 7 A—2 KR eCID 7 4 VAR
16




ICHEETFT—AIRAHER UL T 7 ANV EBEDRNIE, HEL, 18
DORFHERN—RICBET o HEETT — S ORHOBELRES T L ITHER
TBRIE,
5.2 R—H NP4 MIZXD oCTD ZMFEFORE |

eCTD Z T ABIX. R—# A4 FrLEINCEHTFERRVMLERE
HWEANL, CTDEMNBEELTFET AL, LERFEROAMILITO@EY T
Hd,

RS E ORFEL

PRERS

FRBE TR

ER, 2EOFH|

®#HTFER

5.3 W—F NI A bES Lz eCTD DR -
eCTD DB HT Y, BEFEFIIMNMFERER—F 0 b ECTRE, BR
XIEANT B, [AHEBROFIILTOEY Thbd, BB, ETOEBIZON
TRHOE- N RS, BIRUIADEZRDZ LD Tiddew,

o IER, BE EX. RF7 b, EBHIEODR
e a2
eCTD ZH&E=
PR S
B (=—F)

EHEERSY

B35 B O—REGEBR

F 38, B OIRTEL

DANAF =y 7 IZET DR

ML AV RB A (D Sy Z =) DF v 7 L EEE
BhERERERIR

BT T (R eCTD RefiFHE 2 3 O SE

o {EE

EREEBE, BIRIUIAN Lk, BETD D O by T bR T30
FhR—ZNYA b ETREL, PDAICEETS, B—FNTA FLEORK
B2 BRI DV TIERBIEER T,

5.4 W—AYA bR LUTIRHINZ oCTD DFHE -

PMDA (X ZE LTz eCTD IR LU A NAF = v 7 BN Y F—3a V& FET
Ly FOFERL & BIZ CID ZEAROFMARER L HFHICHEET B, oCID
320 F~var A, RAIE LT PMDA @ WEB ¥4 b
~ (http://www. pmda. go. jp/) IZABT 5 eCTD *ﬁ%'IE‘)’_/I/OD&{’E“?::.T}I/
BEBEITHIL, |
5.5 CID 7A 7HA 7L BiRETT —F OBIR ,

CHEETFT— Y IIRFERBICRMNTREEEO—EH THE LD, HEE
FT—FEEE (BN, BREXIIHER) T2581L, CIDE2BETTHI &M
HYITHD, CTD L HBEETT—F 2o TIRET 3546, 3.3 ILRTHE
BF T — IR AHMERZHRNTH LT, USHBETT — ¥ LHEET
% eCTD OIFENFREL RS, BHEETFT— 452 RHTIHEYD, LT
RICHETDHZ &,

@ eCTD FIEIRHFFICIRHT AHEETT —4
17
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VIR ICBSiE S 5 RAET T — & ZiRH L, PMDA b BFEET T —
YR B ERIT RIS, PEREICEET 2REETT —F £ EMNiE
HT B2 LI TERY,

@ B&H AEIZ SR B BETT—4 .

RETHtd 3 EEICHRMATZHBETT — 413, EED oCID HHHE
MESLBAESEY, EEORMER L LTR-FZNTA b2 LTHR
T,

® wm&ﬁﬁk%&fé$%%%r-

FEOQOTRH LAEHFEEFT—F D 5%, PMDA A5 eCTD WRTHFICE

HHHDE LTHED LD, oD WETHICERICRHT B,
e BERHOBEETT —F LOESOHERHT D, LARTOREHIES

BECRHLEHEBETT— ¥ 2 BERET 2HE RV,

o HHEFT—ZLSMIBHT D CTD BEMBEE LLRWEAIR., 1B

FHRCOWCHERNIC PMDA TR T3 &,

e PMDA Db ERBETFF—FZEEEL S RIS, YRLERES

CEETLHREETT— A BB T A2 LIk TERY.

« EELNABICHEETT —F 2RHTIEARIEAEOFIRICRED,
5.6 HEEBETT—FRHROETTER

CTD X% eCID WATRHC R ET 7 — ¥ £RRHTDEA T, THERROXK
REEOEBRILOFERITOWT] (Fpk 22 4 12 A 27 BITEBRE
1227001 BARIIATBCIR A B IR SERERA S HEEEREM) BIRO 6 (R
TEERIC, YERRETS SOV TEBTIZ L, 20L&, #BHT
6@10774W%£EEKWET5MEHQ<\%%%L%@f6$?%
FF—Z —ROFENHPTERIT L,

6. FOHh
HEBTFT— & ORHEZROAIMBRE O > b, KRHFRGEE B LT
Lb CID THHI LERDTVRNSDIZDWT, Y%k E ORI
EBE 3 CHETAFECLVEFHCRET B LA TE S, FOHED
AR FERMTE R OZ BN R EF RIS O TSR T,
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B 1

EHA TRV REBEOER

BF 7740 (R—F 02 LTRETHZETOT740)
Fﬁ%$%ﬁ®%¥7~&(—$%ﬁ%7—ﬁ)(&:E$%ﬁﬂfﬂfﬁ%?~ﬁJ&%ﬁ)
FERRR T — &
| F[ﬁ%%%7~ﬁ®9B%%%ﬁﬁﬁwﬁﬁﬁ%r—ﬁfQWEm ]
1 | FCDISC ##l.5 — % (=CDISC [ZHEfL L =57 — &) '
| | | FF—$ty b (=RHTF—FE 1) ..
Il I | |+ FSDIMF—4+v b (=SDIMIZLBF—FEv k) ,
I 1 | | YgrF—#Ey b (SADaMF—4 & v F=ADaMIC L 57 —F &y })
| | | EE#77A (=definexml)
| | kFeHy—7F—2
I | | FF—%%tvb
| | | LEmzr1
| | L“orurssagzran
I | HgtF B 7 1 5 A
| | LF—ky MEBRR R 55 |
| L (RREEERORHEETT—4]  (EBG 2 B BARIAS =1 X h - Bepk ek
! B, REFMN, SEZEORYEERTT ABISCRT HEETT %)
| * FCDISC T — & (= CDISC ([Z#E# L/e 7 —4)
[ | FF—%ty b (=RHEF—FEY M) \
| | | BDIMF—#Ey b (= mﬂmklér—ﬁt/b)
I ] I Ligtr 7 — &y b (=ADaM 5 —4#+t v F=ADaMIC L 3F—&& v })
| l E#H7 74/ (=definexmi)
| Hmwcﬁﬁu%wwﬁwv Z (= MhMu%@WtT%WT—&tzb%ﬁ
[ 1 HT3Ba0F—4)
| | FF—%Ey b (=@RHEF—FEy b) _
| [ | H#EHFF—FEy b (=ADM USOBXOF—F v )
I | HghF—F ey P TRWT =Sy N (EBEREREERT TUE
I [ W CBRE LB R OER/ T A —F OEOIFRE)
| | FF—#ty hEBE
| | FEELRERRHOSINET77aA40
I | Lyar—vaii@ts77A40
| | \L7E#7A$H%-
I MRS (TR ST 28 2 & 0E)
I FraedSazrA0
I | HETH 7 2 75 A
| | sy MEREAI ST A
| " LR EEEROBETF T —# v r— UHiRAE
LithEd 2 &

FaCRF (Annotated CRF )

LF—& 4 F (W5 Reviewer's Guide)

SDRG

. LADRG
FeCTD (HEETFT—F 2K <)
FFD #3E7— &
L [#oft, B—2A20 LTRETZEO, ]



Bl 2

BAERES L5 RN S 2B HOH

Domain

Variable .

CDISC Notes (for domains)

Prefix Name R = s Description (for General Classes) e
: o _ |Reason not done. Used in conjunction w1th --STAT
il SRl ke e when value is NOT DONE.
Relationship to An opinion as to whether the event may have been|
HoE --RELNST Non-Study Char |due to a treatment other than study drug. Example:
Treatment "MORE LIXELY RELATED TO ASPIRIN USE." 3
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 columins. COVALI— Reg
‘ - 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".
Description of Description of what happened to the subject during|
S SYUPDES Unplanned Visit Char |, unplanned visit. o ‘ J ®|Perm
cM CMTRT gisgftfadegfﬁe c Char Verbatim medication name that is either pre- Req
Thera pnnted or collected on a CRF.
py
.|Modified Reported If CMTRT is modified to faclhtate coding, then
M CMMODIFY I\ jame P |Char | CMMODILFY will contain the modified text, . [FE™
‘ Denotes why a medication was taken or[ -
CM CMINDC [ndication Char |administered. Examples: - NAUSEA,|Perm
, HYPERTENSION. _
EX EX Ab ] Res'i_son for Dose Char De.scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT gsg;)tl;t:geName 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.
Substance Use . Substance use consumption amounts or a range of|
Sy SOULTEARAL, Consumption Text i consumption information collected in text form. .
AE AETERM el iy Char |Verbatim name of the event. Regq
the Adverse Event
: Modified Reported If AETERM is modified to facilitate coding, then
G GYELCRI Term Sl AEMODIFY will contain the modified text. L
' 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-UPR.” -
7 : _ Reported Term for Verbati inted CRF term for th dical
MH MHTERM  ithe Medical Char |'oroatlm of preprinte erm for the medicalipeq
. condition or event.
History
: Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV Protocol Deviation Char [PEVIATION - NO DOSE CALL PERFORMED. ‘
) har Req

|DVTERM

Term

' |terminology  in

The DVTERM values will map to the controlled
DVDECOD,
TREATMENT DEVIATION.

such as




| Variable

Domain e : CDISC Notes (for domains)
Prefix = |Name parsb iRl Type Description (for General Classes) S
' ' 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 alExp -
' Finding particular bedy system, or at the subject level, thenj
the value should be null, and NOT DONE should
appear in PESTAT.
, Verbatim name of the question or group off
Qs QSTEST Question Name  |Char questions used to obtain the measurement or Req

|finding. The value in QSTEST cannot be longer

than 40 characters.

(% : SDTM Ver.1.2, SDTMIG Ver3.1.2 LAf%, BEE#RIL—#BEEL)
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#1) BAREO Eﬁﬁgﬁﬁﬁﬁa’é%%ﬁf\"é‘f%@i EHRMTSEE

BAFRT — & WG R 0OH

AE RAAY (BEEFF—4E v b)
- BHERB/BTT—FRELETFRA FMERIZOWTIEREFRXFS ( [JAPANESE
TEXT IN SOURCE DATABASE| %) #%##19° % (AETERM L%k AARRETING)

Row |STUDYHD |DOMAIN [USUBJID |AESEQ JAETERM AESTDTC IAE DTC AEMODIFY JAEDECOD
3 \JAPANESE TEXT IN .
1 ABCI123 AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12 Headache
_ R JAPANESE TEXT IN|.... . . .
2 ABCI23  [AE 123101 2 SOURCE DATABASE 2005-10-13T13:05  {2005-10-13T19:00 Back pain
; :  WAPANESE TEXT IN : |Pulmonary
3 ABC123  |AE 123101 3 N SOURCE DATABASE 2005-10-21 embolism
Row___ |AGBODSYS AESEV AESER JAEACN AEREL B
1(cont)  [Nervous system disorders SEVERE N NOT APPLICABLE gg{ﬂggw ‘ NOT
2 {cont) Musculoskeletal and connective tissue disorderg MODERATE - [N DOSE REDUCED  |PROBABLY RELATED
- \ : . : . |[PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row___JAEOUT 4 "TAESCONG |AESDISAR [AESDTH _[AESHOSP|ARSLIFE JAESMIE JAESTDY |AEENDY |AEENRF
1 {cont} |RECOVERED/RESOLVED ‘ -1 -1 = .
2 {cont) {RECOVERED/RESOLVED 1
3 (cont) gECQ}ithNG/RESOLVIN Y Y 9 AFTER
AE FAAw (BARET—FEY F)
i $“?7~ﬁmﬁbt7#x%ﬁﬁhow1m HK?&%@&&%%T%
Row [STUDYIDDOMAIN |USUBJID [AESEQ  |AETERM - 4 AESTDTC - - AEENDTC __ [AEMODIFY | AEDECOD
1 ABCI123 '|AE 123191 1 - 2005-10-12 2003-10-12 Headache
2 ABCiI23 |[AE 123101 2 r 2005-10-13T13:05  {2005-10-13T19:00 Back pain
T ) . Pulmonary
3 ABC123. AE 123101 3 ﬁfi&'&_ 2005-10-21 embolisnt
Row AEBODSYS AESEV AESER (AEACN AEREL
1 (cont)  |Nervous sysiem disorders SEVERE N NOT APPLICABLE EEETTI‘ESLY B
2 {conl) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
i PROBABLY NOT
3 {cont) Vascular d.lsordcrs MODEMTE _ Y DQSE REDUCED RELATED
Row AEQUT AESCONG AESDlSAB AESDTH [AESHOSP AESL!FE AESMIE |AESTDY AEENDY AEENRI
1 (cont) RECDV!:RED/RESOLVED -1 -1
2 {cont) |[RECOVERED/RESOLVED | 1 1 ~
3 (cont) . léECOVtRlNGIBESOLVW v Y. 9 AFTER

Bl2) BXOAABLERTS - L BNEETH Y, HRTAEE T EHEIC XS]
THUNENDBBE
QS KAA Y (EBFEF—FEy k)

Row |STUDYID  [DOMAIN _|USUBJID " [QSSEQ  [OSTESTCD |QSTEST

| ABC123 Qs 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEOl
2 ABC123 QS 123101 2 GSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABCI23, G5 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS FAAL Y (BFET—4tEy )

Row_ [STUDYID _[DOMAIN _ [USUBJID _ [OSSEQ ___ [QSTESTCD [OSTEST 2IE 3

1 ABC123 Qs 123104 1 QSTESTI B CHle8t s/ 7

2 ABC123 Qs 123101 2 QSTEST2 ESEABUILITEET P

3 ABC123 Qs 123101 3 QSTEST3 FIA ML L THEHTTN?




Bl#E4

(BE) 57—ty NERE

Dataset: : XXXXX ( [X0OOXXX| 1375y k).

No.  Varjable ™ : ~ Description *2
1 ID Unique subject identifier
2 STUDYID  Study number
3 TIME Time of the event relative to the first dosihg 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 -
g EM 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV' 0 = Valid PK measurement '
1 = Other (missing or invalid value, dosing event, start of urine sampling)
X XXXX

X1 ERAERETHL,
X2 BROBAERRT DL,



BIRES

(BE) urZIrFEE

No.  Program file name *!

Description *2

1 XXXXXX

&m/7bﬁm7 OO Ver.®

{ﬁmﬁﬁ’ﬂ' « e ZEWE,

SEHROER A : ' _

TUNPy b7y ANEMATET AV F R TROTTRET S,

XXXXX < u,{z%u

Ce e DT EFTFANERET D7 AN TR TROTTRET 5.

. XAHKH L “}{'Zﬁ"
TFROTETS 2S5 £ERITT 5.

exportData(XXXXX)

ABE LT ANS (xoox) ICHAERE CSVZ 7 AN { Txxxx) ) 2%t
LT, YTab—varfAd- « « 7740 (oxxxx) 2ETT 5,
TR RTy b7 AN (ooxxx) &, LTHELEZAAY (xxxxx) 1
RFET 5. .
s FTROITHL Tl 7 50FTEBHRL, RELET VR vy 774
Voxxxxx) EHEAHZ HEENTT B,

xxxxX <- importData(XXXXX)

X XXXXXX

HAYZ o =7 . OO Ver.®
ERER: « « - AV,
ERROAEN :

WMl TS SATrANE

R+ eZ &,

X2 TS A0BE EREYY =T, EHEM. EAROREES) 2RIRTA L,






