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= ﬁmm%t®774w&ikwtrﬁ\ﬁmﬁé?~&fybg@
D74 NEWCHGAZA N — b ERIT L CIRET A2 L, B
%®774W%Hf®ﬂmmMJ&?5&%%%®W§&bfﬁ\?
Ay b, B, BEORYELIE, RUREBRESa— FICET
HESBHEENDS, BESOFRICEAA—Va regdHo2 L,

BEEOLDICHV BRI D HEFE RN W TRT S SRR

LR — 2y b EOBBROBRAES THALZ LIX, BERRRT
— A W RREEESHBICGEDBEDICEETHS, Lo T,
ADaM F— &7 v MCBET 2 EHREITIE, 4.1 1 3R a i, Retk
OEERFERF ORE « AROBEORIMIZED 2 BENBE RS
51 ORHFIC W T, TR LT AR — 2 & v FeFIH
ShAEEE L OERERTMIFERA #5 —# (Analysis Results
Metadata) EENAZ LB E L, BITHEREA YT — 21BN T
i, BFRETICOWTHUTOEEREENRD ZENBE LY,

o IBBRRTEREEICER SN DT R L R T RRE TE N URRA

o JRET DN & FEHEIRH

o fEHTHNTA—HLEa—F

o JRITRIE & IR DB

o [FHITDZTFT—FEyh

o fRITHZ ERD L m— FORRENE

o fEATHEEC ST AT ARE. T e 7T a4, BBITHED
HERE :

o FENT IR RHR T DA 1 77 A O HR

RATFE B A X T — 2 OWRIZ DWW TIE A ERIE Y CDISC 2 &L D
Analysis Results Metadata Specification for Define-XML 75:5‘%%&
THIELTHR, EBECEDTHRET L2 EPRERBEITI,
eCTD JBAIF U eCTD HRRY VEAME &2 o TR BTV 5 PDF IT ;ow#%m
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THIERAETH S, Ak, EBBICRWVT, BB%S R L

DR EN T THELEZ R0,
4.1.2.2 HERA EEFIREE (Annotated . CRF)

VERR T X RS E (LUF lnnotated CRF] &9, ) %, CRF I
SOVNEENDZT—FOFEEBE, T4y VCEENLIER LN

S ETHBRERLIELOTH A, CRF OEHBICRIGTHEHE LT,

CDISC ABUEIZHEWL L =7 — & & » MTOWTIL SDIM D& E Hv 5,

FEROFERA BTV T, CDISC 12K % SDTM Metadata Submission

Guideline (SDTM-MSG) ZB&E L 7/n3, '

CRF 12 X W UR S 4727 — # P RB/RBR Y SDTM 7 — & » MTHAH
SHTIRHENSZ EREELWS, BHSARWF—2HERD D
&2, Annotated CRF ECIIEHT — 4By MZEENLTWRNE
WRMELERTETDEEBIC, GEARVEBELT — &1 Fioic#l
TAHIE, L, FOHEBPEL RSO OW TR T 5%
R,

Annotated CRF @7 7 A AFEEIE, FEI. eCID @M O eCID Bl il
FNZE - TEDBNTWS PDF &L, 77 A NVA Tacrf.pdf) &5
Z&, RAIE LTSDIMF—FEy FERU7AAFITHT S Z L,
41,23 T—FHAF

ABBEROFHERICLD T4y NOWNE, FiMOBREL R
TAHE LB, BEHFICLET &y MERICH T » COT—F 1%
HEOFR RN R O BT A0 EZ iR & T 578, SDIM 7 —#
Y PRGN ADaM 7 £y bOENEICDONWT, T—F Yy FOE
HREIMATT =2 A FEERL, RRIE LTRHIGT 27 —4 1y
FEF U7 3 VT U TIRET 22 &,

SDIM F—& ¥y MeBIT 557 —F A Flciddad &b UTOHEE
EEDAHIELT S, '

o BRERRBRA ., TRIREME B EE RS
o FRARBRBRETEICER 2 FHT
o HWbR AR, RKAHE, SFERCEDNA—-Va v
s WERAET S OB
o TN OWEIEICET AR (RNY T - a URERIZETS

)

Fir, ADaM T4y MCET AT — X T A4 FICILLTOEE ™S
FNBEZEREE LW, _
«  [RERBRA . BREEHEEE TS
o by —Z vy MCEET A A RBR GBI B 5
e« BB II-AZHE HREIARE. FEROEDNA-Ta
» BEOT—FTy MORBTOEER
o F—HZEyw FOERICETHEER
T2y OB

%
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o T AIEMEA~OWEIMEICEET HHE (RNYF— T a VERICET S

e
SDIM, ADaM 7 —4 & v M ENENOT —F A FOVERRICHT= Y, DISC

BRIV T —=F VA FORMSINRT 4 —= v MIRIES TR,

FHEICZOLHFCONWTIL, UTOERESEICTL LN TE5,

o SDIMT—F ¥y MeBETHFT—FH1 K ‘
http://www. phusewiki. ofg/wiki/index. php7title=Study_Data_Rev
iewer’ s_Guide )

o ADaM T —FEy MIETAT—FHA N
http://www, phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide

F3CET. BRI, eCID AL eCID Bl W EANCIB W TED b TS

PDF CERL L. 7 7 A /4 1E SDTM, ADaM Z3%ihs UCHFILEN Tstudy-

data—reviewers—guide. pdf] [analysis—data-reviewers—guide, pdf ]

ETHTEBEELWY, BRI, T—F A FIZARBTHERLTLE

LR XV, :

4.1.3 FATHEHEO— g 20N T

CDISC AEMEIHEIL LTeT — 4t v PROEHELERTHICH 0 HEH
9%, CDISC {B¥E, HfilHFE, FFEEIC-OV T, PMDA IZRW TR AU
BEZR /N0 = b PMDA @ WEB VA b (http://www. puda. go. ip/) Z R4
Tk, BB, A=VarORANARE, HEFEEPERHEFICERT S
EHEA B 2 EEHErT 5, '

Fl— BN TR NP a2 ElRT 2 LELXZ RV, F—
BERERIRA T — L=V a v EHWSZ &, B ERBRNO—E
DRALATONTHED A= s BB UEBGICE, BEHLEAA=Y
a VR OEOBEBILOWTT —H 4 FICBWTHT A2 &,

BEOEERROFBAMT OFT— 4 v Moo Tk, FEERBOT
—H ey RBES ANV a VBB THABEETHoTH, LA
=V a REMERT ATk, A=V a VI U GRIR LS — Vg
VOBHRENR, BT a Vb bLOBERICHTEVEE LEAZ Do
T, T4 A FREHTHZ &, |
4.1.4 BIERSEROBEHEIC OV T

B, SRBEBSE OFT — 4 BT 5729, 2 OBEBICONWTE
IFENIEBIERAE R (Therapeutic Area Standards) 25, CDISCIZ X U A
B ST, BRI AR S0V BRI SV CHE OEE R
FTHELENRTEDN, FMPALEEBEI ST 4y hOERERKR
F— A A FICig#+52 &,

4.1.5 HAEFES—FORYHFHNTONT

HAEFCT—F BN, PO EREBICER LB —EDFEH
BB H 2EBHIC oW, BARGE T O B0 )
THY, BAFCRLMLAET—4 (BT TBERBEFT—F] 0o, ) &
422 ERTEETH D, HARBWRE TN 5 TSN H 5 EHOH % 5k
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2T, THIZIRD b O TRV,

HAFBHAR FAS VICEThABEORERE T —F 07— 4y b~
OIFERCEHFEEIFA S LTUTo Y L35, i, B3
WEE R,

®

BUTHRAS Y (F—FEy ) @onC, HEEF—ZEv b
BOSHFED ASCIT TRESR TV v FOZ TR I
feg—dy b (BT ey —42y b 205, ) 200

Fesey NEERT S L,

AAET ¥ty MIBAEBEBOLZ AAGESE L, TSI E
FpF—aty N ER-NEOERFEEDT —& L350 L,
AAEF— 2y [ EBEEr—& 1y MIABAREER & 2R
et AEBEXFEHOTF —F EOB NP RESFE—OEEE L,
Lo— R, La— FolEES 207 —4#¢y MNETCR—&T5
Tl, BB, T4y FOERBENREEFET—F 2y MRT S
HLOOEH DB T IV, |
WEFT— 2y PO BAREEBICEY T 2@, EZROT
= BTN T & R S e BEFESCEES) (T JAPANESE TEXT IN
SOURCE DATABASE| %) Z#Mi+TA &, T—XROHIBOD,
AAGET — & BB OEENIELE O LV a— FICo ) THEIRT 5 42
HRHHEE. BT Ay FROMIGT S La— NN T
YRR CFF T 5 2 b,

T OWEESTFHL ( TJAPANESE TEXT IN SOURCE DATABASE] %5) (X1
RRTH—BELTE—DObOE AW, F—FFA FXEFT 5y

- MoE#HEE (define. xml) WWHRTAH I &,

HAZEZSGHEMRERL2— F ) 2 PR 2 EATC s 2R
RGBS FER AR 5 2 b, B, HARESCEII R ENT 54
&, FOBFECFEIEHAICKIT A0BER L5261, REBICE
& 0 SEBRCES e S A I (B« TJAPANESE TEXT IN
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
021 ) . STOHRELOMGTET —F HA FHEILRTZE,
WET-F Yy FEFED 7 ANV ED B, SDINT—4#
v MOEHET B BARET— 4y ML Tsdtm_jl 7+ AFITED,
ADaM 5 — & & v Mokt d 2 BAET —# v ME Tadan_jl 74
NEEEDL L, F—42tvy MARRTSNVAET2D7—FE
v PTR- DB DEMND L,

AASEEE & E 20 FAL VIEOWTIHBERFOF— 4y hO
HBEFEOZ A NVAZED, BETAHAT—Fty beRELRVWE
Lo

8. JERE LT HEARRET — X2 oW T SDIM KU ADaM & b iz EERo
W IECORET S 2 & 2950, BRFEF—F 2 E50MERBROT —
A ERHTHTESHDIEAITE., FORBEFIC-OVWTEHRNT PMDA ZHH
T LT EREE LW,
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4.1.6 T AORMICHONT
4.1.6.1 BT 57175 A

CDISC HEXEICHEIL L7 BB T — X Il 5 7 n /9 L 8 LT,
4.1 L3 WoRd A, B0 ERMEROHE - HEOREDRILC
4o B FEFRARBS B A 155 T O OFRFTIZOUVYT, ADaM T4 » MERH T
07 L ROHTR 2 75 MO ERD B, 47075 A FER
SN OB EROBRROMERS, fIT T A2 ) X AOREN 2 BHTEH
0. M LES PMA OBEIZBWCEOEERTTH I L8 aEERERE O
NRE UTIRINTAMEER, 0, MEDY 7 hu o7~V a Vi
FRET A HOTIIRDS, 7177 AR ERR. FITUFBEE (A LA
L—g W AT A, VT T ROFEONA—Y g ) T BRI
WTHRETT 2 VA FlZBOTRIE A2 &, w7 usflfiLicrn s
AREFALTWAES, v/ a7ul o AL CRIHT2 2 &R E L
2, wrusal T AORMPREERES, £, Ty MRS T
AOVERE B A AEMERIC ZEE LT Y 7 a /T AR RO EEE RS A
HNTIE, AR AT Y R ADS AHAEESORITE LR L,

4.1.6.2 ST TADT 7 ANV

£1.6.1 GRTERY, 0l I AMIFEEDOY T Mo TR~V T
RET D HO TRV, 77 A NVRITERTY 7 b0 o 7 0MEE U iiag
FEEDD T E, WIEFBIRNT 7 A NBOBETLT 7 A MERIZET 58
B%E T —&TA FIZEDDH L,

4,17 5100, EEPRIREERINS o B B O R R SKHEEIR O fFT Iz 4 5

(DISC s HEHL LU 7o EEE T — H ZlconT
AR, PR SRR AL o R R OV AR SR EEIR O AT I R4 %  CDISC

ﬂﬁ_%wbt$?%%7w&%®ﬁ0&wi4l1#%416&ﬂﬁf%é

. RHCEBE T AEEEE L TIORT,

4 1.7.1 SDIMF—E > |

SBIE <7 A —H1L, ENBEENERNCET AREERTT—F L LT
EHZ2BNAHT Lk, FMEET —Z BN LTE PC FAL AR, B
H SN IREIIR ST A— 5% PP FAA MU TR 224, IC F
AA L EPP FAAL L DF—41y FOBRIE, SDIM IG (23 & RELREC #1E
FLLUTHIAT 2 Z L ASEEE LV S, SDIM 16 12 e - {ERL IR 2 B 4%
W7 —Z A PETHIT 2 2 & TELI AR,

7233, CDISC HEHEZHEYL U /- SO F — 2w b & PC RAAL & PP
FAA TR LU TIRET 2881, FL—3 0T 4 icET32IE (PC
FAA &P FAAL OVERFIR, ZBEHOBBEEDOPC KAAL &P RA
A NCEENDEROBUR) BT —F VA FPETRATLZ L, Ak, bL
—H T 2 BHETSAET, PC FAL U bIRWEIRE T A— X L
BT 20T,

41,72 AaMF—& ¥ b

i R OVR HR B R B A SR EIRE B OSSR e/ S 2R A 2

% ADaM TR A5A0E, IBNOITENAE T ADa 7 k
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W R ABBTAES IO THIUE, Thb0T—2%50EHDF—FEy b

WEEDTHRZ IR LT L,

ﬁ%ﬂ# VRV 7 ADaM %ﬁu%\@'f‘—}}'t v N EA SHEEIZ ADaM ﬂ:/_t

- BT A%E. B ®%ﬁu%wt7wﬁ?/%®%mﬁigfﬁ
B, T L, F—4ty MED L L—P YT OTNAARAT A LT
HAGBH CHLEAT, YT —X 2y bERELE LTI &#
T&E D,

4.2 % 1R, %ﬁ%ﬁﬁ%gwﬁﬁﬁoﬁ%%@ﬁﬁ@%ﬁ CERT S HEEE

%‘7““5’%@@’3‘!\(

[FERIRHEIRO BT — 4 /= UHIAE] I ONC BRI Ak O i
BF-T— 5 B O 0 77 RSO BAERRMBENFIC OWT, i3~ E BIEE L)
TR,

4.2.1 MR SRR OB 7 H Ry o —UHHE| (22T

(EEREHEROBTF — 2 Sy —V5AE) |1, BBBFT 4%

P b VAT AR LV RHT IR —Z A S ECARHEIND

ER PRSI T — 2 RHNAOERD S PMDA 2MERTAZ &b, XEE LT

BHTAZEEIAETHD, B, VAT LABEEREFICETF7 7 ANVE

HEORHTABICE, 3.7 HIZRLEEREY, TSV 77 A VERETAHZ

LTy,

PMDA W38T TEEFRIKHGER OB 75— Z v r—ViHAE ] 2FERT

AR ERIERITTRO B TH D,

o Study ID (FERBRE RT3 LFFH) '

o TFANSNA (T ANEEE) , BB, Y=V oA AT AT
T 7 A NN AR BEIC R AIA T T, T 7 AN ADANSIERGER
VY,

o HEMi SNoMRTOTEE (STS (EHERY 2 KMmBREfRYT) | POP (BEH]
fiedt) . PBPK (AEIRZAGIBWEERNET /L) XL Other (£ D) @
BE, BEERBOCADT S, ) . 728, SIS WIXEEN 2T B
il & A% O 5 i CRET S 1o R ENRE /3 22t & & e

o T ANDONBEOBRRA, £77ANDOABPLMOT 7 AN EOBRE
BIGETELLICHMETRNT L L, BB, AN TEBERRIT
ik 100 T TH D,

4.2.2 BFEBT7T—FORKHLBHARIZONT

KRB 70 S BN RRARAT . RREENUIRAT S OVE 22 3Rl B 3R T 7 VTR ATT

DFENEINZ DV TR ETIE R DL TR, 2B, i@t OEEIC L

B9, F—F 1w h&E SAS XPORT R CHRHT AB8ICIL, 7 —F kv b4

LT ANZER—ETHI L,
ks, BT AERR, m%ﬁﬁﬁmémﬁﬁﬁmm%%ﬁﬁﬂ®MW B

TAHERFT—FDH B, CDISC ML /27— Z 1220 THE,

4.1, 735 =

4.2.2.1 FEHER D BRBART

FEYEGG e S BRI B A 3T — 2 12T, ADaM IS DT
TR — 4 v FERETAEE, 7 — ey RRO—2 8y ME
FEOBIITRO LB Tha,

O fEFT—2 v k
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SENIRSUIIRA T A — S OB AW # i 7 —4 2 y PR

SRBHRE B 1523 T A — & ORIV BB B it — 4

By b GUEHEBOBEHOSEIT 5513k 2095, 7

7 ANMERNE, FZIRLTFORERRE L bhD,
. SAS XPORT 23k (. xpt)

o ASCIT Format Data Files

°  Phoenix Projects (k phxproj)

*  WinNonlin Files (k pmo. *, pwo)

@ 7**5*' By hEHE
TRy FERBRITL, PR ELEERL R UTHOTA S
EHDHT &&L\%%4%£%m¢&f5:&u&%\%ﬁ%
RMEEFITRBP D IHER. FOB LEY—DEIIRT
HIETELEZRU, '
o Ty ANFERL, JRH], eCTD AR O} eCTD UK WVBANZ L -
TEDHNTWAPIF &35 ERZE Ly, |
4.2.2.2 BHEMEH (EFMCES I alb—ariedie, )
BRI B 5 PEET 2 RIRET 2B, Bihrr 2%y N &
W7 =&y NEBRBOFIMIT RO LB TH D,
O fRtr7 -4y b
BEAET )N, BieeT VR ERT D RICREEC VW, 4.2.3.2 0
VR EBTF DT 2T T T 7 A NATH G LIt — 4k o b 2R
- W5, T AR, PR T oRRE LB, '

*  SAS XPORT iz (%, xpt)

*  ASCIT Format Data Files
@ F—HA¥y FNERESE

4.2.2.1Q% BT H L

4.2.2,3 EFEPHIEYEERCT NN (ETVICEIL VI alb—-v
g wEET, )

AN IR B AR E T MBI BT S HEE T — F 2RI %S
BT H 77 A0, T—FFy RO —ZF » FERBEOEMITRED
BV Thas,

O AR ZET A OME, BELEEYROAEE AT A—ZD

B, MR RIS ROBRESTEOBRERNEENRD 7 7 AV

77 ANERIT, EEOBRTELE LR,

@ mMHPRET —#EEGURRRIROT — &2 v b
BEDY 7 b =T CIRF &2 L5105 4y MBRUINT
LCWARAITIE, MUET 7 71/ (Simeyp PE Data Files Gl
) %) BRHTAIZENEELY, B, BEOY 7 Fr 7RI
L Py REERSUIINT L TR WSO 7 7 4 MR, (B8
O TELIZ IR,
@ F—a2ty NERE
4.2.2.10%8+5H2 b,
4.2.3 a7 A NEOQRBNRBHARICOUWT
4,2.3. 1 {EHER 72 SRy BI AR ARAT
SRENRE I ER BN RS/ K ) A B S AR AR E SO E IR Ui
TREEFROFMITROE B TH B,
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o FEMrT Y XA (I, BT A—F OBRHEES) L
EE TR OFT — 2 OREE, i L 2T @fé%%%%
BEtrbOTHD, R, BT —4Fy FEEI %"ﬁfﬁ#ﬁ?ﬁ’%‘i
NA5ES (Phoenix Projects (. phxproj) ® Text Output Z%) |
FOREWRTAHILTCELXZRN, £, fEtritmEEIC %g
BHRAEENIBEL, FRLEZEBHTAZ ETELI RN,

o Ty AAHERIR, EEOERTELIZAR,

4,2.3.2 BEMET (CeFNMCEI VI alb—Yarzale, )

BEMATIC T A HRE T — 4 2 RHT 25ROV, Tl T A

Tr AN, EELERBHASNET P ANVROT 0 ST LAFIFEEOY

Tal—ia Al A7 A ADFEMETRRO & B Th o,

O TurIFLryAN
HAES L, ﬁ%%TW%%ﬁWK%ﬁﬁ@fuy7A774W%ﬁ
HT 5, 774 AR, PIEToRnE s bhd,
¢ ASCII Format Data Files

@ FERFEREIEAINET 7 A/ (NOMEM output %)
BATTF I, REEFNVEE OO ERES ENHH A7 7
ANEBIT D, 77 ANV, EROFTE LI R,

@ VIalb—aZE@TAisT7 AN
VIl —Ta T ATy A NE LT, YRalb—a T —H
ERESEDZRODOTOTITLT 7 AN, VI al—a rOERIC
W71 79 AT 7 A AR I o b g VR AR U
BT 0 7T 57 7 A MEFRRHET D, R, a7 AREHTE
RS, TN XLRShAIRERRHT AL, TrST
AD7 7 A MEERE, RO TE LR,
¥, TurIAFEELRHE L, ZOMMITROLEY L5,

o S AEETTARDOHMEELRET 2 LO0THD,

o kY, TRTTATFANLROT ST LAOBRAEED
BT el Bk 28BIERTHIE, b, RIHSh
TS AEHERTAICHIE - T, SNALOIEES, KRR
PLAAT 5 MBS RWEAII, RN 1 ST LRIEEDR
HHIEFRETH D,

HEEE 17— # %) oCID & ORMRIZONT

5.1 HEETF—F% L CID DB

FRHIE LT, RTOHBETFT—2E, DAy I/ A —r P63 HEND
ZEBHEICHh D, quim%xemnﬁ%&@emnﬁﬁm@ﬂmﬁfﬁ
BEIC LD eCTD 2T 2881, oCID Ny 7 B—2 KR eCID 7 4 VA HETE
WCHBBTFF— A IR T 7 A VROV E, 2L, B 1
DT BT 5 HEE T — & ORMOFHL HEE T L ISR
THIE,
5.2 WR—F NV A M LD oCTD Z[HBBOTE

eCID RN BERIE, F—H YA b BERHICRIMTE B R CWMERE
BEAS L, CIDZAESETIETE 2L, LERFROFIZLIFO®Y T
B %, :
o HIEEM Fidh
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SRR A
BrRHFE I RE O]
AR, BEOH
T EH
5.3 W& YA bEI Lz eCTD DOIRH
eCTD DEHIZHTz V|, FHEEIIANERE R —F VA b ECReEk, &R
X AT 5, MHMEROFIILLFOEY THhd, B, RTOHEBI SN
TIRHOTZNCER, BIRXEATERD D HOTEHARND,
o AR, BE, . FI7 b, &Sz S0p)]
il Ny €0 i =
eCTD 3245
ARl i e
Rl (=2 1)
HEE RSy
35 B O— R
HEEdh E OHTEA
A AT oy 7T B GR
ML A Y ARE A (eCID 2Ny 7 R—1) OF = 7 ABEIHE
BhEREIR RIS _
MCHH U R O eCID HiTHE M oomsfg ok
o {FE
it e B, BIRSUIASI LR, #IT 25 CTD O F 7 L7 40
HlhR—=F YA b LCREL, PDAIZEET S, R—F YA s LOAK
B 7 BB DUV TR T,
5.4 H—HAYA FEA LRI S oCTD O
PMDA IZZ{E L7 eCID R LA NAF = v 72 RO F— g kT
L. #OfERE L BT oCTD ZHEAIE OFHEFE R % BigE ICHKgT 5, oCTD
T A ANYF— g N, BB LT PMDA @ WEB ¥ A b
(http://www. pmda. go. jp/) WABHT 2 CID &Y — A O~ =2 T L
BhRBETTH L,
5.5 eCID 74 7%A 7L RFEFT—5 OR
HEETT — Y IIPESCRA TR ER0o—EThrZ b, HEE
T REE GBI, BESUIHIER) T25813, CTDEHETT A &8
WU TCH D, eCTD L HBEBEBFT —F &40 TIRIEBT 284, 3.3 RTHiE
BT —H IR AHIMER A RN T2 2 L€, YBEEETFT 4 LY
% eCTD DFFENTHEL 2D, BB TT —F2RHTIIEHID, UTOD
RICHETDHZ L,
O eCTD FIEHRHEFZRH T A HFEETT —4 _
FIER BT 5 HEE 7 — & R L. PMDA LSBT — 4
MG A -, IR S B E T4 A B IR
TAZLHTE RN,
@ MECT 2EFICRET AHEETT— 4
R 2 EECRAT5HEEFT — 21k, HED CID HEHHERR
Hm LI, MEORNEER L LTR—Z 084 &2 LUTIRE
5,
@ oCID BWFETRHZIRM T 2 PEE LT — 4
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o RO THRHULZBEEFT— 4095, PDA A eCID SETHHIE
HAHEDE LTRSS DL, CID BaTBHoERICRHT 5,
o PHEHOHBEBST—4 L OESORERET S, LR HE
B TR LEHEEFFT— 4 2 FERHT 0BT 20,
o HEEFF—F DSMCIRHT S oCTD BEISEE LRWEATL, i
FFIEAT DWW TR PMDA WHHER -5 = &,
o PMDA 5 HEIETT 4 LG L ST R, YHEHERE
&%ﬁ?é$%ﬁ%?~&%ﬁm%ﬁ?éi&ﬂf%&w
o |EHMPEESBICHFERTFT X ERHTLIBEITIREOFIRICHED,
5.6 HI3 %%T~&%&ﬁ®£ﬁ%
CID bk oCID 3THI BB T-7 — 2 2RI 2 BA1L.  [HEERLOK
SR OBPRIN ORIz OV T (3PR% 22 4E 12 H 27 SERPE i 2y
mmwlv@jﬁ&&AEﬁ%Eﬁﬁ%cﬁwﬁﬁ$ﬁﬁﬂ)%%wﬁmﬁ
TETREIC, YHHEEL T 4oV TERRTL oL, C0bE, BT
AETDT 7 ANEEERICHF T AMEIL R, FWRRICHE T HiEE
I s —ROFEHPTERIT L, BE L. AR EROBT T —
FIRHICHET ORBHFHZOWT)  CER 27T 8 4 7 27 AP ERRHFER
0@7%1vﬁé%@ﬁ%ﬁﬁmE$§£@ﬁELﬂ)@ﬁ@g (2) T
IR — b T A VAT BEBVWTHET L CID 2R B8, €08
XA,

6 FDfh _ .

HEEEFT — 4 OERHEPRD 28 E O 9 6, KEHFRAERS LT
L CID Thad I EHRDTWRVWEDIZHWT, %M B OAGEHRFETRMT

éﬂ%BTﬁm?éﬁ% L OBFNCBRET A ENTED, TOHED
AR Eﬁjﬁfﬁ'ﬁ‘é:{,}@*@ﬁ%ﬂl} foﬁ%%ﬂjﬁ:ﬁ; e NG i%gjl%Tf;—
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ABHA FCHODHEBEORR

BT T AN (R—ENLENLUTERBTIETCOT 71/1)
FEREHREROBTT—4 (= $ﬁ%¥7wﬁ)(@ BRI R CIR 1B 4] L)
iR ER R — & '
| b DR 2 05 LEEEEFRORFEFT —F TRVHO, ]
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Domain

Variable

CDISC Notes (for domains)

Prefix Name Variabls Label Type Description (for General Classes) Core
X _ IReason not done, Used in conjunction with --STAT
338 --REASND Reason Not Done  |Char {1 0 NOT PONE.
Relationship to An opinion as to whether the event may have been
=i ~-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 comument. 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 ETCI) has|Perm
: Element the value of “UNPLAN”.
SV SVUPDES Description qf . Char Desecription of \fvl}at happened to the subject during Perm
Unplanned Visit an unplanned visit,
Reported Name of P . - s
CM CMTRT Drug, Med, or Char Ve:lbatun medication name that is ecither pre- Req
printed or coliected ona CRF.
Therapy
Maodified Reported . [If CMTRT is modified to facilitate coding, then
M CMMODIFY. Name Char CMMODIFY will contain the modified text. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char ;administered. Examples: NAUSEA, [Perm
HYPERTENSION.
BX EXAD] RBEIISOH for Dose Char De:scnbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT ESE;IJSSENNM of Char [Substance name, Examples: Cigarettes, Coffee.  [Req
il SUMODIFY Modified Char If SUTRT is modified, then the modified text is Permm
Substance Name placed here.
Sy SUDOSTXT Substance.Use Char Substance. use consumption amountls ora ran‘ge of] Perm,
- [Consumption Text consumption information collected in text form.
AE AETERM Repo;’ted Term for Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported _ |If AETERM is modified to facilitate coding, then|,,
AE AEMODIFY Term Chat AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE ABEACNOTH 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 o . - .
MH MHTERM ihe Medical Char Velb{:ltlit'l‘l ot preprinted CRT term for the medical Req
) condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

Term

The DVTERM values will map to the controlled
terminology in  DVDECOD, such  as

TREATMENT DEVIATION.




Domain

Variable

CDISC Notes (for domains)

Prefix Name Variable Label Type Description (for General Classes) Core
Text description of any abnormal findings. If the
examination was completed and there were no

. Verbatim abnormal findings, the value should be NORMAL.
PE PEORRES Examination Char |If the examination was not petformed on a|Exp
Finding particular body system, or at the subject level, then
the value should be null, and NOT DONE shoutd
appear in PESTAT,
Verbatim name of the question or group of]
Qs QSTEST Question Name  |Char questions used to obtain the measurement or Reg

finding, The value in QSTEST cannot be longer
than 40 characters.

(Z% | SDTM Ver.1.2. SDIM IG Ver3.1.2 Bl
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AAEE T — Z MM T =05

#l 1) HAFBOEMGTERAZZERETZOEEENT5EE

AE R%/r/ (BgET 4y k)

 HABTTFT =AML LT 2 FPEHBICOWT IR ESES] ( TJAPANESE
TEXT IN SOURCE DATABASE] %) %1@1@1@“5 (AETERM %% HARFETINE) .

Row [STUDVID [DOMAIN. [USUNJID]AGSEQ[AETERM. . JAESTDTC. [ACENDTC JAEMODIRY. JAEDECOD:
1Rtz jag fistor G A?ﬁﬂs"}:” 2005-10-12  [2005-10-12 Hesdache
s e [ | e e e
3 |ABCI23 AB 123101 |3 'é‘é‘?}fq]‘gg L T 12005-10-21 5{‘;‘;’(‘;’:;‘;?

Row__ |AEBODSYS® JATSEY.  ACSEBRIAEACN SIAEREL: Rk
1 {eont)[Nervous system disorders SEVERE N NOT APPLICABLE |DETINITELY NOT RELA I‘F D
2 {cont}|Musculoskeletnl and conncclive tissue.disorders| MODERATE [N DOSE REDUCED  [PROBABLY RELATED
3 (cont){ Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row [AEQUT: o |AESOONGAESDISAB [AESITH: [ARSHOSP | AESLIFE: (AESMIL| AESTDY[AEEND Y- [ALENRE ;-

_WRECOVERED/
I (cont) R ESOLVED -1 -1

RECOVERED/

2 (eont)ip BSOLVED ! 1k
3 (cont) ;}{ILCS%{[{,T;%G Y Y 9 AFTER

AE FAAL v (BERBEBF—F¥> 1)
¢ AARETCT AL LT R A FPEEIZOWTHL, Eﬁiﬁﬁ%%ﬂ)iiﬁﬁﬂﬁ"é

Row [STUDYID | DOMAIN JUSUBJIDAESEQARTERM [AESTDTC | ABENDEC 2 [AEMODIEY: [ARDECOD
1 ABCIZ23 {AE 123101 1 V73 2005-10-12 2005-10-12 Headache
' [P 2005-10- 2005-10- .

2 JABCI23 |AE 123101 |2 YLyt 11T13:05 F3T19:00 Back pain
3 ABCI23  |AR 123101 3 HSER 2005-10-21 Pulmonury embolism
Row  [AEBODSYS: i e ARG IOVE JABSER:{ABACN:- 5 2 Sl
1 (con{)|Nervous system (ll‘iordcrs SEVERE N NOT /\PPL]CABLL DEFINT I LLY NOT RELATED
2 (con){Musculoskeletal and comiective tissue disorders| MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)i Vascular disorders MODERATE [Y DOSE REDUCED PROBABLY NOT RELATED
Row  JAROUT: 5 TABSCONG [AESDISAB [AESDTH: - [ALSHOSE | AESLIFE: ALSMIL]AESTDY]ARENDY. [ARENRE .
{ (cont| RECOVERED/ 1 1

RESOLVED

RECOVERED/
2 {eont)| R ESOLVED 1 1

RECOVERING
3 {cont) JRESOLVING Y Y 9 AFTER

B12) FXOHEATFEERT D2 EHPEHETHY . ERT ZEBELCFIE LI ER
TOMEPHDHEE
QS KAA v FFT—F v )

Row STUDYID |DOMAIN- - [USUBIID 20 HOQSSEQ o QS TESTCD | QSTEST B

1 ABC123 1G5 123101 i QSTEST1 JAPANESE TEXT IN bOURCE DATABASEOI
2 ABCiI23  [QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCIZ23  [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3

QS KAA Vv (EK‘E“‘*—&JZ )

Row [STUDYID. JDOMAIN: “[USUBJID = 7 [QSSEQ. ™ ©: [QSTESTCD - [QSTEST S
1 |ABCI23- QS 123101 1 QSTESTI Hz Tﬁfﬁ?é‘%ﬁﬁi :a“;js 2

2 |aBCI123 QS 123101 2 ) QSTEST2 FIXABTTEES NP

3 |ABCI23 QS 123101 3 QSTEST3 AR L TH R TP
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(BE) F—2ty FEBE

Dataset; : XXXXX { IXXXXX] 5 —%F v h4)

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

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, doging event, start of urine sampling)

DA 2 N R NP
2 BEOBHEERTLZL,
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(B8) Iul7LFHE

No.

Program file name

1

Description *2

XXXXXX

HHY 7 b7 OO Ver. @
BREI: - - O,
BRMOBEN : .
T RTy NI A NERITE T AN BT ROTCRET 5,

XXXXK <= "INAE"
o DF—E T 7 A NERTTE T AN R TROTTRET S,

AXKNK<- "SR
c TROFETT LT hBETTS,

: exportData(XXXXX)
RE L7 304 (oxxx) WD EE CSV 7 7 A0 { Ixxxx] ) 25
LT, vRalbe-ia VAo« « 7740 (oxxxx) EETT5H.
Ty b7 AN (xxxxx) &, LETHEELEZANVH (oxxx)
R"FET 5,
s FTROFTHOL T 7 L0EFEHEBAL, MELLT VM vy T 74
Jxxonxx) % Be A D AT B,
XX£xX <- importData(XXXXX)

XXXXXX

HFHYZ7 FoeF : OO0 Ver.@
fERBRG: » « Wl
O ES

Wl Tl I07 7 A NAEERT D&, ,
¥2: s FA0BM ERY7 br=T, ERHEKN, HHROBERYE) ZRMToIL,



