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BEO 572 LEBNCHEE R EZ MY (B [JAPANESE TEXT IN
SOURCE DATABASE 01] . TJAPANESE TEXT IN SOURCE DATABASE
02] ) \ TTOBAREL OB 2T —FFA FETRT L
RHFT—E ey VEFTED 7 3N EIZEDB L, SDIMF—& &
v MIRIRT 5 BARET -2y Mk Msdtn_jl 7340 FITED,
ADaM 7 — &y MIHET 5 BAET —& €y MM Tadam_j) 74
NELEDDTE, T—FEy l\%&(ﬁ*‘ﬁf\}lxﬁh‘mo@—f‘—*&t
v hCR—ObDEHNWSDZ &,

FABEHEEZEERD FAL VIZOWTHERTOTF—FEy O
HEFEDZ xNVFILGy, BEET 7 —4ty FEiEH LN
E,

7B, FRAlE LTHAR T*&Lowfj$MM&UAMM&%k££®
BFECORIT 52 L LT3, BAET —¥ 2 SDBERROT —
RN TOTFERHDHEITIX, ZOHESIC-OVWTERIIC PMDA 14
RTBENEE LW,
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4.1.6 7udTA0EHBIEONWT
4161 BHTBF0IT A - |
CDISC fZEIC L L e R ETF T —F ICEETA 7/ u /5 A L LI,
-4 L L3 ITRTAEIMNE BEMOZERBEROHE - BEROREORILT
B SRS R 55 D O oONWT, WaMTF—& -ty MEREY
vJ7 SRR 0 77 ADORHERD S, K708, Fheh
FRAT R DEBAEROBRROHRS, T T V) XAORERNER B TH
D, %T LS DA OBRBHICRWCEDE LTI 5 2 & AR
AL LTRIET 20ER, T, BEOY 7 by =7 8—P g i
RIET D bOTIRW, TarT e, FTURRE @R LS
b—=3a Y RT A, V7 b= TRREDA—TVa ) BT ERIC
WTHRECT—F H A FlIzBWCIRIkT 328, =7 uzffLES v rs
LEFEALTHWEEES, v/ u7ul I a0 TCEETAZ ENEE LN
B, wru7ul I AORMBBEERES. £k, 52ty N uss
LDOVERL B R ESHERICREC L TR Y 7 75 A B EOIZH SR S-S
FBIL, BTN T Y LD AHAREEORE TE LI R,
4.1.6.2 a7 LDT 7 A LR |
4.1.6.1 CRTEBY, vl T AIFEDIT My =T~V g 4T
[RET D HDTIXRDD, 77 A NEITIEITY 7 b0 = 7 M5 L3R
FEEDHDHI L, FBRELRRWT 7 A NWEDEEITT 7 A4 MERITEET 55
RET—Z A Ficghadot, ,
4.1.7 SRR, HEEHERRES OB E CHERKEEROMITICET 5
CDISC AZARIT YL L T S B 5 — X EE T o T
5 1 AERER, KRR E ORGER ORGSR OMITIC BT+ ISC
AR R U7 ST — F OB 4. 1.1 b 4 1.6 LFRIRTH S
B, FRCEETEEHEUTIORT,
4.1.7.1 SDIMF—FEw b

HWYERRN TG A— 5L, EhBESERCET /e RTT—Z L LT
EDLABNDT &b, BYRET—F BB LI PC FAL oz, &
HENFEEYFRE/ T A—F % PP FAL ATHRBHLCIEETA2 L, PC F
AALEPP FAL L DF—5 ¥y FOBRIL, SDIM IG iz-3% RELREC 21E

BLUTRHBAT S Z EREE LS, SDIM IG I2E S B R i A4
(T —F A FETRIIT 52 L TEUERARY,

728, (DISC ARHEICHEIL U 7= eS0T — &y & PC FAA & PP
AL ACERLTRET A58, P—VEVF 2 ICBH75EHE (BC
RAAL & PP RAAL OIERRFIE, BEEOBEREDPC FAA L EPP KA

A NCEENDEFROBR) 27— A FECHATAZ L, 0B, hv
—H VT4 EBRATHEMNT, C FAL UnLEYEIIE T A —2 52 F
BT 20T,

41.7.2 ADaMT—FEy k

R IR EE I BE T D3R Eh e & ORI EhRe /A T — %2 v,
L% ADaM FEECCIRHIT B 581, BMOMIERAET Dl 7—F ¥ » b
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L DRI BEL RO THIE, INbDTF—F 2V >D7—F ¥y b.
CE LD THBILITRE L TH &\, .
FERTRAZ FV V. ADaM FERBIA DT —F 2 v b & AAGREFERAC ADaM I
T U CTRIET 286, EEOEBIMCAWET—% ¥y MORIEFRETD
b, IEL, 5—%%y MEO M v—Y Y T4 SfFRE AT A LT
AR EERTHIEEIL é&7~&f;b%ﬁﬁbﬁi{ﬁ%?é &M
T& D,

4.2 & 1ERB, %ﬁ%ﬂﬁ%@@&ﬁﬁuﬁﬁﬁﬁﬁﬁmﬁﬁh@Té$
FF—HEZONT
[ERARERBMEROETT — & Ry 7 —UHAE] WO EREEFERO BE

a?7_5&07Dﬁ7b%®E¢%E%mW&FOPT HEHL T~ ETEE L

—F('L-Zl"'g)—

4.2.1 Tﬁ%%ﬁﬁﬁ@%%f-ﬁﬂy&fVﬁ%%Jmowr
[FRREERIRO BT —F Ny 7 —U0AE) 13, FESEFT—4 %

PP 2 VAT AL VRATIRICR—-F A1 FETCANERS

R T — X IRHAROESRN D MDA PMERRT A &b, X\ELLT

BHTBZCIIARETHS, BB, VAT LAEERERICETF 77 A NVE

AORETAEIZIE, 3.7 HIRLEEBY, TSV 77 A ARIBHT R

e GR A
mmkkwrFﬁ%%@ﬁﬁma%vmﬁnx&~/£%%1%W&#

5%&%%&%@@??@&%0(%5
Study ID (&FBREFRBUT 53CFF).

o TrANNRR (TrANZEEDR) , "B, F— M=l Y RT AT
7 7 A oA R BERL ﬁﬁﬁ@tb 77 A NRADANZLER
1,\

o EWINAMITTORE (STS (RENREDEREN) | PP (BEH
FEAT) . PBPK (A3REROEWERERRET V) Ud Other (Z0fh) @
Mz, BETHAWTAITS, ) . BB, MShmﬁﬁ%&%%%%
FENT & RO CREAT S o R ahie/ O e 2 &

s Ty ANONEOBHA, %774w®ﬁﬁ¢@®774wa®%%%
PEEETED XD ICFEBERE#HT AL, k. Aﬁf%é%ki%
X 100 XFTH B,

422$%%%7~&@ﬁ¢%&%&ﬁ&kowf

ERER AR IR BN RBAEAT, RMERFRAT R OB SR B R B TVARAT
DENLIUT DN THEILT REFIELF LLTIORT, B, #roEEIc &

BT, F—FEw bE SAS XPORT R CHRHETAEIZIE, F—%Fy M
LI ANBIRRA—TB L,

BB, #F THEAR, BRISERRS ORI R OB REEEIROFTIC B
#6$%%%7 ZD5H, CDISC HEHEIZERM L 72T — ﬁkomfﬁ
4,1.71Z9EH =
4221&%%&%%@%%%

RN RSB EARITIZ IS S R T 7 — IS0V T, ADaMLISA DR
THATT — & &y MRS 256, T —FEy NROT—FEy ME
HEOHEMITRED L BY ThH B,

O 7 —FEy b
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FEIRESUIIRSIFNRT A& ORHBICROW T — &2 v FEO
BB SUIERSIH T A —F ORI W AT — 4
Ty b RRHHEBEOEHOAREIToBAIIERL) 28BHT3, 7
7 A VI, Wzﬁﬂ?wﬁﬁ#%KBné
*  SAS XPORT =K. (, xpt)
*  ASCII Format Data Files
*  Phoenix Projects (k. phxproj)
- *  WinNonlin Files (* pmo, . pwo)
® 7‘“—&7 Ty FERE . 4
FT—&Ey MEHEEIE, R ELERARUEKOMEE
BHLHIEE L, M4 EBEBIERTDE L, B, BT
RREEFRINEEDHD2HEE, TOELEYE U RBHTRT
B ETELIZZRN, ‘
o Ty ANERIT, BA eCTD &M N eCTD B\ @&z ko
TEDBNTWAPIF &332 EREFE LU,
4.2.2.2 BEFHENT (EFNVEEI VI 2b—va v eEl, )
EHEFRRATC BT 5 BT — 7 2R 288, i — 2k M
U —& &y MNERSEOHEMITENLBY TH B,
QO T —ZEy bk
ERTTIN, BRETNVEEERTBBICRKINCAVE, 423.20
WCRTETADT T T AT 7 A kG Uicfflir T — 2 & v b %2
W5, 77 AR, FIZIZLIFOERBE 2 b,
*  SAS XPORTJE= (. xpt)
* ASCII Format Data Files
@ F—Fty bERE
4,2.2. 1% 2R T5 &, '
4.2.2.3 EEZHEYEERETTNMT (BEFNCEILKVIar—y
g EEt, )
AP SR B R T T VERITICB T A BB T — F R HT B 5E
‘HTD 77 AN, 75ty MRS —FEY bﬁ’%i%afifﬂﬂi"h“a@
LBV THD, '
C)mﬁkmwt%¥w0%%‘%ﬁbt%%&@éﬁﬂﬁf%&w
B, T FECHEREORESTEOERREENDZ 774V
77 ANERE, EEOBERTELIZ 20,

@ MHRET—FZE2ELERERROT -2y b
WEDY 7 N =T CIFrcE 2 L 557 —Fty FRERSUINI
L T35, Y%EEF 7 74/ Simcyp PE Data Files (ml
R) &) FEHTEZEREE LY, 2B, BEOQOY 7 My=THIC
7~&t/%%%ﬁXﬂMILTw&w%A®774w%ﬁﬁ £&
DR TELE LR,

® F—Fky bEHRE
4.2.2.1Q%RTHT &,

4.2.3 ul7LHEORERIEHNARIT oW T
4.2.3.1 1BHER R IRYBIERARLT

HEERE 3B RE SR I BT A AR R E UL T HE U TR

TREFROFMITIEDE R Y THD,
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o FEMTNTY XL (FIZIE, EDEREAST A—FOBEHFES) 2
EERTRREOT —Z OBERWE, Eii LM 53 FR
EELLDOTHD, 2B, BT — 4y FEEKICYZEERRSE
H 534 (Phoenix Projects (. phxproj)® Text Output ) .
FOBEWRTABZIELTELIZR, £, BTEESICYHK
BHEEEENIREESIT. FhoZRETIZECELI IR0,

o Ty AAERT, EEOBNTELI 2RV,

4.2.3.2 BERFET (EFACESILYI21—arvEsh, )

FHERATIZ BT 5 B ETF 7 — F 2T 3580, el T A

Ty AN, EERBERBHASNE T 7 A VEOT 0T ©FIREEEDY

\JV~Va/h%ﬁ6774W®$mHT£®b®DT%6

ORNa=2A NN P2
AT, BREFNVELRWSBTRO 0 V5 57y A Va1
32, 774N ﬂiﬁﬂ?@%ﬁﬁ%iehéo

. ¢ ASCIT Format Data Files

&) %&#%mmﬁént774w(mwmoumﬁg
BEAET N, B eFNVEE AW S0 RNEERA2HA7 7
ANERNT D, 77 AL, EEORTELIZZR,

@ vYIal—val iKETLS7 AN
Vial—valilBlTAT7rANELT, YIal—ari—4
ERESRRZFDOTOTIAT AN, VI al—a VOEMT
AWl 3877 ANVEOY S alb—3a VBRETSLERKED
BT 7T L7 7 A NVNEEFRET S, £, VYIal—Ta B
FOBRICEITLT—F ¥y MEERWERSE, UEERESLT
—F 2y MERRNT S, BB, oS5 ARRETERVESI,
THhAY ZERGPLHRELTRINT S Z &, 7nﬁ7A®7y4w
oL, EEOBRCELE LR,

e, Tu ST AEEEGR L, FORMIITRO J::}‘o nLg5,

s TS AERETTADOFERFELRETALOTHD,

o Biplib, Ul FATFANARBT 0TS AORARED
5TreL. S 2BBICERTAZ &, B, BHEhE
Ta I AEERTAICHEo T, WAL DIBESE., Bl

CEET O BERRVESICE. BRBICT 0 ST AEEEOR
HIZRETH B, ’

5. AERBIERFOHPHE %%7~¢%a£ma®%ﬁkowr
b1 HEETF—FEL LD OB - '
FHIE LT, 2CORBEFT—FIL, CID Ry 2R —rhbBRENS
ZERHEETHD, LHLEAE, oCID BAZ O oCTD B MBI RTH
FEIZ LY eCTD 2T DHAIE, eCTD RNy 7 R —1 KR eCID 7 4 A 51X
WHEETT — X IRIERI 7 7 ANV EEDRNZE, 2L, 811
@%Héﬂ~%h%@f6$%%%7—&®%M®ﬁﬂ%ﬁ%%: LITERE

TRz, .
5.2 HF—HA¥A MTEB eCID %ﬁﬁfv@ﬁ{%
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eCTD ZIEH T DHRIZ. A—F AT A b LEINCRETFER RONERSE
ﬁ%xﬁb\wmﬁﬁﬁﬁ%méfé & NERFHROFILLTOEY T
H D,
. $=ﬁsﬁ'§uuao)ﬂﬁju@
« HERS
o FHRBEXI—EHEBOR
o IER, ZEODH]
«  RBHFER _
5.3 W—FNYA FEf L «CTD OHFH :
eCID DIRHICHI= U, BEFEFIIFINERE R —F A4 b L TRE, BR
XIEAT T %, HMBEROFTUTORY TH 3, B, 2 TOEEITOWN
TREHO IR G, BIRUIANZRD B LD TIIR,
o IEAR, 2% BN R 7 b, EiiEoR)
T U = A ZHEE
eCID 2 1% 5
RHER S
X (=—R)
FRIXGT
I B O—iRE4 TR
F T B DiR5E4
TANAF v 7 ICEBET BB
M ARG A (LD Ny 7 R—) OF = v 2P LBEEIE
Bh/ErEREsE
SREHH WK (R eCID FefffHE 243 ik st
s EE
AR, %mlﬁkﬁbt”\%mféeﬂnmb/vaw7xw
HaR—Z VA b ETREGL, mmk%h#é f—&wﬁ%bi@ I=RVIS
B R EBMEIC SV TIEBIRTR T,
5.4 B—FZAYA FEALTERBSHE D 024E
PMDA 1XZ{E L7 eCID IEF LA NVAF = 7 RUNY F—3 g V22T
L. FORKRE L BIT D ZEFAREOIORER L FFFITERKT S, CID
T2 F—varRNEX. FRIE LT PMDA @ WEB ¥4 k
(http://www. pmda. go. jp/) A9 35 eCID Tﬁ;{E‘/_ﬂ/O)i‘gTa{’E*?“:.TJI/
BERELTHZ L,
" 5.5 - CID A 7HA I V& BHEBFT—F OPR
HEETT — X IXHEBEICRMTREEO—-HTtha b, HFEE
Fr—4E2EERE (BN, BERIUIHER) 75881, CIDEHETTH I &8
-ﬁ@f%éoam&$ﬁ%¥f—&&%ﬁtﬁ&#é% . 3.3 TRTHEE
BT 7T — A RFRLMAMEREZRETAZE T, YEZPEEFT—¥ 2 EET
% eCID DIFENTEEL D, HEETT —FERBUT DD, BTO
RICBETDZ L,
@ eCTD #IEHRHFFICIRH T 5 REEETT —4
MEHR I BT 5 B ETT — X RRH L, PMDA 20 B BT —4
ZEEZE T RIS, PERHCEET I HEETT — & 2 BMEN
T HZEIXTERNY,
@ BEicsd3EEcikidd38EEFT—4
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BEICHT DEIZICHRMAT DREETT —Z ik, FEO oCTD BHIESR
HELEEIRET, BEORMERSE LTHR— &wﬂ4b%¢brﬁm
T B,
® ww&ﬁﬁuﬁmﬁé EEFT—H
 FROTEHLEEHFETFT—F D9 h, PMDA 2 eCTD WETIFIZE
DALDE L TERDELDI., oCID TRz ERIZIEH T 5,
s HMEBRHOBRFEETFT—F EOESOHRERNTS, DIRIORHEE
ESCRHUEHEETT —# 2 BERNT 2 LE TR, '
o HEETT-FLAMNRET S CID BRINFEELRVGEAE, 7H
FHIEWZHOWTERNC PDA T/ - &, :
o PMDA b HFBETT— ¥ EEK AT BIC, WikRERESR S
L EET A MEETT —F B EMRE T Z LI TERN,
- EESMLSBCHEETT X 2 RETIESRIAEOFIRICRES,
5.6 $%ﬁ%¥*ﬂﬁﬂ%@£ﬁ@
CTD X i eCTD BETHFIC BFEE T 7 —#Z 2R T 2541, THEEL DX
. REEOEBRIORBERICOVWT)  (Fhk 22 4 12 A 27 BfHTE8RE
1227001 BINATEIE N EE G EEESRARBEER®M) RO 6I1TR
TEEREIC, YEREETFT —F I oW TE#HTsZ &, DL &, BT
BRETDT 7 ANEERERICFIETHHEIIRL . FRRICEETAHEE
F7F—F —ROFEMEBICENE IV, 2FL, EBEEm2. (2) 7
LFT#*F&:%/ZTAE%PT&WLKMD%ﬁﬁ?é%Aﬁ FDO
MBI,

: ﬁ%ﬁ$%@®$§%%7~5%m

BT BRIz %%7“&%%&?6%Aﬁ MEBETFF—2 % 3.5
RHEROHEETT— FEOEMITOWVWT] ® 13.4~3.7) OETHETS
FHECELTCEFHIRET 58, BEERERICBT 2 3.1 #EETF—¥
SEHoREERM RN KO 3.3 R—ZNAY A hENLEBBEEFTF—F0D
#BH 3, BTty 95,

6.1 HHEEFT—YERERHNOEANLRENR

HEiEHIL, FEE %%7~&%Mﬁ%m&%%ﬁmfék&%h\ﬁmab
THEHHEEFEO 1 ~3 VAT, BERHERIE T, BEEHEICBI 58S
%7~ﬁ®%mW&&Uﬁ%§$ ﬁ@%uOWTPWA&%%%HDHEO

R, EMEROERICHE o Cld, BEEHNERICEETREORBET
~ﬁ®Wa%Fm*“ﬁ%AE%mE%%%%A%%#”“ﬂﬁ%m E%
RRECEOEBEREITOWVT] (FRR 24 43 H 2 BT IR E
0302070 FIMSATREA ER G EREA RS HER S ORI 8 [H
BETT —FEHBERARERES 2AVWTELD, #BHIB- L,
Z0%., FEENTERRELAEEERETFTERO 5 B 18
BECOMIEA—ZNTA "D OREFERITOIZ L, ZTDH%, B—F I
A M THEEDFCEET S EHOAN - BEEROCEEARBCLELRE
FT7yAN (FDBET—&, BHRETFTT—F%) REXTHD L,
6.2 R—=FAT A bENLEBRFETT—Z ORH
FEETT —F ORHIESHE Y, BEFRUTOMNERE R—2 Y4
b TG BIRUIANT D, FTEROPIILTOEY THB, 2B,
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éT@ﬁELOmT%mthkﬁ% BRI AS 23RD 5 b O TR,

o IFEAR MEZEZEHHEREOR

* T bU oA FEE

o BIEEEINTLEDOER ERES,. RBAA ML, BESKE

),

o TrANT L OEBIF (ISO/IEC 11578:1996 B R ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 i k- CTEZE Xh 5 UUID)

o HEEFT—ZOMESIT GBI, B, HiBR%)

» B IIHIBRAZEOHHIT

o T AR

T — 2 BT TR
7 7 A NPRE DR '
EEE Bk, BIFSUIAA L%, RETDIHFEETT—FZ BEHEIT
V5 mb) TANFER—FAYA M ECEREL, PMAICEET D, R—F
YA b EDEERRBECOWNTIBIRR T,

7. ARHFHERAUCEEERSERILVINCEENRRBREEORMEITFIRATD

HEEFT— 71T

7KEE H FE ibmk%ﬁ%&%%#%@&ﬁmﬁbhéma(%%H%ﬁﬁﬁ
BRI H, HIV BREIREERE) . B 85 - Y AN ER et B EA
BRSAR DR (B 38 i IR SCE AT 1k ﬁ%%#%%@%%ﬁ%)#ﬁbn
L AoV T, EENLRPBREROTEETIBACHEEFT — 228
TEHHEEE, HEETT 4% (3 AERFEROBEETT—F S 0EHIZD
WT @ 13.5~3.6| QETHRETAHECE L CELHICEHRT B, §3.1
HERET7 —F SR OERE RN« B 3.4 BEETST—XE0 77 A
AFALRX] B, UTOLEBY 45,

7.1 HEEFT — ¥ ERHOERMZRTEN

- HEETETHIEIL, BEEFT - REMEERSEIERTAE LI,

FERI & UCHBRE RIB MBI OFRIERIC T, BEEFT X OBHARTS
DOVWT PMDA ICHEERZITH Z &, 0B, FRIMRDEMITH I - Tik, RBR
EREHRCRETEOREEFT — X4 ONELY MSrf ok AEKRER
B ORI T 5 B S, SEHRERESOEREMSIC VT (F
A% 24 F£ 3 8 2 ATV SRR 0302070 BINTITENE A B R ERESBS
HEESERE) ORI 8 [HEET T — X IEHESEERERR AW
TEELD, BHTHZ L,

D%, %%F%@%&%EE@5@%m#6%ﬁ#%ﬁ&ﬁif@ﬁh
BWBERBET T 740 (REETT —F#%) FEgEEACIVRHTAZ L,
1.2 RBEEFT—FYEQT7ANVYAR

F—F ¥y FUAD T 7 A ATV T X eCTD BEE R eCTD BRERVVEBHIT
EDD POF DERRKT7ANYA RAEBIRNI L, T—F 2y MZOWTL,

12D 7 ANYA B EFH A ML EOEANE, FETIZ PMDA 28§
5L,

8. Fofh . _

HERETT— Y DREHZRODINBHEEO IS, RBHERTERBLTL

H CID TH B Z & ERDTWARNEDIZDNT, é& E@ﬁ R SEIRATE R 2
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3. CHRETSHIEIL XV EFHICRHT LI LR TE L, TOHEOARRE
IRAHEB ORBER R E T RIS OV CHEBIER T

o
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HIHE 1

AHTA FTCHWAHEOER

%%774»(fuﬁ»%ﬁbf%mféét®7y{w)
FHEEROEYFT —F (=HHRETT %) G : EFOENTE BF7 %) LER)
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— — —— U e — — — — — ——— — — — — — i rrro — — — — — v t— — — — el — — — ot — — p— 4t s

HEERR BT — %
| F [BRREERT—# 0 9 LERREREROBEETT—F TRV b 0, ]

FCDISC ¥##il7— & (=CDISC I[Z ¥ L7 5 —#)
| %ty =RHEF—%Ev h)
| | FSDIMF—%%€y b (=SDIMiCLBF—%&v 1)
| | YEHF—&zy b (=ADaMF—# ¥y F=ADaMIC L35 —F &y k)
| LE#®7 7 A1 (=define.xml) '
Friy—s—a
| FF—%%&vy b
] LEmZ7A40
LAa 7S AhT77 A0
Higtr B 72 75 A
Ly —& ¥y MERAZ 1 5 A

L [ERR BRI O BT 74 ] (Fﬁﬁﬁ&%%ﬁibﬁaﬁ@ﬁ#%ﬁﬁé:I’LT‘_%‘HEE‘i
B, BEEMENT. EERENERDEERTT VB SCET 3 BHEFT—#)

FCDISC #8345 —# (=CDISC IZ#EL L /= 5°— &)

| FF—%&y b (=HF—FEv 1) ‘

| | FSDIMF—%ty b (=SDIMicLBF—&Ev b)

| | Y&EIFF—F &y b (SADAMF—FEy h=ADaMIZ L35 —Z v k)
| LYE#HZ 741 (=definexml)

FCDISC BHELIN OERDOTFT —F (= MMMuﬂwﬁﬁT%WT—ﬁﬁzb&%

[ B3 2iFEDT—%)

| FF—%%Fy bt ERRET—FEy M)

| | HEFF—2Ey b (FADaM USOBERDOT—&E v )

| | YEHET—F ey bTRWT—&Ey b (EEESIRHER T TR
| ] WCRELEEY R OCEH T A —F DECKHE) '

| %k y hEREE

| FEEABERHAISRET AL

| LyIav—vavic@i+as7rA40

| Lo 75 AFgE#E

HEFRFAEE UL FRICHEYS T 3182 5T rE)

e s azr A0

I HMEWR 71 79 A5

I L~y MERRA 0 75 A
L%%%ﬁﬁﬁﬁﬁ%Thﬁﬂj&m CHRE

Lt 5 &
FaCRF (Annotated CRF)
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B 2

RS END RSN D SEEKOH

Domain |Variable . , CDISC Notes (for domains) :
Prefix Name Variable Labell Type Description (for General Classes) Core
o Reason not done. Used in conjunction with --STAT
HE --REASND Reason Not Done  |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
158 -[--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
o The text of the comment, Text over 200 characters
1CO COVAL Comment Char |can be added to addltlonal 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”, '
Description of Description of what happened to the subject durmg
SV SYUFDES Unplanned Visit Char an unplanned visit, Perm
Reported Name of e e e
. |Verbatim medication name that is either pre-
M CMTRT %rlug,/Med, or Char printed or collected on a CRF. ' Req
erapy .
Modified Reported If CMTRT is modified to facilitate coding, then
CM_ |CMMODIFY I\, e Char | -MMODIFY will contain the modified text, | o'
. Denotes why a medication was taken or|-
CM CMINDC Indication Char |administered. Examples: NAUSEA, [Perm
HYPERTENSION. - '
_ . Reason for Dose Describes reason ot explanation of why a dose is
EX EXAD] Adjustment Char adjusted. qum_
SU SUTRT ggg?gﬁg?@e 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 Substarice use consumption amounts or a range of]
SU SUDOSTXT Consumption Text Char consumption information collected in text form. Perm
AE AETERM Reported Term for Char |Verbatim name of the event. Req
K the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AB AEMODIFY' . Term Char 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 AEACNOTH Taken Char |[study freatment. Usuvally 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 | | . . .
MEH MHETERM the Medical Char | verbatim or preprinted CRF term for the medical Regq
i condition or_event.
1story
Verbatim name of the protocol deviation
criterion. Example: - IVRS PROCESS
: Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
DV DVIERM Term Char The DVTERM values will map to the controlled Req
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 Exarnination 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 of]
Qs QSTEST Question Name | Char questions used to obtain the measurement or Req

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

(% : SDTM Ver.1.2, SDTMIG Ver3.1.2 L

[, FREIE—HRENE)
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AARET — 5 AT RO

#1) BASEFEOERMIEAFEERE T COEERNT 555
AE RAA v EEHFET—FEy M)
¢ BAEBTCT-HIINELETFHA RIEHIC oW T IRIEE LTS ( TJAPANESE

JAPANESE > = DA NDILGH gl
1 SOURCE DATARASE 2005-10-12  [2005-10-12 . Headache
JAPANESE TEXT IN|20035-10- 2005-10- .
2 |ABCIZ3 AE 12310112 SOURCE DATABASE |13T13:05 __|13T19:00 Back pain
. JAPANESE TEXT IN| . |Pulmonary
3 |ABCl123 |AE 123101 |3 SOURCE DATABASE 2005-10-21 embolism
[Row_JRUBOHSYS ER|ETAG i
1 {cont)|Nervous system disorders 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 DOSEREDUCED  |PROBABLY NOT RELATED
Row__AAEQIR AESEC ESDISABAEST AESHOSEIAESEIHISE SESVIT AES IOV ABEND YA WER i
1 9 RECOVERED/ a 1
(cont RESOLVED
RECOVERED/
2 (con)|RESOLVED 2 | ! !
. RECOVERING
3 (cont) /RESOLVING | Y Y 9 AFTER.

AE F‘)‘/f‘/ (EJZIEE'_*‘—*}?‘E“/ k)

10051012 [2005-10- 12 ]

“ Headache
irre  |2005-10- 2005-10- )
2 |ABC123 |AE 123101 {2 it 1371305 13T19:00 _ |Back pain
3 |ABC123 |AE 123101 {3 SRR 2005-10-21 Pulmonary embolism

‘[Row_ AR : TESEY £ WERE d
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disorders]IMODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders _IMODERATE [Y DOSE REDUCED PROBABLY NOT RELATED

RECOVERED/
1 (cond | RESOLVED -1 -1
RECOVERED] —
2 (cont) RESOLVED 7 ) 1 1
3 (cont) FREE%%{EV%G ' _ Y Y 9 _ AFTER

$12) FXDOAAEEERTDHZ &N lﬂ%ﬁ'{%@ ERT 5EE I—?«@J%*EELEBU
THLERDLHE
QS I\%/r’/ (ﬂ&"z@i% — Ay I~)

1 QSTEST1 } JAPANESE TEXT IN SOURCE DATABASEOl
2 ABCI23 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABCI23  |QS 123101 3 - |QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3

R LDy MAT OSSE QY &

1 ABC123 QS 123101 1 QSTESTi Eﬁ THEHEZEGET?

2 |ABCI23 [Qs 123101 2 QSTEST2 EIEFABG I CEET NP

3 |ABCI23 QS 123101 3 QSTEST3 PR LT ERTT P
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B28) F—FEy beEE

Dataset: : XXXXX ( XXXXX] 37—t M)

No, Variable *!

Description *?

! ID

Unique subject identifier

2 STUDYID

Study number

3 TIME Time of the event relative to the first dosing of the study drug
4 AMT Amount of drug administered
5 Dv Plasma concentration
Number of the compartment where the parameter was measured
1=Dosing
6 CMT 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 ERE TR BT b
%2 EROBHIERRT AT L.
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No.

Program file name

#1

Description *2

CERY T F'j'm? OO Ver.®

ERER : « - iAW,
EHEFOEER

u7¢r#;ﬁ774»&mhf57xwﬁ%?ﬂ@ﬁr%ﬁ?5

XK <= "N AA"

DF—F 77 A NVERTFT T4 NEETROITCEET 5,
KX "SR
-Tﬂ@ﬁif#nﬁ7Aéiﬁfé
exportData(XXXXX)
%ﬁbt7inﬁ’®mu)hwﬂémmxxv774w(rnmj)%

LT YEial=va D T Al (oxxxx) REITT S,

TPy b7 AN (ooxx) %, LT%ELL7¢»F(nnﬂb:
BEFT 5,
-Tﬂwﬁm67uﬁ7A®£ﬁ%ﬁﬁL\%ﬁbt7bbfyb774
IV Xxxxx) E{iH ZHMTT B,

xxxxx <- importData(COXXX)

HAYZ =T OO Ver.@®
EHEN: » - TRV,
FERRFOERR

X1 7&#7A774Wﬁ%ﬂﬁ?5 L,
X2 el TAOBE WRAYZ =T, &ma% ERROFERE) xR TH L,



