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AnsZ &, —DYiZ0&2EERNI L, 7oL % CRF T Yes/No TF—¥
PR SN THZHE TS SDIM TiX YN & LTHRInT 5%, HAmk
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B3 5 EEMARCEHEELRITHET 2 EARNRMET, ZEMEFEMEIIT
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AR AT —HER T 4 —< v N TH D SAS XPORT 7 7 A NEERE T o —
< b Version 53 (BLF TSAS XPORT =l &vvH, ) T, 15—
Ay hEl177A 0V LTRHTAZE, 2B, SAS VAT AIZL D
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BHENBERETI L LB, FENRVWEBAZT —FH A Fici#f
FBHZE, L, TOEAREALLR DI OWNWTIIRHTIMSNE
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TIE, T—&HA Ficggsk+ s, :
4.1.4 AFEBEROEREZOWNT -

BE, BEBEB/EOT —F 2BMT 57D, £ DERIZONTE
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02] ) | SEQRAEL OMEMTET—F HA FEIORT L,

FHET-F Ry NEFRED 7 4 NVFREDDH L, SDIMTF—F%
v MZHIET 5 BAZES — &y MX Tsdtm_j] 7+ NVFIZED,
ADaM 7 — & & v MIxbSd 5 BAFET—Fy M Tadam jI 74
NEEEDBL L, T—FEy MAROBTNVAR 207 5%
v NCA—-DLDOZRANDE T &, ,
AABEBEZEERV RAL VIOV TRERFOT—F Y bD
HEMEDTZ +NFILED, BEETI7F—#Ey FE2EHLRWT
&

¥, BAIE LTHAET— ﬁhowfmSMM&UAMMk%htﬂm
AR ETORBT B2 L LT 58, BAET -4 28THERRROT—
ZHRHTATFERDDIHGEITIE. %@%@%L0w1$wLPmAhﬁ
WTBHZ &mﬁibw
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4.1.6 I rDEHICHONT
41.6.1 BT H570 T A

(DISC FEHEICHER U7 BB T T — A ICET A A n /5 A & LTI
4 L L3 IR ASME, REEDEERRERCHE « FAEOREOBILT
o5 KRS R 2B 3 T D ORETIC W T, ADaMT—& &y MERES
n 77 ARV 0 77 AORHERD D, £70 730k, Fhth
FEAT R OEHAEROBRROMRS, BT 7 A=) X ADREENER B TH
D, &T LY PDA OREICBWTEDEEETT S = &L ARER RO
NAEEL LTRETAMEIIR, Tk, HEDY 7 by =T —Va i
RETDODOTIRRVA, FalT sk, ETURRE GERLEAN
b=va VAT A VT MU 2T RGEDNA—Ya ) [ZBTAERICO
WTHFETT—F WA FIZBWTREkT 228, =7 uzflALE 2y S
LEFERALTHDIES. v 7 ul I AL CRETAZ ENEE L
2, w7 nrulIAORMBEREMES., £, F—FEy N Fnss
LOVERL B B2 NSRRI ZRE L TR Y Fu /'S5 A B RDIRIESELE 22
BT, BT AY XADGhAAREESORHTE LI 220,
4.1.6.2 TalI L5077 A NVIER '

4161 TRTEBY, 7ul I A RXEEDY 7 F I TRoN—Va UiC
RET Db D TRV, 77 A NAITIIBIT Y 7 BT = 7 3Mt5 Li-ikiR

FEEDDHZ &, THEFBRNT 7 A NMEDBREIELT 7 A MR 58
BRET—Z A RizgGHsd &,

4.1.7 148388k, ﬁ%ﬁﬁﬁﬁ%@mﬁﬁoﬁﬁﬁﬁﬁﬁmﬁﬁk%?5
CDISC iR HEL U 7= SR BT — F &2 o B

£ LHERARR, EEPRRERIR B ORUR R ORI EEIROATITIZ BT 5 ODISC

R U R — Y SOV FENT 4. L1 25 4 1.6 LEEETHS

BB T EFHEEUTIORT,
4.1.7.1 SDIMF—&E&> b

TMENRR N T A —Z 13, FNBENERCETT AR TF—2 L LT
EDADND T LD, BYRET—& 2R LT PC FAL ATz, &
H SV ERYEIRE/ ST A5 % PP AL ATHRMLUTERETS 28, IC K
AL EPP RAA DT =5y FOBMRIL, SDIM IG (2 E-3% RELREC 2/
FEUTHBT 2 Z ENEE LS, SDIM IG ITESu e S e A 4
WIEF—F A FETRFATHZ & TELEZ LR,

28, CDISC FHETHEIL L 7o AN DF —F 2y & PC FAA L PP
FALCEBR LU TRET 288, F—VEUF Il 33E (PC
FAA VL PP AL OIERFIR, ZEEFEOBREDPC FAAS PP A
A ATEENDEROBR) 2T X VA FECHEHETE L, B, L
—H VT4 ZRATSET, C RAAS U SLEYEE AT A—S2F
B 200,

41.7.2 AaMF—&Ey h

MR ORPREIC RS 2 BB I OB R/ 7 —# 2 v

& ADaM TEACTIRHT 25618, BNONTERFRET DM F—F v k
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X DBRATHBEZROTHIUT, ThbDT—FEVL 20T —F &y b

IO & HTHILITRHLTH XV,

FRATRRC AV ADaM FEREIA DT — 2k v b ERGRHERRC AR FRIC

P TIRHT 5546, EEOBITCRAWET—F 2y FORBIITETSH

Bo Tl Ty MEO FL—F ) T TR ERAT 5 12T
- HRAREBHETHIHEEE, YT —F v b %‘&&,LT:J:’C“%‘E%TE) NP )

T& 23,

4.2 #1FERER, ﬁ%%ﬂaﬁgoﬂﬁﬁuﬁﬁﬁﬂﬁﬁoﬁﬁh%?é$%%

FF—HEZONT
F%ﬁ%ﬂﬁwwﬁ%TmﬁA/&~/m%2Jioh%%%@ﬁﬁ®$

BYF—F RO 0 Y5 DEORANIRBHNEICONT, BT~ & FHZ L
TR , "

4.2.1 MERRIESEER OB T 7 —F Ny r—VRBBE] I2onT
(EREEEROBFF —F Ny r—VRAE 11, PEETFT—4 %

Btz VRT AL VRHT IR —F AT A P ETASEShD

FRLRRER T — ZIRHINADOER) D PMDA BIERTAZ b, XFEEL LT

BT A LEARETHD, 2B, VAT AEERERICETF 77 VE

ErRHTAEIZIE, 3.7 BIZRLEEBY, TSV 77 A V2BHTAZ

LT,
mmkkwffﬁﬁ%ﬂﬁﬁ@%%r~&nz&wz&%%J%ﬁm?

6%LEE&%ﬁMTE®kkUT%é

Study ID (&3RER% A4 5 30=FF0) ,
o TrANRR (TFANBEED) BB, F'— b V=AY AT A

T 7 A N R e BEIC AT, 7 7 A VA ADATNINER

AN
o EfEShiEHTOREE (STS (R RIEMBIBMHNT) | PP (BEH

FEAT) | %m(éﬁ%%%%ﬁﬁ %Tw)xwoma(%@m)@

IE-N %%%mwrxﬁ?é ) o 7238, STS IZiXABYERY IR FR P ERE

FEMT& FIRED J7 15 CREAT & N T- SR B IR/ 381 S AEAT 2 & 1o,

. TrANVOREDTH, %774W®mﬁ%@®774we®%%%
BRETE DX D ICHMEERT LI &, 28, Aﬁﬁ%é%ki%
i3 100 XFETH D,

4.2.2 HEETF—FOREGBRHAZICONT
IEUER R BN HRARAT . BT R AR RYNEE R T T VAT

@%ﬁ’b%“hk:ob"Cfé%ff&%ﬁiﬁ%uﬂ:fﬁ% BB, R ORI &

b, F—F ¥y b& SAS XPORT A CRHET DKL, 7—F &y M

LI ANEIRA—ETHTL,

B, 8 TERER, HESERRE O BE R O RBRIR B ORI B
FHHEETFT— D5 b, (DISC EHZHER LT —F k2D T,
4, 1.7 &,
4,2.2.1 BRI RYENERIEHT |

AEHE R BRI B REARITIC B B T T — 10D T, ADaMBISH DT

TR — 2y FERETIEE. BT —F ey NRUS—FEy ME

FHEOMITRO LBV ThHD.

O fEF7—FEy b
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FERE SIS T A—F OBEHIC AW T — 2 2y PR

FERESUITE NN T A —F DR ERY RN g 7 — &

By b GEREHBOREHOAZIToBEEIIR) 2BHT 5, 7

7 A ARG, PIZIEA T oRRNE 2 B:I’LZ;B :

e SAS XPORT ﬂ:/_t (* Xpt)

*  ASCII Format Data Files

+  Phoenix Projects (*. phxproj)

* WinNonlin Files (x pmo, *. pwo)

®'7~§f/FE%% :

Tty PEREIE, PR EBTERLARUEHOME S
FHBHTELEL, K4 E2BEBTERTHZ L, BB, B
BB I TSN D BRI, T8 L RYR— DR R
B ETELEZRN,

o Tr7ANERIL, KRB, eCTD BAIKR TR eCTD B\ VEENIC Lo
TEDBNTWAPDIF L TEZ LREELY,

4.2.2.2 BEEFENT (EFVIRESI Y Iav—varedl, )

RHENARATIC B 32 P E 7 —# 2 RT3 84, 75 —% kv bR
07~&t/b3%§®#MﬂTﬁ®&kbr&a
O @BrTr—FEv b

HERET, %W%ng%WﬁTéﬁu%W%uﬁWt 4.2.3.2Q®
WRTETFADTO ST LT 7 A4 MKt Uit s — 2 v M ais
HiT 5. 77 AAERE, PSR ToRREZ26h5,
s SAS XPORT =X (k. xpt)
¢ ASCII Format Data Files
@ F—Fty b ERE
4.2.2. 19 &R+s L,
4.2.2.3 AR I HEE R %Twﬁﬁ(%rwkgd<v:nv~v
a VEEL, )
AR EYR e T VIS 5 BT — & 2 BT 5588,
BHITZ 77 A1, T-§t/F&Urhﬁkjbﬁﬁé%wiﬂﬁTﬂw
EBYTHD,
C)%ﬁhﬁwt%Twmﬁm\&ELK%%RU&@A7% —H D
2, T FIECHERORESITEDEESSENDI 774V
77 AN, EEOWBRTELE RN,

@ MPRET—-FEE2ECHKRRROF—FEy |k
MEDY 7 by =7 CHRIFTEBZ X HIF—&Ey FEERIINT
LTWAERITE, UsKEF 7 74/ (Simcyp PE Data Files (xml 7
) F) FRRHTAZEAEE LY, 2B, BE0oY 7 My =FHIC
7~&ﬁ/F%W&Xﬂ%ILTm&w%A@7y4w%ﬁm 5
DOFETELE LR,

® F—FEy NEEE
4.2.2.1@Q%2BT5 &,

4.2.3 a7 E0EENMREBRAIZONT
4.2.3.1 BRER IR B RBART

FBIRE I B RE/F R BT A AT AR E I hICE U TR

TAREGHROEMITEROLBY ThH B,
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o fRITTNATY Xb (B2, BYEREAT XA —F OEHFES)
ERTRAWMOT —& OWIFE W, EHELEFICET553MER
e bDThHB, BB, BT —FEy FERICHK %ﬁ#ﬁi
L B3EE (Phoenix Projects (k. phxproj) ® Text Output ’Li%)
FOERHRTHIETELI AR, E, BIFEEFIC
BRBZTENDIERIE. FLoEERTIZ kf%bixtm

o 7 AAERIL. EEOFERTELIZRN,

4.2.3.2 HEMMEN (EFAMRRESSVI2L—varEEt, )

BEMAT 5 BT — & 2RRHT DHEICNT, Trd T A

Tr AN, EERBRBUASNIE T 7 A NVERT 0T T LFIREEFEDY

a2 lb—vaiZl3T37 7 A VO TRO LB THD,

ORVA=VAE V0%

BEAREF N, BREFNEL RO 0 S5 L0774 VER
95, 774NN, FIAEUTORRBE X BID,

.. ASCIT Format Data Files

@ FELRFBERBRHEASINEZTZ7 AV (NONMEM output %)

EXETN, BRTTNEERWTTREORRENEENIHA7 7
ANVERET D, 77 ANERE, EROTELI LR,

® VvIal—variklTa7rAN
VI al—valRETA AT rANELT, YIia V—/a VF—X
RREAEESERDOTATILT 7 AN, VI alb—a OEMIT
AW Tl S h7 7 ANVEOVE 2 b—Ta VERERLUERED -
BT ST A7 7 AN BERET 2, £, ¥YI=lb—ia A8k
EORBRICETA7— 4y MERRWEBEIE. YUEKERS ST
—2 ¥y MERIRHTS, B, Tu s T AREBHTERWESIE.
TAAY ZABGHHHFREEZRETHZ L, 7ﬂﬁ7A®774w

L, EROBATELI LR,
it\fﬂﬁ7A$E%%%ML %@%ﬂﬂ?ﬂ@&kb&?é
o ulIFAEREFTTAEDOFEREELTETILOTHS,
o« Dipllb, TuTFETFANBROT AT T LOHALZZD
i L, BkS #8BIERTAZ &, ok, BHEhE
TR I AEERTIEHIE-T, RALDEEE. BRI
CHEEIT O BERRWEATE. BERNICT 0SS ARIEEDR
« HEARETH S,

5. ASRHHEROBEETT —F %L D LOBERIT VT

. 51 HEETT—FEL D DR -

BERIE LT, £TOREBFF—FIL, eCID Ay 7 R—0nbBREND
S LEREETHS, LLARD, eCTD BART eCTD BV BT T
BIZ LD eCTD ZEHT AL, CID Ny 7 R—r RN eCID 7 3 VL FHEE
ICHBETFT — X ICRHIFERIUE T 7 AL EEDRNIE, EEL, FHLE
DEATER—BICEEE T 5 B85 %%7~¢®%&@ﬁﬂ%ﬁ¢%=kkﬂﬁ
THZE,

5.2 H—HFNYA Mk CIDZHEBORE
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eCID T 2BEI%, R—2 NP4 F O LERNCRETFE R RN ERE
W%Aﬁb\wmﬁﬁﬁ%%m%#é Lo BERBHROGIIELTORED T
H3,
»  HFEME @ﬂﬁﬁﬁg
o HHBES ‘
o FURHFENII—EHEOR]
o EFE, &EOH
s BHTEHR : ‘
5.3 R—Z N A MEA L7 eCTD DR .
eCID DRHITH Y, HEFIIMFMERE R —F NV b L OBER, BIR
XA T B, FIFROFIILLTOEY THaE, BB, ETOEHIZ-ON
TRHOETICREG, BRUIAHEZRD B b DO TR,
o IER, &, EX K77 b, EHz%Eo0R|
F— Y A S
eCID Z{FE5
TR
B (=R
FERG
B B O—AREYL TR
ERERSh B DIRFE4
T A NVAF x v 2 VBT DR
XML A RAE R (eCID /3y 7R —2) DF 2w 275 A EEHHE
EEREERRIE
FEETHR M T TR oCTD e 23 DIEs 4L
[ ] ﬁ% . .
FEEEBGR, BRXIIAD LEE, BHTS €D @ by L7 50
FoeR—ENI A4 N ETREL, mmn%mféozhﬁw%4hhwﬁw
IR BB D W TR TR T,
5.4 A—F A PR LU TR &N D 04
PMDA {3 E L7 eCID IZH LA NAF = v 7 BN Y F—3 g i EF
L FOFERL L BIT CTD ZEFAE OFERE R L HEEICEK T 5, CID
CHTEINRYF—arNEE, FR & LT PMDA @ WEB ¥4 b
(http://www. pnda. go. jp/) 1ZABE$ 5 eCID RV — N DEfE~v =2 T )V
BEBETTHE, ‘
5.5 - eCID ZA 7% A I N BHEEETFT—F DBER
BT —F IR EECRATREENO—MThHE o LD, HEE
FTr—&%FER (GBN, BEUGILEIR) 55481, am%&??% &N
WEITH B, eCID & B %%7—&%Aﬁrﬁmfé% . 3.3 TR HEE
BEF7T—FILBAMMEREZRHETAZ LT, Y %%fw&eﬁﬁf
% eClD DIFENTREL 10D, HE %%T—ﬁ%%mféh%tb\MTm
RICHETHZ &,
@ eCID FIEIHRHFICIRI T 5 FEEFT— 4
PIERH I B A BT — ¥ 2R L, PMDA 5 HE %%?m&
ﬂﬁ@ﬁ%ﬁﬁt”u\ﬁﬁﬁmk%@?6$ BB —& BB
TAHZERXTERN, .
® %Akﬁféﬁﬁh%ﬁfé$ EETFT—H
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RAw T 3EEIICRTT 2 HEETFT — 13, ED oCTD Rk
BELHEESET, @ﬂwﬁﬁﬁﬂabff—&wﬁJbéﬁbrﬁm
T 5,
® eCID HETHRICIRHT A HBEETFT — 4
o LEHOTHEHLEHBEEFT—XDH 5, PUDA 1% eCTD SkETHRRIZ S
HAELDE LTHEDH DL, oCTD WETRFICIERICRET 5,
s BEHOHEBEETFT—¥ L OESOLERLT 5, LIgTORHES
BETIRHUCHEETT ¥ 2 BERMTAMLEITR, |
o HFF %%Tmﬁu%h%M?é&mﬁﬂmf@u&m%Aﬁ Liidan
FHRITOWTERNC PMDA ICHEER T B L,
o PMDA 2D HEBETT— ¥ ZEEREZITBIC, YEEHERES
LET AHEETT — ¥ 2B T3 Z LR TERY,
e EELH= %k$%%%7~&%%m?é%Am$ﬁ®$Eb%50
5.6 HEETFT—FEHBOETERE
. CTD X i eCTD BRETHAC BEHEF 7 — & 2IEHT 5581, [HEEFKOX
| WEEOEBRROBERICOWT] (B 22 4 127 A 27 AfHTERmsss
1227001 BMSEATEIEAER G ERBSGAESEEEREN) RO 6 1R
FTEEEIC, YUMFHEETFT —F IOV TERMTEI L, 20L&, BHY
BETODT r ANEERBICHERT 2 LB, FRARCEETSHHEE
FF— g —ROFENHRTENIE IV, BFL. EBNEM2. (2) T
qu#“FWEJ/XTA%mWT&TLLGD%%ﬁ?%%Ai ZD
MBI,

| EEENHRO R HET S — & R

EEEPERICHEEST— Y 2RHT 386 BEEFT—¥ % (3.7

BREROREETF—FEORBITOWVWT) D 13.4~3.7) QETHEST DS
ﬁ&kﬁbf%%%h%ﬁ?é# EEERERICBTS 3.1 BEEFT—%
%%mwﬁxwtﬁnj\Rorssfwawﬁ4b%¢bt$ BEFT—FD
BH) X LTl &35,

6.1 HEEFT —FERHOIERNRIENR ,

BEEHIE, Bk %%T—&%mﬁmﬁ&%%ﬁﬁ?éaaﬁm\Emeb
TEEERFZO 1 ~3 Y ARNZ, FEHERICC, BEEHFCRBTSHEE
F57— 2 DEHNE R CEES B ERIICOVWT PDA LHERETO 2 &,

k. BERERORMEICH I o T, HEEEENCRNTEOREETS
— & QAL [PRATEGE A ER S BRI GHEENT 5 o EmBIS. fEH
EERRELOEBEREICOWVWT] (FR 24 £3 A 2 AT EBRES
0302070 BIRSTATEIE A ER G ERSRB OHIEEE RSN ORI 8 TH
SR X EHEREREEHER 2HAVTELD, BHTAZ &,
D%, BEEANEECRELELBEEEHETEH O L EMEND 1:8H
MECORIER—FZAYA RO BEFERTOIZ &, EZOH%, RF Y
4 P CEEERBICEET AEROAS - BERUEEEPHBICLERE
T 7 A (FD $:§7‘ 2. HEHEEBFT—FE) RERETAZ &,
6.2 fwﬁwﬁﬁbkﬁbt$?%%7~ﬁ®&m
BEFTF—FORBICHED, BESIIUTOMNERE R —F A
%Lfﬁﬁ BIRVIIAFT D, FTEROHIFLUTOREY THD, BB, .
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éf@@ELOMT%ﬁQEUk Bk, BRI ANZRD S b D Tidlavy,

IEAR, EERRMHERZED]
o F—r U AZHNEE
. %ﬁ%%ﬁ%?ét@@%ﬁ(%%%v\%%54ﬁw RBEe®E
L 5
s Ty ANITEOHRITF (ISO/IEC 11578:1996 & U} ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 iZ ko TEZE X h B UUID)
s HBEETT—FOMNE-SIT (GBI, B, HIRE)
o B SUIHIRS SR OB
o 77 AR
o T — X RRNTRESE
« TrANHNBEDOHHA
LREEREG, BRI AAO LR, BHTAIHBEETTF— 2B MENT
VWD mb| ZANEER—FIAYA METHREL, PDAICEET B, B—%
S A b B BRI OV TR,

7. AREHEREACEEERENEL VT EENRAREREOFEETT 5 KA TO

HEEEFT —ZiEH

KERH 5 i@mk%ﬁ%&%&#%@#ﬁﬁ”bnémﬁ(%%H% BE
HUEE RIS H . HIV RREIGEERE) 2, B B8 L D BSOS RTE L AR
B D FFAR (= SR IR SCESRET R 3K ﬂﬁ%@%%@%gﬁ%)ﬁ”bn
D2 BIZOWT, EEMARBRERONMZT S RACHEEFT—F 2B
THHEE FREETT—¥% (3. ARHBERORBEETT—FE0EHIE
W) D 13.5~3.6) ODIETHET D FECE U TCEFAIICRHTAN, 3.1
FEET T — X ERHOEARNRTEN] . B [3.4 BEEFF—FED7 74
NYA X 1, PLFOLEBY ET A,

7.1 $%%%7~#%%&@%¢%&Fh

' RETETHEL, BEETT — Y ROBSERERERTSE LI,

ﬁ%ebrﬁﬁﬁ%ﬁmm®$mﬁﬁhr HEEFT — & OEHASSE K
DVVT PMDA WCRERRZITH 2 &, B, FHRIEMOEEICH - Tk, REp
EREHRICENTEORBEET T — 4 ONEY IS ITERIEAEER ERE
SR EHEENT S XmEE, ERMRATESOERERS IOV (F
Bt 24 A3 B 2 BT EERE 0302070 ESTITEIEA EERE EREER S
BEEFEREL) ORI 8 THEETF— M EHERERERER] 2BV
TELD, #BHTHZ L,

%@%\ﬁ%#%@%ﬁ%ﬁaw5ﬁﬁmm6ﬁﬁﬁ%ﬁmﬁiroﬁ
BERBF7 AN (REEETT—4E) 2EHEEIZIVEETSZ L,
7.2 $?%%7—5%®774»ﬁ42

T—&¥% v bEAD T 7 £ AT T eCTD BHIE U eCTD BdRV SEET
/E&bé POF DJRTZ 7 AN A X BB RN &, F—EEy MIOWTEL,

10@774»%4zm5%ﬁﬂ4%u£®%Aﬂ EETIC PMDA Z4H3k
BHb,

&_%wm
HEETT S ORHEROIHAEBLEBED S b, ABRBHEHRMAGEEILTL
H D THHZ EERDTHRNEDIZHONT, émmamﬂ R SRR R A
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3. CHETAHEICLVEFOICRHTAIZ LN TE D, Z0HAEOEBHE
WfHE B OEEA R B LRI OWTIBERTR T
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BlRE 1

BIHA FCHWS ABOMKE

BF 774V (R—FNuN LTRETILTDOTZ 7 A1)
FEEBEDETT —F (=HEEFF—F) Ok EREmTR IEF5—4] L)
| HEEERRERT — &
I F[W%%ﬁ7~&@9B%%%ﬁﬁﬁw$%@%7—arﬁw%o ]
| I—CDISC HEIT— & (=CDISCI#EM L 7-F—#)
I I | F—2%tybr (=BHT—FEv }) '
I I 1 [ FDIMF—%Ey b (=SDIMKLBF—FEy )
| I | | Y#F5F—4%Ey b (=ADaMF— ¥ty h=ADaMI LBF—Z & v 1)
| | | LE&Z 74 (=definexml) '
[ | Fvls—5—%
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I 1 | LEmrvran
| | Y“WalZSazyran
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| | LEZ®HT7 7 AN (=define.xml)
| FCDISC ZBH#ELIAA DR DT — & (= ADaMu&Iaﬂf;t'cﬁ@ﬁT-—&t/ b2
] | BT 3B E50F—#)
[ | =%ty (=BHF—FEv 1)
[ | | HEFFT—2%y b (=ADaM PADEROT —F & 1)
I I | YERF S5y FORWF—FEy b (EEREEEERNTE SR
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! | FEELEERHAShE7740
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BlE 2

EHEEND TRER D HEROH

Variable

CDISC Notes (for domains)

terminology in DVDECOD, such as

Prefix Name Vauable Label. Type Description (for General Classes) que
. Reason not done. Used in conjunction with --STAT
bS] --REASND Reason Not Done  {Char when value is NOT DONE. :
' Relationship to An opinion as to whether the event may have been
338 -1--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
ICO COVAL Comment Char [can be added to addmonal columns COVALI1-|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”. '
VUP Description of Description of what happened to the subject durmg
sV 5 DES Unplanned Visit Char an unplanned visit. Perm
Reported Name of o e
. [Verbatim medication name that is either pre-
M CMIRT Drug, Med, or Chiar printed or collected on a CRFE. ' Req
Therapy .
Modified Reported If CMTRT is modified to facilitate coding, then|, |
CM  |CMMODIFY yame Char |\ MODIFY will contain the modified text, |
Denotes why -a medication was taken or
CM CMINDC Indication Char |administered. | Examples: NAUSEA, Perm
' HYPERTENSION. - ‘
, \ Reason for Dose Describes reason of explanation of why a dose is
EX EXADJ Adjustment Char adjusted. ' Perm
SU SUTRT lslsggr:ﬁgeName of Char |Substance name. Examples: Cigarettes, Coffee. |Req |.
' Medified If SUTRT is modified, then the modified text is
sU SUMODIFY Substance Name Char placed here. Perm
Substance Use Substance use consumption amounts or a range of]
SU SUDOSTXT Consumption Text Char consumption information collected in text form. Perm
Reported Term for . -
AE AETERM the Adverse Event Char |Verbatim name of the event. Req
Modified Reported If AETERM is modified to facilitate coding, then :
AE AEMODIFY - frem Char |y EMODIFY will contain the modified text, | oo
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char |study treatment. Usually reported as free text.iPerm
- - |Example: “TREATMENT  UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
. Reported Term for Some terms in DSTERM will match DSDECOD,
DS - DSTERM the Disposition * {Char |but others, such as “Subject moved” will map to|Req
' - Event controlled terminology in DSDECOD, such as
: _ “LOST TO FOLLOW-UP.”
Reported Term for . . - .
MH MLTERM the Medical Char Verb?t.lm or preprinted CRF term for the medical Req
. condition or event.
History .
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
. Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
DV DVIERM Term Char The DVTERM values will map to the controlled Reg ,

TREATMENT DEVIATION.




Domain
Prefix

Variable
Name

Variable Label

Type

CDISC Notes (for domains)
Description (for General Classes)

Core

FE

PEORRES

Verbatim
Examination
Finding

Char

Text description of any abnormal findings. 1f the
examination was completed and there were no
abnormal findings, the value should be NORMAL.
If the examination was not performed on a
particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.

Exp

Qs

QSTEST

Question Name

Char

Verbatim name of the question or group of]
questions used to obtain the measurement or
finding, The value in QSTEST cannot be longer

than 40 characters.

(&% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 L

M, FE#UI—HERE)
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H 258 T — & WA e D

1) BAEOEMITEAE 5 R BRETEOF RN D5E
AE RAA Y (FEEFT—F Ty )

. AABTF—FWE LT F X MAERIOWTIREHEXFS ( [JAPANESE
ﬂmesmmmnmnmmmJ%)%%mﬁéﬁﬁmmM%%ax TM%L

JAPAN TEXT IN

1 |ABCl123 |AE ‘(123101 {1 2005-10-12  |2005-10-12

SOURCE DATABASE
; JAPANESE TEXT IN|2005-10- 2005-10- .
2 |ABCLZ3 |AE 123101 2 SOURCE DATABASE |13T13:05___|13T19:00 Back pain
| . JAPANESE TEXT IN| Pulmonary

3 JABCl123 |AE (123101 |3 SOURCE DATABASE 2005-10-21 embolism
Row  TETEGHSE Tt ST T
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 DOSE REDUCED  |PROBABLY NOT RELATED
Row e Al

RE OVER.EDI
1 (cont) RE(S:OLVED -1 -1

RECOVERED/
2 (cont) RESOLVED 1 1
3 o) e o | - Iy Y 9 AFTER

AE FALY (BABF—#Ey 1)
- BEFRFBECT—FARE LT HFA MHBICOVWTIL, ARE %%@ii%mfé

Row [SHUDSIDYDOMAINE USUBIIDHATSEC R A TEENDT )] EDECO]
I ABC123 |AE 123101 1 - .ﬁﬁiﬁ 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- - .
2 |ABCIZZ JAE 13100 12 HEH  1aT13:05 13T19:00 . [Backpain
3 ABC123 |AE 123101 3 Vi izig 2005-10-21 Pulmonary embolism
[Row_ |AERODSYS BT RESERE| RGN AERED
1 {cont)|Nervous system disorders SEVERE N INOT APPLICARLE ° |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
RECOVERED/ '
1 (cont) RESOLVED -1 -1
RECOVERED/
2 (cont) RESOLVED . 1 1
3 (cont) ;]}REE%%‘II,EIII{NI%G Y Y 9 ) AFTER

ﬁﬂ)ﬁi@ﬁﬁﬁ%%ﬁ#é LHRREETHY . ERT DR I%ﬂ%ﬁﬁktﬂ
 TOMERDHLGEE
QSF#{/(%ﬁ%?~¢fy%>

——-—1 mjtmj ‘ ‘ :«SmE-S - T T g ————-———-—'—
123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEOI

2 |ABC123  |QS 123101 2 QSTEST2 __ |JAPANESE TEXT IN SQURCE DATABASE(2

3 |ABCI23 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASED3

Q

R IVIDEDONEA ‘ B OSSEOR I OSTESTEE

1 ABC]23. QS 123101 . 1 QSTESTI 55;‘ vﬁ@éﬁ/ﬁf 7“z5: )

2 |ABCI23 QS 123101 2 QSTEST2 FIEABRTEEZTH?

3 [ABCI23 [QS 123101 3 QSTEST3 PR L TH B TTH?
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Dataset: : 30X ( OCKX| i35 —& €y b4&)

No.  Variable *! Description *2

! 1D 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
I =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, dosing event, start of urine sampling)

X1 BRE T B b,
X2 BROBS T 5 L
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No.

Program file name

#1

Description *2

NXXXXX

‘ ﬁﬁﬁ/7}~5’717 QQ Ver.@®

WREK: - - - TRV,
ERRFOERR

CTYUNTy T 7/(!1/’2&7’3‘?“5 7#»5"’%1‘“&@?‘?'@1‘“@@"50

CRRAXX <- "I
-$o-@?—&774»%%@?57*»?%?%@ﬁﬁ%ﬁ#60
XXXXX<-— "/\zél n
-TﬂoﬁiTinﬁ7A&%ﬁ¢6
exportData(XX0X)
Eﬁbt7ﬁw4fuuu)kmﬁémmxmv774»(rnmj)Lﬁ

R Ut n D - e T A (o) EIATE B,

TNy hT AN (xxx) #. J:’C*i"é‘ﬁ:’bt7:a-}1/§f (romxx) 1
BEFET 5,
s FTROFTHETIn S F7 AD0ETEBHL. %TLt?WF71F7?4
Vxxxxx) RS Z AT B
Xxxxx <- importData(X{XXXX)

XXXXXX

FERYZ7 =7 OO Ver.@®
EHBEM : - - - KW, '
FEREDOEENR :

¥1:

TS AhTFANAERETSEI L.
¥2: FulSA0BE ERY 7 Mo =T, EHEN, FRNOEERYE) EERTLIZ L.
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