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< b Version 5=, (BAF [SAS XPORT ) & vH, ) T, 15—
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P AEY MELTFANELTIRETAI L, BB, SAS VAT AL D
YERERFIZ X SAS CPORT Procedure IMMER LRV Z &, HABTOIRIMM
DEPOBREBZONDIEE (UIT THARBEE] L), ) %
EFRET7T =4y NEBWTHRIRIC 7 7 4 AT SAS XPORT 5k &
L. 7—&%y MERRICAWB N X EE v P UIHFELERET
—ZHA FEgdsdz &,

. SDTM BRTF ADaM F— & » hMzoWTik, F—F vy M E 77 AL

- ARE—ETRIE,

4.1.2 F—#Ey FOEBEERCEOMOMET 5 XE
4.1.2.1 F—FtEv POERE

SDTM, ADaM 7 —# - » M2 EZEITENEh CDISC 26T 3
Define-XML TEEUT L ¥, NEDRTNAHEAR R F A N — h~DBFR

- EEDIMERD T s A NMZEE DI LT, T ATF— 4ty b EF
COFNFIZEHBRAFAN Y — M EHIIBMLTERETA DL, 5

CEBO T 7 A N41E Tdefine. xml | ET5H, EREONFEE LTI, 5
—ZEy b, B THEROWMVEBIE, RUHHIRAECa— Pzt

| BEHBNEEND, HEEONBICE A~V EEDHBE,

AREEDILDIZAN LI B BHEFHI BV TRR SN IR S
LI T =Sy EDBBROEBRES THBH I Lid, BERRT
—F WA REEEMABICED I -DICEETHSE, LoT,
ADaM 7 —& & v MBI AESEICIE, 4. 1. 1. 3ITRTENE,. T
- DEERBERRURE - AROBREOCRINICE D 3 HERBRKE R L5
- Bl DDREITITOWT, MRITHR & ST 3T — 4t v N F A

C ENATEEELOBRFRERTENERA X5 —4F (Analysis Results
Metadata) BEFENAIENEE LY, BITRRAZF—HizBWT
i3, BIRITIZOWTCATOEEREENA Z EBNEE LV,

o RRREREEICRTINIMITER 2 R TREBTERUETA
o fENTOPZE L EfEA A

Ce ERTANRTA—FLLa—]

e fRITRIER L IR AR
o FERTART—FEv k

v RTINS LARB L a— FOIBIREY

o MRTHEFICKT 23S T AR, BT a0 ST A4, T FEO
R

o EFTTEICHIET AN T 0 7T b o
BIERAZF— A OHBRICHOWTIXTRERBY CDISC Kl 5

Analysis Results Metadata Specification for Define-XML Z%&:¥& &

TR T AN, ERBICEDTRHT R Z L BEERBEITIE.

" eCID EAE U eCTD Hfft\ BENZ K> TED BTV A POF IZ L 0 RIS H

THZERAETHD, B, ERBECRWT, HBASPEAREICX
DIER SN TWTHELZZ RV,
4.1.2.2 ERAMA XEFAHREE (Annotated CRF)
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- ERMEERAREE (BT TAnnotated CRF] &9, ) X, CRF i

LFORNEESNEZT—FOKEER L, 77y NEEENIERER
CRESETHRERLIELDOTH D, CRF DEBIIHISTHEHEE LT,

CDISC HEHEZ MW L7z 7 —F = v M2V TiX SDIM OEHERW 5,
v BEIROBEFE T EIC OV THE, CDISC 124 D SDTM Metadata Submission
Guideline (SDIM-MSG) ASZE LR B,

CRF {Z K Y IRE S NI=T — F X mTREARR Y SDTM 7 —& & v MM
XN TRHEENAZENZEE LA, BHEEARWF—FEHERDH S
BAITIE, Annotated CRF L CiHREHT— &€ v b2 Eiﬂ'b'Cb\filr\'_'
NHRMPBRFETHELDBIZ, FENRVERART - T A FIZERK
1fé:&otﬁb\%@ﬁmﬁ%%m@%muowfm%ﬁﬁé%%
B A AN

Annotated CRF @7 7 A A, KA. «CTD EBEK O eCTD HRiRV i

EIZE > TEDBNTVWS PDR & L, 77 A A& lTacrf. pdf] &35

el 28 ﬁﬂtbrwmr—&t/%&Hb7xw&h%mfé &,

4.1.2.3 F—FHA R .

RBEEROFERICLBEF— 4y FORE., BEROEM L IRE

ThHEE LI, BEEICLBTFT—4 ey MERIICH T2 CDTF — 412
D BEOR ARRE I BT ARE R EEE S T B, SDTM T—#

ty FEO ADaM F—& ¥ v FOERFRIZONWT, TF—4Ey FOE
BB TTF— AN REERL, ﬁ%kbfﬁﬁ?éT Z

NeRUZHNVFITBHLTRHTEZE,

SDIM F—4 v MZBT AT —FH A4 Ricizdin EHLLTOHEE

REDBZE LT A,

o [ERBRRSA. BREGHEEEFE

o ERARRARRETIEIC B 5 R .

Lo AnbiuiesBnE HHUEE, MERUEONA-Ta Y
o WBRET—H OFH
o F—HITHREA~DHEIEICETHIHE (N)TF—Ta UERICETD
ALEd)
Elo. ADaM 7=ty MCETET—4HA FIZIZBTOEERE
CENDTEMEELL,

ERREB4, BREMHEES TS
R T— 2 v MCERET A ARREREHE B9 5 A
Auvbh-fEnE FEmAE, EERUVEDSA—TVa v
EEOF—F v MCLBT A EES
F—&ty FOERIZETLIEER
F—& ¥y MDA
F— SR~ OIS BB (NY T 3 VEERICET 5 B8

SDTM, ADaM ¥—# v b ENEFNOT —F T A FOERKIZHTZY

CDISC BHEIZRB W TR T — & HA FOEENLR 7 +—< v NI
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TRV, FEBIZEDBIARROVWTIE., LT SECT
LB LB TESD, '
o SDIMFT—FEy MTEH F—FHA F:
http://www. phusewiki. org/wiki/index. php?title=Study Data Rev
iewer’ s_Guide
o ADaMF—ZF &y MIBT AT —FHA K ;
' http://www. phusewiki. org/wiki/index. php?title=Analysis Data_
Reviewer’ s_Guide _
& 3CENL, FAI eCIDBEIR O CID B EENCB W TED BTN
PDF THERL L., 77 A V41 L SDTM, ADaM =3t L CTHFNEN (study-
data~reviewers-guide. pdf ] [analysis-data-reviewers—guide. pdf ]
ETDHIEREELY, BB, 7—FHA FIIARETERLTHE
LX Z120,
4.1.3. EATHIEEONA—T g /4200
CDISC HBHEICHEL L7257 — &t v FROERE L ERT B I12H 7.0 (5
9%, CDISC ##E, HHIMEE, BEEEIZOWT, PMDA IKBWTRIT AN
RE/g /38— 3 i3 PMDA @ WEB ¥4 b (http://www. pmda. go. jp/) ZERI 5
TE, BB, A—Va VORANFRIL, FEESAERBEEEICRHTS
RHER B 2 EBICHEFT 5,
FI—HENTRRDZA—Va VEERTHZ LIIELIRXRVE, F—
HERRBRA TR — LA~V a v Hna 2 L, R—EERRBRRNO—L
DRAANZDOTD A= D a5 EBRB UEREICE, ERLEAA—Y
a YEOEDOHERIZDOWTT—F#HA FIZBWTHPETAZ L,
BEOERRROMEMBITOT — 2y MOWTIE, SEERRROT
—&HEy MBI R—Ta VBRRSTWBEATH-TH, Fi— Lz
=V VIEREVERE T A bk, AP e U I LTBIR Lz - a
VORBRRBER, BRRARA—Va rhbOERICHIZOVEE LZAZIZoN
Thx, F—4 A FIZZBHfHT52 &,
4.1.4 FHEBEROFIEITONT
HE, SRBENEEDT — 4 EBREIT 30, B DERIZOVWTE
NP IR BGEIAEHE (Therapeutic Area Standards) 23, CDISCIZ & ¥ 4
BEhTWn5, BLTEEAAMEN TV AERICOWTILZE 0RERE R F A
TARIENTEHNE, FFLEEEZYWTIZTF— 4%y FOEBERD
F—HHA RIZR#T A &,
4.1.5 HFFETF—F OB FNZONT
AARECTTF—ZINEIN, POFRERBILEHR LEBEIC—EDER
BRI ZENNH BEHIZ OV T, B ARETORRALE O
THY, BARFTER LT —F (UTF TBARFEF—F] &I, ) &k
HT5Z L RFAERTHD, BAFENE LN D TREMED & 5D F] % B
2ITARTHS, ZHIZERA B O Tk,
AAEEEN AL VIEENIBADOARET —4 0T —F8y b~
DEMITEROREFEIRAE LTUTDEEY &5, 2B, Bl#k3
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ZH =R,

BEUTDHFRALNY (F—FEy ) KOWT, BAEF—FEy b
ROEHFED ASCII THREINTVWAXFEE Yy FORTHEEN
eF—&ty b (AT [#EEFFT—FE2y b EVS, ) 250D
F—dy bRERT DI &,

AAZET —# ¥y MIBAEEROAEZBAEL L, ZHLISMNIE
BFEF—F ¥y FERA—NBEOERFEDF—2 LTH &,
AAZEFT — &y bEEHTEF — 4ty MIBAEBER & EFhiont
T AEBMEXFIOF - ROENVERELE A—0#ELE L,
La— g, La—RolEFEb 22007 —4ky METR—ET5
Tk, B, F—FEy hOERBRPEHET—Fy PHTS
HLODBHDOHT LV,
BERFT—Fy PHOBABEB ICRYTAERICX. ZEOT
—Z TIERWD LS b AR EESTFES ( [JAPANESE TEXT IN
SOURCE DATABASE| %) #4252 &, T—FRDEIBROILD,
AARET — ¥ BB OBEEIIERO L a— FIZH T TR 2 4
BERHIEE, EKRFET -5y PRORIET S L a— FiZknT
U RFE 2R T D &,

T DHEEELES ( [JAPANESE TEXT IN SOURCE DATABASEl %) %1
R TH—BLTR—Ob D ERW, F—& T4 S E7—4Ey
FDE#FHEE (define. xml) IZHART B Z &,
AREEZSODERMERL2— FU X MEZHST 2 EATICEE R R
RMITIEECTFF BT D&, B, HKEXFTFEENT 55
A, TOEBEBXFFIEHEICENTILERD SR HIE, RRBIZE
HEOIT A EEANSEE ke Y (] ;. [JAPANESE TEXT IN
SOURCE DATABASE 01} . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TOHABELORIGHITET—FHA FEILRT I &,
BHET— Iy FEBIEQ 7 A NVFILEHBE, SDIMT —#
v MERET 23 ARETF—F& v ME Tedtn_j] 74V FIZED,
ADaM 7 — & v MIRIET B BARET—4y MI Tadam_j| 74
NEEEDDI by T8y MERTTVAE2ODT -5 %
v NTCE—DOHDERNWDZ &,

FABERZEERV FAL VoW TRERTFOTF -2y D
HEMED 7 A NVFIEH, BT 7 —F 2y FEREHLRVWE
&,

Bds. BRIE LTHREF—H 12Tl SDTM B T8 ADaM & b iz LT
WA FIETORBTAZE LT3, BARET -2 28 DBRRBROT—
HZERETAFENRDHHAIIE. TOBMBEZIC- OV TERIC PMDA T8
RTBZENEE LYY,
c4.1.6 TudZAORHIZOWNT
4.1.6.1 BHTZS 0TI A

CDISC AR¥EIZYEIL U - I ET T — A ICHETE T u /7 AL LT,
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AeMF—FEy MEB 70 77 AR RA T v /5 ADREERD 3,
BT 7T ME, EIENERIT R OZEAEROEROERESR, HF7A Sy
ALOMERBELZEHTHD, LTLL PDA QBB TEOEEET
. TATENFEERTRROWAELE UTRET A XLETR, £, BEDY
TRy =TT g VIZBRBET A LOTIERWA, Tul T ak kR, E
CATURBREE (ERLIEAR L~ a vV RT A, V7 MY =T RREDA—
Ta ) KETAERICOVTHETT—# 44 FITBWTRHET R = &,
Vv uaERfRLET eSS AR ERALTWAES, vruee Sl T abiH
TRIHT2ZEPEELVD, w2 n7adS L0RPERERES, k.
T—gEy M S Z AOERE S EIEMEBICEELTRY Tu ST A
EEORESEE BRI, BT T AT XADShHHESE DR
TELEZRWY,
4.1.6.2 a5 ADT 7 A NG
4.1.6.1 TRTERY, ul I LE3BEDCY 7 N7 —Va /it
CRETD LD TRV, T A NI Y 7 N O = T HMtE LR
FEEDDT L, THRFWNIRNT 7 A4 VEDFENLT 7 A AT 584
BH&T —H 04 FICgHbd &,

4.2 FIHERR, REEERREOREE CRREEFEROMITICE T 5 BHE
FF—FEONT '
TRRRIEEGURDOET-7 — & /Sy A — VHBAE) I UNC PR SEERSE IR o HR B

BT — 4 RO 07 2EOBERRIREPEIZOWT, T~ EFIEA B

Tt L—T‘j—o
4.2.1 ERRFREEROBF7—# Ry r—VHAE] o0
' AR EEIROBT 7 —F Ny r—VHBEE k. BEETFT
— = A VAT AL VBT ABRICR—#18 4 Mk
TAN EN SRR T — FIEHNAEOESA G PMDA BMERT B Z &
HhH, XL LU TEHTIZEERETHD, BB, VAT LEE
BERICET 7 7 A VB ORI ABUCIE, 3.7 HIZRLEERD,

ISV Z7ANVERBTSZETID, ‘
PWAhkmrFE%%@%M@%%T—&A/&—~%%%J%.

YERR 2 T M ERIEMII TN LB Y TH B,

o Study ID (FRBREERI B CFF)

» T7ANNR (TrANEEEL) , BB, b U xA AT
A@774wﬂz%§®%_maﬁntb T A NVIRADAH
IRV, .

. %méntMﬁmﬁﬁ(M30@$%&%%@%%ﬁ) POP_ (&
LEFAEAT) . PBPK (A=A 3KMs S %7»)2@0ma(%
Dft) DFIE, BEEEHAWVWTAALTS, ) . 2235, STS ZikiEi
B2 B HEARAT & B D 5 15 TR S /- BB /3K ) 5417
HEETe,

© T7ANORAEDHBEA, E7 7 ANDRABRLMOT 7 AN E D
BRENFETED LI KHEMETERIAZE, 2B, Aﬁf%é
BACFEHIT 100 XFTHB,
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4.2.2 BHEETT—F OREHRRHAEIOVWT

1R e S B BEAENT, FREFIMRAT K OV B =2 p) SEW B 30 T 7 VAR AT
DENTRZ DV THEINT ~EBIEF Y TICA T, 28, BT OEEFIC L
b9, F—4#¥Ey b& SAS XPORT ERACTRHT A, T—F ¥y b
L7 ANBERF—ETBZ &,

4.2.2.1 BRI IKMEBRT

ADaM LIS DTG CIERER AR BB REARATIC BT D BT T — & TR
HERIOVWT, I#F—F Yy MR —F vy NERSOFIII TR
LB ThBH, ' '

O 7T —FEy b

77 A IEREE, LTOWTNMORRETHZ EBREE LYY,

o SAS XPORT =R (. xpt)

»  ASCII Format Data Files

*  Phoenix Projects (*. phxproj)

*  WinNonlin Files (* pmo, . pwo)

® T—%ty NERE

e F—HEy NEZEEICE, P L ERARUEROBA %Y
GBI Ll L, MR4AESEMERTH &, ks, T
REESITRENH BRI, FOE LY —VERRT
B ETELIRARY,

o TrANERE, FEAL oCTD FENF T eCTD BV VEBIIC Lo
TEDBNTWAPIF £ 352 EMNEFE LYY,

4.2.2.2 BAFER (EFAVCESLYIalb—varEEl, )

BSEMARATICBE 4 2 RSB T 7 — & R T 55820, 7 —%
Ty MR —ZEy PEREOFMIITREOLBY Th 5,

O fifFT—4 kv b

T ANERIL, BTOWThpOER LT 5T EAEELN

e SAS XPORT 5\ (*. xpt)

¢ ASCIT Format Data Files

@ F—FEy MNEHEE

e F—Idty NEHBEZITIX, PR EHEFARVCEROUAZ
EHHILEL, k4 Z2BEBERTHIZE, RIS, HBITH
BREEBSICEWMBIHIERIE, TOEEHUU—VEART
B ETELIZIRY,

o TrANARREE, FRL eCTD BAK R CTD BRFWERMIZL -
TEDHLNTWAPIF ETAZENEELN,

4.2.2.3 EEBHREERTT VN (E7NVICEIVIab—Y

aveet, )

AR E T T MESTICET A REET T — S 2R T 556
WZoNWT, BHTB 77 AN, T—4Ey PROT %ty NEBSEDH
X TRROERBY THB, .

O BFICAWEETF VOIS, RELEEYRTEENATA =IO

B, T FIECHEROBESFEDORBRBRIEND T 7 AV
T A NFERIL, EEOBATELI LR,
@ MmPRET—FELES0EERROT—FEy b
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BEDOY 7 =T R TER LT —F 2y M EERUINT

LTWAEAITIE, YUETF 7 74/ (Simcyp PE Data Files Gml 2

) ) FEHTAHIEMNEELY, B, BEOYTZ MY =FHIC

T =& o MEERUIMT L TWARWEED T 7 L AT, (£

DR TELX XA,

®‘7~5?/FE%$

o« FT—FEy MNEEBITE, PR ELEHRARUVEROTASL
BHHIELL L, A ZBBIERTAZ L, 2B, BIHE
BREEZSICRELAHIBEAE. TOELEY—VEHARY
HTETHELI XN,

s 77 ANFERIT, EﬂjeﬂDﬁﬂ&UeﬂD@ﬂbﬁﬂk&o
TEDLNTWAPIF T3 Z ENEE LYY,

4.2.3 TS5 KEDRKHBHNEITONT
4, 2.3, 1 ZHE p FEM B HRARAT
SN B S ISR RE /B BT A R AR U 2 U B U CHR Y

TAREFHOHMITITEDO L B THB,

o RFTTATI AN (FlAE, BYBEEE T A—F DBEHFES) 2
ERTRERMEOT — & ORIFE, i U RT B 5 3EE R
EELOLDOTHD, B, BF7F—F 2y PABCUZREENRE E
N5 4A (Phoenix Projects (k. phxproj)® Text Output %) i3,
FOEEHTRTAZETELX AR, £k, FHEESC Y
FRBEENIBRE, THLHE2EBEBTARZLTELIT LR,

e T ANTERE, EEOWRTELIT LR,
'4.2.3.2 BEMAMRKT (EFMCESL VI ar—varEete, )
BERRITIC B 5 PR EFT —# 2R T 38z 20T, Tuls L

TrAN, EEREREBEDENZ T 7ANVROT 2SS LFIHESD Y

\1V—Va/L%T5774W®im@Tﬂ®&%Uf%5

O IS ITATrALN
7 7 A MG, T#x]7?4wmﬂﬁfé EBEFE LYY,

@ EEARBEMNHANENETZ 740 (NONMEM output 4)

7 7 ANERIT, EEOFRTELE LR,

® vIal—vavict+azrAN
T 7 A NERIL, EEOWRTELI LR,

Fle, Tl AFEEOHITEREOERBY THB,

s TulSARETTAEODOEMFEELTHTAILOTH S,

o LY, TuSFLTFANLROT LS LOBRESD
HTElL, S ZSBIERTEZE, B, BHENE
7T LEERTBICHIEoT, NAADIBES, Bl
2T O MERRWEESICE, BEANIC e T AFEEDR
HIZARETH D,

5. WHETT—FE L D & DOEFRIZOVT
5.1 HIFEEFT—H%L oCID DEEE
FRIE LT, @COBRFEEFT—ZIiL, oDy I R—rhbBRENS
TEREETHB, Ll E, oCTD BEEU ofTD BERVBEAISTTH
IR LY eCTD BT B354 1E. eCTD Ry 7 B—1 KR eCTD 7 4/ & i
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WCHBETT —FIRDIFHRIIIT 7 ANEEDRNT &, 7220, B1H
DERMER—BICEET 2 HFEEF T — A ORHOFEEREE T IR
TBHEZE,

5.2 B—F YA MTLD eCTD EHEHEFOIIE

eCID ZIRHT AL, R—F VA P bEICERHEPERRUCKRERE
CHEADL, CIDEMNBELZRETIZ L, NERIFROGIILLTOREY T
B,

o HREEGREOBEA
HRE RS
PR I —E BB
AR, BEDH
BHTEHR
5.3 W—F YA FEI L eCTD DIEH

eCTD DIEHIZH =D, FERIIAIMFRER—F VA N L THRE, BIR
SUIANT B, (MEFROBPIILLTORY THD, BB, £ TOHEBKSW
TR DI B, B UIASIZRKD B H O Tlipvy,

o ER, BE EX. F77 L, ZRIEOR]

e N = A B TES

eCID B2

RHE RS

B (=2—F)

HEER2

FRES S B O—Ra4a R

HA 3 B ORRAEA

DA VAT = v 7 IZHT DGR
WLAVRE YR (CID /Sy 7 R—2) DF 7Y hEHRIE
TV ERGRIRIR

JRITE 23R U8 eCTD T E Y OB

o &

R ARG, BRI AT L=, 1BHT3 oD D by F LT v
FhaR—F VYA b TR, PDAIZEET D, R—& ¥4 NEORERK
H R RIEIE DT BBRTR T,

5.4 R—F VYA bESLUTRE SN D OFHE

PMDA i3S L7z eCTD IR LA NAF 2w 2 FONYF—ra rEFET

L. TORRE L HIZ CTD ZFEFROFHOGRE BHEEIOERT 5, «CID
T35 F—2ayRAZ, KA LT PMDA @ WEB ¥ A b
(http://www. pmda. go. jp/) iC{kaﬁTé eCTD %ﬁpIE/h/lxa)i@%{’ﬁv.—:_'f‘zb
LEBEZTH L,

5.5 eCID T4 744 Z/N¢ BHEEFT—F OEHE

HEETFT — S IXREFCRATREERO—THDZ D, HiE
F7—F#EE (B, ERUIHER) 5561, CIDEHRFTTLI &0
BEEITHD, oCID L HFEFT —F 20T CTRETHEE, 3.3 ITRTHHE
BF 7 —FIRLANERZIRHT A2 LT, YEEHEETFT —% LBET
% eCTD DIFENTARE L 2D, BEEFT —F#RHTHICHID, LITD
RICHETHZ &,

@ eCTD #ERRHFFICIRHT 2BEETFT —4
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AEREHICEET 2REETT —F 2 _H L, PMDA NS HFEEFT—
R FER TR T %Ic, PEREEETSHEEETT — % 2EMNE
-m?éza@ﬁ%&m
&) ST AEZICRMAT 5 EHEFT— ¥
' WALﬁ#éEKk%H¢6$ EEFT—HIT, BED oCID RHE
GESLHEIET, MEORMERE LTHR—FNLTA 2N LTHR
" 9B,
® ww&7ﬁk%&#é$%@%7~ﬁ
FRE@OTRHL-RFEFT —F D55, PMDA 2S eCTD HETHEIC S
HALDE LTRDEL O, eCTD BETIFIC EFUCR T 5,
o BERHOBHEETT —¥ LDESOALERET S, UABTOIRHESE
BETIRH LEREET T — 4 2 BERHT ABEZT A2,
. $?%%T~&u%kﬁm¢5wmﬁﬂmf&t&w%Am ’H
o B OVWTERNIC PDA IZHET A Z &, :
* PMDA L HFFEFT — 4 ZREREZITBIC, YEZEHERE S
LEET A HEBETT —F 2BMBRHT A - LI TERNY,
o ERATHESBICHBETT — 4 2 RHTAESIIAEOFIFICRES,
5.6 HiHETT —FRUHFOEFERH
CTD i eCID SETRFICHER BT T — 4 ZIEHT A, [HEEROK
REEOCEWRIROMBRICONWT] (B 22 F 12 A 27 BT EERESE
1227001 %‘—éﬂiﬁﬂz{z‘:AEB&nEﬁ#&%‘%f’%ﬁﬁ*ﬁﬂéEﬁ‘ﬁl) BIBD 6 127
TERREIC, YSBRHEETFF —AIConTRIRTA e, “nex, BT
é$r®7?4w%ﬁﬁmtﬂﬁféﬁgmm<\%ﬁ%m%ﬁ#a@%w
FF = —RXOFEBHBICE T LV,

6. FDih
FHREF7T —F DRHE RO AMBREO S b, ABHABRMAER N %HS
L CID THDZ EERDTHWARNEDIZOWT, YUikdh B ORI HBIRM
BEZS THRETAHECLIVEFORBHTIZ N TES, ZOBRED
TR R AR R AT R ORR B R BRI W TSR 7,
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Atk 1

A A F'@ﬁﬁv\éﬁﬁ%coﬁ:%

BF 774V (R—FLZ20 LTIRETAE2TDOT 74 )V)
FARHEHBOEFT—¥ (=HHEEFT—4) (F: EF0EmTE MB35y —42) LR

|G BR B ER 7— & ‘
| b (BERRBRT— 7 05 LEREEAEROBHEFT—F TRV L O, ]
| | |CDISC##Ll5—# (=CDISC ¥ L7=5 —#)
| | | FF—%®yh (=HEF—2Ey )
| {1 | FSDIMF—&Ey b (=SDITMIZEBTF -4 )
| | | | Yih5s—FEy bk (SADIMFT—F v F=ADAMIZLBF—&E v h)
| | | YE#®RZ7A0 (=definexml)
| | Fvty—5—%
I 1 | FF—sEst
P11 LE®mzrsA0
| | YorarssszrzAn
| Hr 2 79
| | Ly— bty MERR 0T A
| b [EREREHEROBBETF —4] (HEHEAY /I B MBAZAT 3 SEM & h 7= BRERTA
I B, RN, ARSI T T AR SIS T A BT —4)
| ' }-CDISC ##il5— 4 (=CDISC {ZH8iL L7=5—#)
| | =4ty b (=RHF—FEy M)
| | | FSDTMF—%tv b (=SDTMIZL3F—F & v })
l | | UYprF—sky b (= meT—ﬁﬁ/b—mmmuxér Ay b)
[ . | LE#HT 74/ (=definexml)
I FCDISC LA DR D F — 4 (=ADaM LIS O TS — & & » iR
I | By BHEDF—4)
I | FF—%ty b (=REF—ZEy 1)
I | | H@Ers—2Ey b (=ADaM PSHDERDFT —F v 1)
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BAFEREEN DTSR H SEROH

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
3 ' Reason not done. Used in conjunction with --STAT
bS] --REASND Reason Not Done {Char | 0 " 5 N OT DONE.
Relationship to An opinion as to whether the event may have been
I3 --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
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 ETCD has(Perm
Element the value of “UNPLAN®,
N, SVUPDES Description o.f  lehar Description of \fvl?at happened to the subject during Perm
' Unplanned Visit an unplanned visit.
cM CMTRT gig ;:'t:ﬂdeza;:e of Char Velrbatim medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name i Char CMMODIFY will contain the modified texf Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
. HYPERTENSION.
EX EXAD] Rezilson for Dose Char Dqscribes reason or explanation of why a dose is Perm
Adjustment adjusted.
su SUTRT gsg;)t::ge]\lame of Char |Substance name. Examples: Cigarettes, Coffee. |[Req
sU SUMODIFY Modified Char If SUTRT is modified, thgn the modified text is Perm
Substance Name placed here.
su SUDOSTXT Substance.Use Char Substancq use consumption amounts or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported .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 i Char AEMODIFY will contain the modified text.g 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 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 Verbatim or inted CRF term for the medical
MH MHTERM  |the Medical Char atim or preprinte erm for the medicalipeq
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: . 1VRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

Term

The DVTERM values will map to the controlied

terminology in DVDECOD, such as

TREATMENT DEVIATION.




Variable

QSTEST

" |Domain . CDISC Notes (for domains)

Prefix Name Variable Label Typ g 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 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 Question Name  |Char questions used to obtain the measurement or Req

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

(%3 . SDTM Ver.1.2, SDTM IG Ver.3.1.2 LIk, EEfkiZ—EpERE)
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HAFET — Z o]

1) BARFBOEMTHRAZYERETEZOEEIBHTIHES
AE RAA v (BEET—FEY )

¢ BHARBTTF—FWNE LT HFAPEBIZOWTIHRHEFEXFS] ( [JAPANESE
TEXT IN SOURCE DATABASE] %) ###+ 5 (AETERM %A ﬁ: 'CLIR%)
Row |STUDYID [DOMAIN |USUBJID JAESEQ. [AETERM .= . . [AESTDTC v = JAEENDTC - - 2 AEMOD.IFY AEDECOD - |
- JAPANESE TEXT IN
1 ABCI123 |AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12 Headache
~ JAPANESE TEXT IN . R .
2 ABCI123 |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain
. JAPANESE TEXT IN Pulmonary
3 |ABCIZ3 AE 12310013 SOURCE DATABASE [2°05-10-21 embolism
Row AEBODSYS -~ ° o JARSEV &1 [ AESER ™ ARAGCNS "+ 13 1 [ARREL % 7~ r i g ]
| (cont)  [Nervous system disorders SEVERE N NOT APPLICABLE ggiﬁggLY NOT
2 {cont) Musculoskelelal and conncctive tlissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
3(comt)  |Vascular disorders MODERATE Y DOSE REDUCED |PROBABLY NOT
! - RELATED
Row ALOUT - i AESCONG |AESDISAB |AESDTH - [AESHOSP |AESLIFE ;|ACSMIE® 'A'EST‘DY':-, AEENDY - |ALENRF |
| {cont) |RECOVERED/RESQOLVED -1 -1
2 {cont) |RECOVERED/RESOLVED 1 |
3 (con) gECOIVERINGIRESOLVIN v v 9 AFTER
AE RAA » (AARFET—FEY M)
« HEBETT—HFINELET IR I\IEEILOII\'CH EZ]E %%@ii%ﬁ’ﬁ'ﬂ‘éo
Row |STUDYID[DOMAIN |USURBJID |AESEQ [AETERM " [AESTDTC" ABENDTC: ' [AEMODIEY: [AEDECOD |
| ABCI23 'TAE 123101 ] i 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 2 RERTRE 2005-10-13T13:05 (2005-10-13T19:00 Back pain
D : -10- Pulmonary
3 ABCI123 |AE 123101 (3 JEFER 2005-10-21 cmbolisny
Row AEBODSYS" " JAESEVY - CUARSER AEACN F o0 V] ABREL, S T
1 cont)  |Nervous system disorders SEVERE N NOT APPLICABLE [DEFINITELY NOT
2 (cont) Musculoskeletal and connective tissiee disorders MODERATE N DOSE REDUCED  |PROBABLY RELATED
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED PROBABLY NOT
RELATED
Row AEOUT AESCONG/|AESDISAB |AESDTH: |[AESHOSP' |AESLIFE {AESMIE |AESTDY[AEENDY  |AEENRE. :
1 (cont) RECOVEREDI'RI:SOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED | |
3 (cont) gECOVERINGIRESOLVIN v Y 9 AFTER

B12) XD BABEERT D LARMETHY ., HEHTIREXFFNZHEILKR

THNENDHHE

QS FAALY (BEEFT—FEy )

Row |STUDYID  [DOMAIN - |USUBJID QSSEQ QSTESTCD [QSTEST ' - ] o

i ABC123 Qs 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO[
2 ABCI123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCI123, Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3
QS FAAS Y (BARET—FEy )

Row |STUDYID DOMAIN USURJID QSSEQ QSTESTCD' |QSTEST . - - '

1 ABCI123 QS 123101 1 QSTESTI B Cilif e & 'ﬁ‘/ﬁ’ ?

2 ABCI23 Qs 123101 2 QSTEST2 I3 EALIHITEES D ?

3 ABCI23 QS 123101 3 QSTEST3 FEAERELTHERTIH?
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(BE) F—sky NERE

Dataset; : XOOOX ( TXXXXX] i35 —4 kv )

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 CMT 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement _
[ = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

M1 A RIS AZ L
2 BHROTWAETRIRT D &,

o
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(B%) unr7LrFEE

No. Program file name *!

Description 2

1 XXXXXX

ERY 7 b =7 : OO Ver. @
{ERAEY: « - AW,
ERREOR-E A
TNy b7 ANERATHZ AN ETROITTRET %,

AXXKR <= "IN R
e DT T ANERETE I AN TROTTRET %,

XXXRX<- "N R4L"
s FROTETCTa ST AR ETT S,

exportData(XXXXX)
HRE L7 404 (ooxx) IKHAENECSV 7740 ( Txxx) ) o3t
LT, YTab—valfio:. « « 7740 (xxxxox) 2ETT 5,
TRy b7 740 (xxxxx) #, ETHELEZ 4407 (axxx) &
BRAFI 5, ‘
s TROTHLTe /I LOETEHEML, RELET U Ny b7 74
IV Xxxxx) EHes Z AT B,
XXXXX <- importData{ XXXXX)

X XXXXXX

Y Z b7 27 0 OO Ver. @
ERIEIS .« ¢ TRV,
il FIRF D FEA

XKl : Tl ThT A NABERIRTHL,
2 s I L0RN Y7 b7, {HEA, EREOEEEE 2RRTs L,






