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BB AT —FEET +—< v FTH D SAS XPORT 7 7 A JVERER T 4 —
<> b Version 5=, (BLF [SAS XPORT = &5, ) T, 15—
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Ay RE1IT7ANE LTRETAZE, 2B, SAS VAT AILLD
YERAEIZ I SAS CPORT Procedure 1XfER L7aWZ &, BAFETOREL
DEPOBEYIEEZONDEE (LT TEAXRFEEE] LW, ) BE
FNBT—F Ty MIBWTHRERIZ 7 7 1 AFERIT SAS XPORT B &
L. 77—y MEEBEICAWONEXXFE y N XEHFEILFRET
—HEHA RIZEDHBHZ &,

 SDIM BN ADaM F— & &y Mz 2WTik, 5—F kv b ET77 AL
C ARE—ETBHIE,

4.1.2 F—FEy FOERERTEDOMOMET HXE
4.1.2.1 F—&ty FOEEE

SDTM. ADaM 5 —# & v MZE$ 3 EHEZITENEN CDISC 21T 5
Define—XML HRIT LV, NBEDRTENEERRAZ ANV — b~DB R

BB XMLEBRO T 7 ANMIELDIZET, M TART—FEy bEF
LI7ANFIZEBARAEZAN— N EHITEMLTRETHZE, EE

CEBOT 7 A NVLIT Tdefine.xml] T3, EHEZEONEFE LT, 5
—&ty b, T BHEODMVEIE. ROHEHBAERL=— NCBET

CAEBNEEND, HELSOBRICINAN—TarEEHITL,

ABEEDZDICAV b D BEEEHII W TRR SN B TR
R T — 2y FEOBBROBEBNES THHZ Lk, BKRRBRT
— A ERWEAREEZABICEDITEDICEETH D, Lo T,
ADaM T — &t v MZETHEHEEICIE. 4. 1. LI RTAHENME, etk
DEELRFERROHE - HEORECHRMCEL ABEKARER LG
512 DRI OWT, BT R L MIST BT — & &y FORH

AN EEELOBBRERTREIER A X5 —4 (Analysis Results
Metadata) MEFEFNDZEREELY, BFERA I T—ZIZBWT
. BIETICOWTUTOEENEENAZ ENEE LV,

o EBRRESEBSCRTINAEITREL T TRRESEROETRSL
o fRITONE L EHEHEH

e FRTAENRITA-FZELa—F

C e fRATRIR LR AT
e FERTAHAT—FEy

voe fRITIR & 72D L a— FOEIREYE
o EWTEHEEICRIT ARIST AR, BT 0 ST AL, BITEEO

1BERE
o FEMTFIRICHIST AT T v 75 LD

EFRERAFZ T —F OB DWW T ERERR Y CDISC Itk 3
Analysis Results Metadata Specification for Define-XML &% &
TAHZELELETHEN, ERECEDTRHTA ZEPEERGEITIT.

" eCTD &N O} eCTD B\ vilsnz iofﬁbahfwémFL;D%@%ﬁ
TAHZENRHETHD; BB, EBEICBVT, SN B KE
DIER SN THTHELZ LR,

- 4.1.2.2 FERAMA ZEFIHREE (Annotated CRF)
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- ERMEEFIEREE (LT lAnnotated CRF] &9, ) i, CRF I
FOVNEINDT—FDHEEBE L, T—F Yy NCEENDIERES
S EETHERERLELDTH S, CRF OEHIZXHGT HEERE LT,
CDISC #ZHEIZHEWL L T=T —F Fy MIOWTIiX SDIM DEHZRHW3,

v HEROEEEFEIZ OV T, CDISC 12 LB SDTM Metadata Submission
Guideline (SDTM-MSG) MBE L5,

CRF IZ X WV IRESNT=T —ZIXFREZRRY SDIM F— & & v MM
ENTR/REENDZENEELVA, BHEINWARWT —ZEHERD S
$24471%. Annotated CRF .LCi TRHT —F 2y MZEENTWRNWE
DONERTETDHEELIZ, SENRVERET —FH 1 NIZE#R
9D L, L, TOEAVPHLR S DIZONWTITREM T SLE
TR,

Annotated CRF @7 7 A4 AT, BB, eCID BEE O eCID B\ V&
HZE-oTEDONTWS PDF & L, 77 A /N4I1% lacrf. pdf)] &35
&, BAIE LTSDIM T — 5?/F&ﬂb7xw5u%M?5 L,
4.1.2.3 T—HHA K

AREEROEEBICILAT—4 2y bONA., FHEOBEME L
THELEEBIZ, BEHCLET—4 2y MERUICH Tz o TCODF — X 1E
C EORARREOEIEICEET 2B E L T 57D, SDIM 57—#
Ty R ADaM 7—4 v hOZNENIZONWT, T—FEy FDOE
CREBIUMATT—F A FEERL, BRI LTHETET—4FEy

FERLT7 AN F TR L TRHETS 2 &,

SDIM 5 —# &y METBF—Z T A FIZi3d R L LT DER
EEOBHZ LETH,

o [RRRBRA., BREMAEEESE
o [RRARBREEICET AR
e Ao, FERE, HERVEON—TJa Y
o WERET— X DN
o T HIEBAOEMMEICETIHE (RN TF—Ta VERICET S

FHER)

Flz, ADaM T—F &y METE3T -4 4 FIZIXULTOEE RS
CERDTENEELL,

FRIREERA . RREMHEEESE
ESTT— 4 'y MCBEET D ERRRERETE BT 5
ﬂfllz‘Bz"LfJ@—% ﬁ%ﬂﬁm\ ﬁ%&()\%@/*—f/‘a v
EEOTF— sty MNCEHBETAREA
T—&¥y NOERICETIEES

— &y FOFE

— ZIEEADOEPEICETHHHA (N F—Ta VERICET A

SDTM. ADaMl F—# kv FENRENDTFT —Z H A4 ROERICH Y
CDISC BBHEIZBWTIET —F A FOEEH R 7 +—~ v MIRM S
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L TVWARVHR, FEBIZEHIRRICOWVTIE, UToERZEEICT

HZEBTESD,

e SDIMT—%ty MIBETAT—FHA

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

o ADaMT—Fty MNCETET—FHA F:

' http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_

Reviewer s_Guide
A 3CEL, JRALL eCID A& U eCID B\ EEINZ BV TED E;h*cv V5

PDF CYERL L. 7 7 A V41X SDIM, ADaM {Zkthi L CTENREN [study-

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

ETBZEREELY, 2B, T—F VA FIZHEARBTERLTHE

L R7RVY,

4.1.3. ERTHEED - g TONT

CDISC IEHEIZHEM LT — &ty NROEBRERERTHICHIV ER
3%, CDISC 1Z#E, HHIFAFE, FHEEHIZOWVT, PMDA IZBWTRITANRT
BE/p/— 3 1 PMDA @ WEB H#4 b (http://www. pnda. go. jp/) BRI 5
T, B, N—Ta OFANFRE, FEESARBBFEICRRT DS
RHER B2 EBITHBT 5,

F—EENTRRAIN—Va VeERATHZ EIFELIZRVA, F—
%uﬁfﬁﬁﬁﬁf WZE— L= g VERWBZ &, [El— Euuﬂfiﬁﬁﬁl*]@——%ﬁ
DREAALAAZDNWTHDONR—T a v ESRBLESGEICIE, ERALEAA—Y
g VY ROFEOQEBIZOWTT —F HA FIZBWTHATLZ &,

BEROBEBREBROKAFEHTOT — 4y MOV TIE, SEEKEROT
— Ay MBI NRN—Ta URBRoTWBHEETH-TH, i— LA
—Va VRVERTAZ &, AV a UL GEBR L A—T
VORIRERH, BRANAN—VarhbOEBRIIHTZYEE L AFEITOWN
ThE, T—4 04 Ficie#ds2 &,

4.1.4 FHEBEVROFELEIONT

BE, SFRBEEEEOT -4 2RNTEID, £ORBIZOVTE
NENRBEBAEYE (Therapeutic Area Standards) A3, CDISCIZL DA
BEN T3, BEICEERAB SN TV ARBIZOWTIIZ OEHEEFIA
TAHZENTEEN, FIALEEBZOVWTRT— 4y FOERERD
F—A A4 RIZREHTHZ &,

4.1.5 BARET—F OBV FIZONT .

HAECTT —ZNEIN, DOZhEEEIILTHBLEGEII—EDER
BN EBNNH BEHIZONTIE, BARE CTOREHSLENOEY]
THY, BARBTRBLEZT—F T IBERET—F1 L0, ) &2
Hﬂ‘é;c‘:i)fﬁf ETHD, BARENE ETNDAIEEMED H DEHOHIZ BIHE

21T, ZHITRD b DO TITRY,

AABEEN FAA VIEEENIBADOAARET —F DT —FEy b~
DOMITIER RN FEIIRAE LTUTO LR &5, 2B, B3
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2Bl %=,

BUTDRAL Y (F—FEy b) £o0T, BREF—ZEy b
ROSEHFLED ASCIT TREShTWABXFEE Y NOATHER S
ler—5Fty b (UTF IH#EET—FEy b LW, ) OD2O0D
TF—Ety FERERTHZ L, _

AASEF — &€y MNIRABER 02 BREL L, ThidHI
BFEF— sty bEA—NEOERFEOF—5 LT 5 L,
AABT— &y b LHEFEF—F &y MIAARBEE LThickt
ST BB ELEFIOT — 4 EOBRVERE L A—0HEE L,
va— R, Va—FolEFL 2 o057 —Ft%y FEITRI—¢9 3
Tl BB, T—FEy NOEBFEEIFREET—FEy Mt b
HDODEBHDOAZT I,

#EHFT— 4y bROEARBERICEY TS ENCE. ER0T

= F TRV EBE L NRIEEEETFS] ( TJAPANESE TEXT IN

SOURCE DATABASE] %§) T A &, T—FRDHIRDO=D,
AAFET — & 2 BB OB UIEE D L a— RIZpit TEMT 5.4
ERHDHE, REFT—FEy bRORIGT S L a— Rz T
U RE XTI EBNT B &,

Z OHFEFEFF] ( [JAPANESE TEXT IN SOURCE DATABASE] %) 1% 1
HBRTCEI—BLTR—DLDEZRAWN, F—F A RXIIF—4%Ey
FDOEZHZE (define. xml) (TEERTHZ &,
AARZELESULERBFRRPa— R X MRS A ERTICIREE e
RUIEBFINEBMT D L, B, EEXFINEEWT 55
B, TOEBXFINEMREICRBNTILERH SR, REICE
FaOo A BN EY) et Y (Bl ;. [JAPANESE TEXT IN
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02 ) . TOBERFELOXSFTET—2HA FEIIRTIZ E,
BHET -ty hEFIED 7 ANFITEDET L, SDIMTF—& &
Y MIXIET D HEARBT —Fy M Tsdtn_jl 7+ NVFIZED,
ADaM T — &ty MIMET A BAET —F &y MM ladam_j) 7+
NEWZEDDBI L, T—FEy MAROTSNVAIL 20T —4+&
v hCRI—DLDERNWDZ &,

AAEEEES IRV AL VZOWTIREHFOT—FEy D
HEFEDT7 ANVFIZED, BERTHT—FEy PEEHLRNVE
L

728, BRIE LTRAES —Z 2oV Tk SDTM B U8 ADaM & 1 iz L2
BMFETOREBTAZ L ETH0, ARET —F 2 E0BRKRAROT —
2 ERHTAFENHLGEITIE. ZTOHE%ITOVTERNC PMDA 1248
RITDBIENREELLY, '

4.1.6 TurSua0ERHICONT
4.1.6.1 BEHTAZ ST ITA

(DISC 1EYEIZYERL U 7= BB — X ICHEETE T 0 75 58 LTI,
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ADaM7T—F &y MERA 70 77 AR UEITRAT 2 75 LORHERD 5,
K0T T ML, FIVENRNTH OTEIEROEROERES, fir7 /T
X AOHERRERBATHD, 4T LY PDA OBBEIZBWTEDE EET
TR EWRARERREUHNAE S UCRETAMREIR R, Fi, EEDY
TRy TRN=T g NZIRET DB LD TRV, 7Tul 7 hEER. £
CATUIEERE (ER LAV —2a b P RAT A, YT YT ROED/S—
Ta V) IETAERICOVTHETT—2 41 RIZBWTIRAET5 2 &,
Vs uERRRALET I ARERLTWAEE, vrum s I A0
TRETIZENEE LV, =7 a7ul T L0OREPIEEREES. £,
Tty M ST LAOIERRBEEIBEEBIICERFEL TR Fu s I A
B EDRESEELIFEEITIX, STT AT Y X LD AREEDRT
TELX RN,
4.1.6.2 TS5 ADT 7 AL N
4 L6.1 TRTERY, Tl T AIEEDY T Ny TRV a iz
CRETB LD TIIRV, 77 A NI Y 7 b = 7S UizikiE
FEEHHT L, JHRFVRRNT 7 A NMEDGEEIXT 7 A VI 551
ET—&HA RIZEHBHT L,
4.2 F1EAR, BEREEAREOSGER CRKEEBESOMITICET 2 HEE
FT—FEIZONT
TEERREEROETFT — 4 Xy 7 —VHAE] O R EEFER O P 5
EFT—E ROTa s 7 LEOBERIRHARICOWT, BT FRE L
TIZRT,
4.2.1 (EREEEROBTFT — ¥ Ry r—VRHAE] T2 T
' (R EHERDOETFT — I Ny r—VHAE | 3, BEETT
— 85— N2 A VAT MLV RHTIBICAR—FZ YA M E
CTAD EN B EERABR T — FRHARDERN D PMDA HERKTHZ &
Nh, XELLTRHIAZILERETHD, B, VAT LEE
BAERICETF I 7 A NVEBRORHTAEICE, 3. 7THIZRLEEEBD,

ISVIZ7ANERMTEHI LTI,

PMDA IZ8WTC EERIEBEBROETT —F v r—VHHAE &

ERR T BRIV ERBERIITRHROLBY TH B,

o Study ID (KKERZ AT 2 LFF)

o T7ANNRR (F7ANLEEL) , "B, F— PV =AY RT
LE T 7 ANV RE BB TREAA LD, T7ANNADAT
EOA AR

o E XN ORERE (STS (E¥ERYZREWENREAEYT) . POP (B
EMfEYT) . PBPK (AEFRZERIIRYEERTET /L) Xid Other (£
D) OfNE,. BEEAVWTCANTD, ) . 2, STS ITIFEHE
B 2R SR B REARAT L& B4 D J7 15 CREAT S - W EhiE /IR /1 2 fiR
xS,

e TZ7ANDHNEDHH, E77ANVDODHAERLMD T 7 A )V & D
BRENPEETEXD LI ICHEMEEHRTDI &, B, A/NTES
BARITFHIL 100 XETH B,
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4.2:2 WEEETT—F OEERMRRHARICONT
BN R EhiEfEYT, BEMET R LB ENEYEES %T/Vﬁtkﬂ:r
DENENIZ DWW THERTREEFEFE L FIZRT, R, BT ORBEIC
%f\?—atyb%msmmn%ﬂf%&#é%tm\?—ﬁtyb%
L7 ANABEFR—ETAHZ L,

4.2.2.1 BBHER T2 KM EHRBRIRAT

ADaM LIS DTG CREHERY 72 SR B REARATIC B D BB E T 7 — & 4R T
BEEICOWT, BT — 4y PR —# vy NEZREOEMIXTRED
LBV THB,

O fEtrr—4ky b

T A NFERIE. UTOWNTNIhOERETEZ ):73»%& LV,
e SAS XPORT #5( (k. xpt)

¢ ASCII Format Data Files

e  Phoenix Projects (k. phxproj)

* WinNonlin Files (* pmo, *.pwo)

C>T—5?/FE%%

T—&Ey MNEBESICIE, PR ELEELROEHOBAE
EHBHILEL, %ﬁ4%ﬁ%u¢ﬁ?5 L, ok, fENTRE
RBEEZIIRRPHDIHEL, ZOELHUE—VEHRT
BT ETELIEZR,
o T7ANERNIL, KA, eCTD % KR TN eCTD BV EANIZ & -
TEDOLINTWAPIF ETBZENREELL,
4.2.2.2 FHEREN (BEFNMCESL Y Ialb—vard2eEe, )

BEMATICRET 2 RFFEETFT — ¥ 2 IRET D58 HOW T, BT —%
Ty NEOYT—#ty MNEREDOHMIITRO LB THA,

O @y —4tv b

77 ANFERIE, LTFTOWTAOERETEHZENEE LN

o SAS XPORT 52K (. xpt)

¢ ASCII Format Data Files

@'7 Aty NEEE

T—EEy NEREICK, PR LV ERAROEROBHAE
eHHTLEL, %ﬁ4%£%mﬁﬁ¢6 Lo BRI, TR
RPEEZCRELHIBEIE. TOEEHEY—VEHRT
HIETELIZRW,

o Ty ANATRIX, KAl eCTD BAK N eCID BV VBAIC Lo
TEDDBITWABPIF ETBHZENEE LYY,

4.2.2.3 ABZFHNEYEERETNVEN (ETNMCESVIar—v

avEgl, )

ARFRRYEE T T VERITICE T 2 REEE T — 4 2IRHT 256
[ZOoWTC, ##HTA 7740, T—FEy hEROT—# &y NEBELDH
X TRROEBY THAH, ,

O BITICAWEETLVOEE, RELEEYROEBRARTA—FD

B, BT FIESCERORESTEDEFRBTENDI T 7 AV
T ANERIL, EBEOERTELZ XY, _
Q@ MHPRET—FLEE2E0ERRROT—FEy b
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5.

BED/ 7 N7 THITCEA LT —Fy MERERXIINT
L CWAESIZIE, YUEEF T 74/ (Simcyp PE Data Files Gml J
) &) BEHITAZENEE LW, BB, BEDY 7 =T HIZ
F—E¥y bEERIUIINT L TWRWEED T 7 A AERIL, 5
DR TELI XY,

® F—Fty NERE

o T4ty PERBEIZ. PR EHBEBERVELZDOHAZ
aghBr e, %ﬁi%%% T D &, B, BT
BREEZIRENDHIBEIL. TOELBYI—VEHART
BIETHLELIEZRY,
o TrANATERIT, KA. eCTD WK eCTD BV VEENZ L -
. TEDLNTWAPIF & TBZENREE LYY,
4.2.3 7wu T LEDREHRBHANFICOWT
4.2.3.1 HEYER R IEY B ERARAT ,
FEYBHHE I FR A BIRE/ SN FIC BT DT AR E U F U HE U TR Y
v TREFROFMILITROE B Y THB,

o MRIFTTNATY XL (B, BYBRENT A—FOEHFES) ©
EETRERMOT —F ORFE, EE L-EITICET 23 MER
EELLDTHD, B, 7y —4Fty FEBICURERPEE
N5HA (Phoenix Projects (k. phxproj) ® Text Output %) .
FOEEPERTAHIETELI AR, F, BT EEEICYE
BRPEENDIHEEIR, TNLEEBBTAHIETELIAR,

e T ANERIT, FEOBRTELI IR,

'4,2.3.2 BEFMT (eFTNMCESK VY Iab—TarEate, )
BHEMATIC I+ 2 HEETT — 4 21RETHHAI VT, Tusd I A
774w\E%&F%ﬁ&ﬁéﬂt774»&07ny7A$%%%@/

R l—va TR 7 A NVOEIETRO LR Y CThH D,

D Fuls5LT77AN
T ANERIL. THFR T 7ANERETBZEBREE LY,

@ FERBENPHOEINTZT 744 (NONMEM output %)

T 7 ANERIL., EBEOFRNTE LI IR,

@ VIal—valitETATrFANV
T 7 ANERIE, EEROFRTELI R,

Fe, Tul T LAFEEOHEMIITREO LY TH5,

o TulTAEETTIHEOHOFMFIELTEHTHHDOTHS,

o Ml TS TLTFANERNT ST LADRBAEED
B, HS #8BITERTAZ L, BB, BEIN
TalS hEERTAICHIL- T, NRAADIEES, B3l
BEITOLENRWGRIZIX, ERBICT 07T LAFFEDR
HIZAETH D, '

HFFETFT —F %L oCID & DEfRIZOWVT
5.1 HBFEEFT—F%L CID D&%

FAIE LT, E@COHBFEEFT—HFiL, DAy I R—VrbsRBEIND
LR BEEITHD, LU, CTD WAL eCTD BV ERIITRTH
B XY eCTD ZIRE T AHEA1L. eCID Ny 7 R— U KN eCID 7 1 /L F i
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WCHEETF T —FIBRBEFERUI T 7 AN EEDRNI &, =720, B1EH
DERMER—BICEET 2 HEETFT — Y OREOFELREE T LICER
THI L, '

5.2 R—F V¥ A Mz X? eCTD ZHEFEZOEE

eCTD ZHT DX, F—F AV A FOOEFRNICRETFER KUY ERE
WEASL, eCIDZMEEL2BETAIZ L, LEREROFIILITO®EY T
HB,

o  BFERHORRA

REEX D

FREFE I —EHFEDR

ER, B2EDH|

RHETFEHR

5.3 R—F V%A bEJ Lz eCTD OFH : .
eCTD DRI H T2 D, HEFEFIIMMFEREZ R —F 4 b ETRE, T|IR

NIIANT B, IEROFIILLTDEY THhbB, BB, ETHOEHIZHOWV
TiRRHO TN B, BIRIIANERD D H D TR,

o IEA, BE EX FF7 b, EH2L0H)
= U oA ZEE
eCTD Zf1E=
RHLERE S
#HX (=2— )

HEERS

HIEE ML B O—fREI4 TR

HEE S B DIRFEL

DA NVAF = v 7T B

WML A L AZ R (CID /8y T R—2) DF = v 273 AEEEE
- EERERREREE

FETHA 2 K (8 eCTD HiTHE 243 DB S

. {;%,,’,35%— .

EEERE&K, BRXIIASNLEE, #HTS D O by 7LV 740
HhBR—F VYA b ETEEL, PDAICEET 5, R—Z P4 b EOEE
B 2R BB DWW TIRBIR R T,

5.4 WR—ZNYA bENLTRHE SN CID DZ4HE

PMDA {ZZ{E LT eCID IZH LU ANV AF =2 v 7 RUONY F— g Ui ET.
L. EOFRRE L BIT CTD ZEATOFMMHRE REHIERLT S, oCID
T 280 F—va VARIE, FAEIE LT PMDA @ WEB ¥4 b

(http://www. pmda. go. jp/) IZABT 5 eCID BREEY —NVOBRE~==2T )V
BRBEIZTHI L,

5.5 eCID T4 79 A 7L HEEBTT—F OBIR

HEETT —ZIIHBFZCRMHTREERO—HTHIIZ &b, HEE
F7—FEEE (BN, BESUIHIER) T5581%. eCIDEZHETT 5 L
HWEITH D, eCID L RFETT —F &0 TIRIHETBHE, 3.3 [T RTHE
BT — X IZBRBAMEREZRBETAZL T, YSBHBEETLT — ¥ LEET
% eCID DFFEMNTFREL 25, HFEETT —F2RETBHIZHEY, LUTO
RICBETBZ L,
© eCID FIERHIFICIRH T2 HBFEFT —#
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PERHICEETAEBETFT — Y 2R L, PDANLBHFEEFT —
A B E ST I, PIEREICEET S REETT — ¥ 2EMNiE
A I EITTERY,

@ BESICHTAsEZICRMTIHREEFT—4
 BACHTBHEZICRMNTEIREBEEFF — L, BED oCID #HE
HESLHEEIET, BEOHRMER L LTR—FZAYA 2N L TR
T 5,

® wm&ﬁﬁ;hm¢5$ EETYT—X

FRROTHRHU-BHBEEFT—F D55, PMDA 2% eCTD HETHRIC
HDAHIHDELTERDIZH DI, eCTD BETERHICERICIRHT 3,

o RRHOBBETT —F LOEHOIHERHT D, LARIORHER
FECRHLE-BBEEFT — ¥ 2 BERHT A XLE TR,

o HEETT—FALSIMIEHT B CTD BEMNEE LRWEAT. B

) FEEZ DUV TERIZ PMDA IR 5 Z &,

o PMDA MO HFEETT —F SZEEKEZIT-HRIC, YEHERES
CEETAREETF T — XA EBMERETAZ LIXTER,

s EXRLHEBICHBEETFT— ¥ 2RETIHAIAFEOFIBIZNED,

5.6 HEEFT—YRHFOEFERE
CTD X% eCTD SLETHFICHFEBE T — # 2 IRHT 35T, [FEEHDK
REEOEBIRLOMERIZOWNWT]  (Frk 22 4 12 A 27 BFHTEERSE

mmml%mﬁﬁ&&AE%&Eﬁwﬁméﬁﬁﬁgﬁﬁﬂ)ﬂﬁ@ﬁm%

TEERREIC, YHHEFEETFT—FICHOWTEREHT AL, oL x, #HT

HETDT7 7 ANEEERIZHIFET HHLEETRL, FERRICEET L HEE

FF— 2 —ROFENHBITERIT LV,

6. D
HEEETF T —F OREEROIHMEHED S b, ARPERMEEBLT
LY CTD THD I LBERDTHRNEDIZOWT, Mkl B OERREFBIRS
éﬂ%BTﬁmTéﬁ& LIV EBEFHICRHETARIENTE S, ZOHED
TR R N BB O R R BT AR DV TRBIR T
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B 1

BHA TRV HEORR

BT 774N (R—FLEN LTRETHIETOT 7A)V)
FARHEBEROETT —¥ (—EF%%%T &) (HF: EAREHTIE (BF5—%) Lio#)
FEG R ERER T — &
| F (BRRBRT— 205 bEAEEERORHEETT —# TRVHO, ]
| |CDISC ##15 —# (=CDISC IC##l L= 7 — %)
| | =%ty bk (=8#HF—%Ey ) :
| .1 | FSDIMF—%ty b} (=SDIMILL 2T —% &y )
| | | YEFF—4FEy b (=ADaMT—F &y b=ADaMIZLBF—F kv §)
| | LEH7 71/ (=definexml)
| FLae—7—%
| | F—%tyhr
| | LEzmvzranu
| “Fursrzran
| Hizthi 7 v 75 A
| LF—svy MERA T2 /5 A
L (R EER O R ET T — 7] (ﬁﬁﬂ’]&%%@]ﬁﬁﬁﬁﬁ#%kéhtl&aﬁiﬁt
Br. RREMARNT. ARSI ER T TNV EICETAREETFT—F)
' |CDISC ##57—# (=CDISC{Z¥fLL1=5—#)
| FF—%%y b (=H7T—4Ev 1)
| | FSDIMF—%ty b (=SDIMIZLBFT—FEv )
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Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
N \ Reason not done. Used in conjunction with --STAT
EiS G --REASND Reason Not Done [Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
ER s (Ed] --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 COVAL1-|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".
SV SVUPDES Description o.f |char Description of \.’vl.lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
CM CMTRT gigg’rt&deg{age of Char Ve_rbatim 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 P 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 EXADJ Regson for Dose Char De?scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT gsg;)t:sgeName 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.
SuU SUDOSTXT Substance.Use Char Substancq use consumption amount.s 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 P 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 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 Verbati inted CRF term for i dical
MH MHTERM the Medical Char |Yoroatim or preprinte erm for the Medicali peq
. condition or event.
History
Verbatin 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.




Variable

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

Domain . CDISC Notes (for domains)
Prefix Naime 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 performed on alExp
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

(2% : SDTM Ver.1.2, SDTMIG Ver3.1.2 LA
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TEXT IN SOURCE DATABASE] %) %%ﬁ’ﬂ‘é (AETERM “%H zsﬁfux%)

Row [STUDYID  [DOMAIN. |USUBJID - |AESEQ |AETERM . i “ [AESTDTC . “|AEENDTC AEMODIFY AEDECOD: -
JAPANESE TEXT lN
1 ABCI123 [AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12 _ Headache
JAPANESE TEXT IN| i . .
2 ABCI123 |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05  {2005-10-13T19:00 Back pain
- JAPANESE TEXT IN Pulmonary
3 ABCI123 [AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row AEBODSYS.© & - 7 TAESEVE 40 ARSER A TAEREL 5 v s i
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE ggig\#ggl‘y NOT
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 AEOQUT - : AESCONG |AESDISAB.[AESDTH : [AESHOSP|AESLIFE ;AESMIE [AESTDY::[AEENDY::|AEENRF: ' :
1 (cont) RECOVERED/RESOLVED ] -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) IC{;ECOlVERING/RESOLVIN v Y 9 AFTER
AE FAAw (AAFET—4FEY 1)
- HARFETT—FWNELTFHX I\IEELOU\'C@ H AR %%wii%fﬁﬁ‘é
Row [STUDYID|DOMAIN |USUBJID |[AESEQ - {AETERM. - - AESTDTC: AEENDTC” ™" JAEMODIFY: [AEDECOD. - |
1 ABCI123 '|AE 123101 1 17:278 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 2 s 2005-10-13T13:05 |2005-10-13T19:00 Back pain
. . Pulmonary
3 ABCI23 |AE 123101 3 M2 2005-10-21 cmbolism
Row AEBODSYS AESEV. . ot TAESER. [AEACN: SAEREL o0 o o
I (cont) Nervous system disorders SEVERE N NOT APPLICABLE EEETT!EELY NOT
2 (cont) Musculoskelctal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED PROBABLY NOT
RELATED
Row AEOQUT AESCONG |AESDISAB |AESDTH.: |AESHOSP : |AESLIFE {AESMIE : [AESTDY[AEENDY: " |AEENRF .
1 (cont) RECOVLRED/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) léECOVERING/RESOLVIN Y Y 9 AFTER
=5 3 b =2 = -
fil 2) JRXD Elziin %9&9}@‘5 EDREETHY . FRTHREXFINEHEEICKA]
T HMEND
> S P
QS RAA Vv (ﬁiﬁc%—r—&t > h)
Row [STUDYID DOMAIN - - [USUBJID QSSEQ QSTESTCD -: {QSTEST - e
1 ABCI123 Qs 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO]
2 ABCI123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(02
3 ABC123 , QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3
QS RAAS Y (BAFET—ZEv M)
Row [STUDYID DOMAIN: - [USUBJID QSSEQ ‘|QSTESTCD - |QSTEST: st
1 ABCI123 Qs 123101 1 QSTESTI Eﬁrﬁﬁizﬂwi#‘;ﬁx ?
2 ABCI123 Qs 123101 2 QSTEST2 E3EAPEITEFTD?
3 ABCI123 Qs 123101 3 QSTEST3 FIOA MR L T ERTII?
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Dataset; : XXXXX ( IXXXXX] 1357 —% v &)

No.  Varjable *! 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 - DbV 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 .
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No.  Program file name *!

Description *2

1 XXXXXX

ERYZ7 o227 OO Ver.@
ERER: - » <AV,
FERFEOEEA
TNy b7 7 ANEMANTE 74N F 2 TROITTHEET 5,
XXXXX <- "/ RARL"
DT T ANERETHTANT E TROITTHET %,
XXXXX<- "8R4
s FTROFTE T s b2 ETT S,
. exportData(XXXXX)
HRE L7404 (xxxxx) WHAENZCSV I 7 A0 ( Txxxx) ) &3
LT, Yalb—varyfn-. « « 7740 (xxxxxx) 2ETT5,
e TUMTy b7 74N (xxxxx) %, ETHELEZ7AVF (xxxx) 12
RHET 2,
s FTRROITHO I u I LhDETEEMAL, BEFELET YNy T 74
IV XXXXX) & A AT B,
xxxxx <- importData(XXXXX)

X XXXXXX

HRY 7 =7 OO Ver.@®
EREN: - - < TRV,
HERAEOHE R :

Xl: 7TarI7h77A NG ERIRTHI L,
X2: ST LA ERHY7 b7, EHER. FRGEOEELRE) 2RI L,



