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W, ADaM T —# &y b TIEARWT —4 ¥y MRV TERRISHRES
- DIFFERSER SN TWAEAICYH, ERO B - BEOKREDIR
B DIRHTIZ OWTIE, YRR OBEMNFEEZ ADaM 1Z&-3 < 1
W?—&tyk%%MT7’ Eo b, ATRHBERICHFEVRBSH
HADEED T DITEM LB 20T, BIMTHETFT—4 %y b
FRHT D LET R,
ADaM \Z1X. #hlik# l//\/l/@‘l‘?ﬁﬁ’i‘aUAnalysm Data Subject Level
(ADSL) EWHTF—FtEy bHRHY, ADaM F—F v MEEHT AL
CBREBICOWTHT I RERE LARTHIER 62, £/, ADaM 57—
Ay N BEMBNERS LT HIH, —iREIZ ADSL T—F v |
CICEEND, RREMHEZECRBINIETORERETSEE IR
LE#KE, RRAIELTHE ADaM T—4 2y MZEHBZ L, ThbHDOE
Lome LTk, FERICMAT, Rk RBREEHEESES) | #£
fifigy (Gge®&E) . #um, B, BT shi-iagE,. el £ B
R, FERZTRT 77 S ROCEERR—RT A VIZHTHHBREY
RICBT 22503 H 5,
ADSL AR ADaM 7 — 4 & v Mk, B & T B8 A OREHT ORI IG
CTHRA REBOWRE L VBEI D, EBERCT -4 VA R
LANBDOHEANREETHAZ LICHETIRXTH 5,
ADaM 7 — 4t v MZEBWT SDIM F—F > bR UEKERNTH
HHEEICE, FOREORE., NESIIRKEETHZ L,
4.1.1.4 5—FEy bOT 7 A NBRIZONT
CDISC #E#EIZ#EHL L 7= SDTM, ADaM 5 —4& & » bMiZ, SAS Institute 2%
CABBT AT —FEBET A — <y N ThHhD SAS XPORT 7 7 A NMERE T 4 —
<> bk Version 53 (AT [SAS XPORT &= &5, ) T, 15—
9



" ARy M1 T 7 ANVE LTIRHTSZ L, B, SAS VAT HIZED
YERGFFEIZ I SAS CPORT Procedure (A L7222 &, HAFETORRHH
VEMOETEEX ObNAEHK (LT TEARGEEE) &), ) 7
FNBT—F 1y MIBWTHRERICZ 7 4 AT SAS XPORT FER &
L., 77—y MERBICAWONEXFEE vy P XEHFELFRET
—HHA RIZEGHBI &,

SDIM XY ADaM ¥ —F & v MZOWTik, T—% &y NgET7 7ML

BRI ETBZE,

4.1.2 T—4Fty FOERERTEDOMOMET 5XF
4.1.2.1 F—Fty rOEHE

SDTM, ADaM 7 — 4t v MIET I EZESILEN LN CDISC IZBITH
Define-XML R LV, NBEDORTRPBFARERARAF A VI — b ~DBHR

C BEDXMBERO T rANMCELDEET, METET—F 1y b EFH
LT A NWHIZEGBAL AN — TR TRETSZ L, EH

CEBOT 7 A N4 Tdefine.xml) &332, EBEONAL LTI, 5
— &ty b, B, BHEORYEIE, ROKEHAEC=— NICBEYT

| ZEBNEEND, HELOFRIIA—VarEEHDLIL,

ABEEDOT-DIZTAV LI BEEEHI W TERR SN DRI R
IR — Sy b EDOBBROBBRIES THDZ ik, BRRRT
— ARV AREELZMBICEDIZDICEETHB, Lo T,
ADaM T —# -t v MIBT A ESEITIE, 4.1 L3TRTHEME, B2l
DLEERERKR O - BROFREORILICE LA ERRBER LS
BT D DRV OWNW T, IR R & MG T 2T — % & > FOR A

AN BAEHEEEOBBRERTMREITERA X T —4 (Analysis Results
Metadata) NEFEND T ENHEE LV, BIFRRA ST —FIZBNT
I, BIEITICOWTLTOIEENREEND ZENEFE LYY,

o JARIBEMEEICR B INS BT R Z T RREFERVETA
o fRETONE & EHGERA

e [FHHTAHARTA—LLZLa—F

o fEITHBR L AR DR
e fERTAHT—FEY -

Ce fENTHBRE D L a— NOSBIREYE
o ENTEIEEICKIT BRUGT HEEE, BT T 0 ST LA, BITFIED

il

o ETHIEICIS T AMRITE T a7 T A OHRE

BT FHERAZ T — X ORI OV TIIAEEZRRY CDISC Ik B
Analysis Results Metadata Specification for Define-XML % &% &
TAHAIEETHN, EBEIWLED TIRHT A Z LERREEREEIZIX,

" eCID AN O eCID BAR\ E@ENIZ o TED HIVTV 5 PDF 1T & 0 BRI
THZENFAETHD; B, EBEBICRBWT, RAKPHAEICK
DEREN T THELX IRV,
4.1.2.2 JFERA EFEHIHEE (Annotated CRF)
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R ZIEFHREE (LT lAnnotated CRF] &5, ) L, CRF IZ

FOVNEINET—FOKEEB L, T—F 2y MNZEENAEHE X
IS SETERERLIELDOTH S, CRF DIEBIZRGT 58 E LT,

CDISC #EHEICTEIL L 2T —F & v MZ2WTIX SDIM DK EZ RV 5,

v EIROFEM T IEIC OV TIL, CDISC 1255 SDIM Metadata Submission
Guideline (SDTM-MSG) M&E L5,

CRF IZ X D INB ENT=T —F IXFTRERIR D SDTM 5 — 4 & v M
SNTERHENAZENEE LW, #HENLRWTF—ZEHELH 5
B’EITIE, Annotated CRF L CIIRHT —4 vy MZEELTWVWARVWE
MAMBERRETHELEHIZ, SENRVEBE2T —4 HA RIZEiMl
TR e, EEL, FOBEBHEALNRLDIZOWTIIRET I SE
AR,

Annotated CRF D7 7 A AL, JRAI, eCID @& TN eCID Bdl\ i@
HIZE-TEDDNTWS PDF & L, 77 A N041% Tacrf. pdf] ¢33
&, RAIELTSDIMT—FtEy bERIUZ7 VA ITHMTEZ &,

4.1.2.3 T—3 HA K
ARRBEEFOBBERICLSET—4 &y hORNE., BB OEEY (R

?5&&% 2, BEFICL AT 4ty MERIZH T > TOF —F1Z
ORI R R O HERME IS BT AR A TEE L T 572, SDIM 57— &

Ty PR ADaMl 7—4% v hOENEFNIZONT, T—4F &y FOE
- BBRMATT A FEERL, RAE LTHIGT BT —4 &y

FERUZANAIHEM LU TIRHTZZ L,

SOIM T—4 & v MIBTET—4 b4 RiZizdbi< L b U TDIER
=R SR N o 3!

o [RIRRIRAG . RREMMHEEE %

o [RARREREHEICRIT SR
o AWb RN, s HEE, SEERVEON—Ta v

o WET—F DA

o T HIEHEA~OERYMEICETAIHA (N F—va UERICETS

FEA)

72, ADaM ¥ —4 & v MIBTBETF —2 HA FIZIXLLTOERBME
ENDZENAE LU,

ERARRIR4 , FREMHESESS
RS — &y MMCBHET 2 BERREREH EIZ B+ 5 BEA
AWon/-fErE, HblHE SEROZEDOAA—-Vg v
EEOTF— sy MCERBETAEER
TF—4ty NOERICETAEESR

— & & v bR
F— B EREA~ DN T A3 (N F—va VRERICET B E8H)

SDTM, ADaM ¥ —& & v N ENFNDTFT —X T A FOERIZHZ
CDISC HBH#EIZRBW TR T —F A FOEMERIR 7 +—~ v MiRftEh
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L TWARVAE, FEEICEDAIABICOVTIE, UTOERZBE T
LI ENTES,
e SDIMT—&Ey MIBETBHT—FHA N
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer s_Guide
* ADaM T —%ty MNCBTDHT—FAA K
' http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_

Reviewer’ s_Guide
B 3CEIL, BRI, eCID BEn & O eCID Bl VBEIZBWTED Hh T3

PDF TYERK L. 7 7 A /L4 1% SDIM, ADaM (Zxitfis L TENEN study-

data-reviewers—guide. pdf | Tanalysis—data-reviewers—guide. pdf |

ETARTEREELY, BB, T—FHA FIIBARFETHERLTHLE

LR 20,

4,1.3 {ERTAEHRDON— g AATDONT

CDISC 1ZEHEICHEM L /=T —F vy PROERELERTHICHI-VERM
35, CDISC #E#E, FEHIMAEE. FHEFEHITONT, PMDA IZBWTRITANT
BEZR/N—C 5 21k PMDA @ WEB A b (http://www. pmda. go. jp/) ZBRRT 5
Tl BB, A=V a OZANFATRG, BEENARBRESICRERTS
RHEA B 2 XI5,

F—HENTRRAZNN—Va VEERTAZ LIFZELI ARV, FH—
BERRRBANTIHE— L=V a v a2 ANna 2 L, R—BERRBRNO—E
DRAANCDNTHD A=V g VEBRLUESEICE, ER L=
3V ROZEDOERIZOVWTT —F HA FIZBWTHERATHZ &,

B DOBERRBROEEMITOFT —4 & v MZOWNWTIE, FEERBROT
— Ay "BEINRN—Ta URBR RS TWAREESTH-TH, H— LA
— Vg VIZHVERT B L, N—Va U —ICBB L TEIRLE A=V 3
VOOBIREE, BRANR—Tg U bOBEBICHTIZ D EE LI AEIZOn
Tk, T—4& A4 NIZERTHZ &,

4.1.4 BRBEIROREIZONT

CHE, BEBEIREEOT — X 2RMT 520, £ DRBIZONWTE
NENRBAEISAESE (Therapeutic Area Standards) 43, CDISCIZ L W Z4A
BENTWD, BECEENAR SN TWAERAIZOWTIEE OEHEEFI
TR LENTELN, A LZEEIZOWTIRT—4#Ey FOERERD
FT—A A NIZE#HTHZ L,

4.1.5 BAET—F OBV FNTONWT

BABCT —FINEIN, DOFNEEEIEH LBEIC—EDIER
BRI BBNNH BEHITHONTIE, BAREBTOERHILENOHEL]
THY, BREBETRMLZT—% UT TBARET—F] &0H, ) &
H$ 52 ENAETH D, BAENEEN D THEMEN D 5B O 6% FIK
2IZRT D, ZHUZERD b D TIE7Z2W,

BABEEN FAA VICEENIHADARET —FOT —FtEy b
DN FTIER OB FERFERIE LTUTOEEY £33, B, BIHK3
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2Bl %

AP

AN
BUTDERALY (F—FEy ) 12T, BEET—FEY b
ROEHFED ASCII THEESRLTWAXFEE Y oA TR S
eF—4#%y b (UTF EHET—FEy b E0H, ) 2o
F—HEy NEERTHZ &,

AARET—4ty MIBEAEBHEEDAZ AAREL L, Tl TE
HFT—FEy eR—NBOEKEFEDT—FLTBT L,
AAET—4y bR ET—F 2y MIBAEEB & Ehicxt
IRt BEBEXFEIOT —FEOBVEREESLS FA—0fiEE L,
La— R, va—FRolFb 2505 —4ty NETR—ET5
Tl BB, T4ty NOEBEITIEEFET —F Y Moxtd b
HODDRHDIZT LY,

BEFT—F Ty NROBAREERBICKRYTAERTICE, ZEOT
—H TIERWI E MR LN AREFESFS] ( [JAPANESE TEXT IN
SOURCE DATABASE| %) Z##Mi+5Z &, T—FRDRIRDTD,
AAET — 4 BB OB IIERDO L a— NZo T TEWT 50
ENHE5E. REFET—F 2y NROXMIET D La— Rz T
WEEBEBXFI 2T 5 &,

Z DIEFELFEF| ( TJAPANESE TEXT IN SOURCE DATABASE] %) |1
RRTIET—BLTE—DObDEHN, T—2HA RXIIF—4F v
FDOEFHEE (define. xml) ITHHRTHZ &,
AAEL2ZEDENRSLa— N X MEIZRIGT 2 @ETIC @Y 2%
RITEFE XTI L BINTHZ &, 2B, HEXES 2K 255
B, TOEFEXFIEREICRNTALERDH DR 01E, KRBIZE
BE O A EEMICEY 2% S E Y (. [JAPANESE TEXT IN
SOURCE DATABASE 01 ., [JAPANESE TEXT IN SOURCE DATABASE
02] ) , ETDORAAREELOXMISTTET —F A FEITRTZ &,
BHETFT— Sty NERIED 7 ANFIZEHB L, SDIMF—F &
v MEHIET B HARET 4y M (sdtm_j| 74 VFIZED,
ADaM 7 —4 ¥ v MIMIET D AARE T —F Y M Tadam_j| 7+
WERZEDDHZ L, T—4Ey MARRITINVAIE2ODT—4E
v N CRI—DbHLDERNDZ &,
AABEHBEZZSERV AL VICONWTIHEBFEOT—F ¥y D
HEMEDT7 A NFIZED, ERTHT—FEy MEREHLRWE
=

. RANE LTHEAET —ZIZoWTiE SDTM BTN ADaM & & iz EEED

BWMFIETORBTAZ L ETE0, BRET —F280BERRROT —
FERHTATENDDIBEICIE. TOHEZIZOVWTERNZ PMDA 1218

WD
4.1.6

ZENEFE L,
7u f5 AORHIZOVWT

4.1.6.1 T2 70T A
CDISC {EXEICHERL LU /- REE BT — X ICBET 2 e /5 AL LTI,
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ADeM5 —Z &y MER T v 7T LR OSRTR 0 77 AOREZRD 5,
#7017 T ME, TIETEIT R OEEEROBEDOIEES, 7 v=Y
R LOMERNRERBEITHY . ST LY PDA OBRBEICRBWTEDE EHT
A LMK UNA L LTIRHTAMEIR R, E, BEDY
T R 2 TRN—D g VIRET B LD TRV, Fu s T LEEHR, &
CATLEERE ERLEARL—Ya VAT L, VT R 2T RO
Vav) [ZETAERICONWTHETT—F A RIZBWTRETH 2 &,
<~ 7uERBLETe ST L BERLTWAEE., v /7ur/nl/ I ab 8t
TIRHETD ZENEE LW, w7 r7ual T AORMSEERGES, Ei-,
F—by 7B ST LOVEREB BEINTEBICEIE L TR 7a /' J A
HARORHARE LGS, BT AT Y X AOSDHHREEORE
TELI 2RV,
4.1.6.2 a3 L0757 AN
4.1.6.1 TRTERY, 7al T LIEEDY 7 b=z TRN—Va /T
C BRET B LOTEHARVR, T A NBITIETY 7 N Y = T TS LT yiE
FEEDDB L, WARFDBRNT 7 A4 NMEOFEILT 7 A MERITET 570
BETFT—4 04 NIZghbTZ &,
4.2 1R, ERARIRARIRS O Rk ORI ICHE TR OMITIC B2 BFE
7T —FEZONT
TGRSR DB F T — & /3 r— VAR W ONC B AR SRR O B
BT — 4 ROT 07T LEQRMERBHNFICONWT, T~ EBIEEZLL
TR,
4.2.1 [ERARKAGEIROEFT — & Ny r— VA& (22T
' [EEREIEROEBEFT — 4 /3y r—VHAE] 3, BEETT
— A =2 A VAT ALV EBHTABICAR— A YA N
TAN SN D EHERR T — S IRHNBEOER D PMDA HMERTHZ &
Nh, XL LTRHTAZERRETCHD, B, VAT AEE
RAERCET 7 7 AN EBRORHTOBICIE, 3.7THIIRLE LY,

TSV Z 7 A NEHRMTEHZ L TEW,
PMDA (2B WT [BREBEROEFT —F v —VHBRE| %

ER T ABRICUNERBFRIITEEDO L BN THAS,

o Study ID (&R % MRS 5 C55)

o T ANNRA (T ANLEZL) , RB, Y~ VA VAT

N = 74}&/\2%5@5’1&%&%#97‘_&) 77 A NSNZADAN

IR,

. %méntMMwﬁﬁ(ﬂsHW@%mﬁ%@ﬁmﬁ) POP (%

SR PBPK (A Hi=Zeih3EM R ERTT /L) X Other (£
D) DRE, IBEEZAVTCANTS, ) , 728, STS ([TIIHEHE
M&E%%@WﬁkH&WE&TWW*nL%%@ﬁM@H%F
rEast, '

o TFANDODHNBEOHE, £7 7 ANVOHBRMDT 74 /v & DEY
RENEECEX A L O AT &, R, A/ITES
BRI 100 XFETH B,
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4.2.2 HWFHEETFT—F OREHRBHARICOWT
FEYEEY 7 SR ) REARAT | R I ARAT B OVAE B 5 i SR 5ok 5 B € 7 LT
DENEIUZ DWW THPT REBIEEZLITIZRT, BB, EIToREIC X
%f\?—ﬁtyb%ﬂsmmﬂ%ﬁﬁﬁﬁTéﬁﬁd\?~ﬁtyFﬁ
L7 ANBERI—ETAT L,

4.2.2.1 1EHERY 2R IR BhRRARYT

ADaM LASF DR CIEHER 22 SR B REART I B D BT 7— & 1R+
HEBITONT, BT —4 2y NROST —4 &y NEREOHEMIZI TRO
EBY ThB,

O T —4Ew b

77 ANEHIL, LTFOWTINDRE T2 ENEE LV,

o SAS XPORT JE= (x xpt)

¢ ASCII Format Data Files

e Phoenix Projects (*. phxproj)

*  WinNonlin Files (k pmo, *. pwo)

® F—Fvy NEBE

o FT—&ty NEBEBITIT, Vi< L LERAROEEONEA L
EWHILEL, HR4AEBEIERTHZ L, BB, MBI
RPEEBBICERBH BRI, TOELBY—2HRT
2 0 e (LB e

o TrANRIE, FERI, eCTD FENKL N eCTD Bl iEBENIC L -
TEDLNTWABPIF LT3 ENHEE LV,

4.2.2.2 fHEMMEH (EFACESL VI aL—variedte, )

SEFEATIC B3 2 BEEE T — ¥ 2_HET 2B/ ON T, fi#ghrT—%
Ty MROT =4ty NEREOHMITED LB Y TH D,

O @trsT—ZEy

77 ANERIL, UTOWTNHDOERL T5Z EREE LW

o  SAS XPORT JEZaXl (% xpt)

e ASCII Format Data Files

@‘T*&f/kmﬁﬁ

T—8Ey NEREICIE, P L L ERARVEROBEE %
BHHZ L, IMk4AESEBIERTHI L, BB, BT
RBEEBIZRRVHAHEIT. 205 LHY—VEART
HIETELIZRY,

o Ty ANHERIL, KA, eCID BEIK N eCTD B\ VEENIC &L -
TEDDHILTWAPIF £§5Z LMAEE LV,

4.2.2.3 EBZFNRYBEERET VIR (ETNVICESI Y Ial—v

arvEaie, )

AHERBRYR R T VRITIC T A BEEE YT — 4 2R T DS
{ZOWT, BHTBET77 AN, T—Fky hRUTF—2ty NEREL DR
X TEROERY THS,

O MBIV ETAOME, BRELEZEOROCEE AT A—FD

. T FIECHROBRESTEDERNEENE 774V
77 AN, EROHRTCELI XV,
@ MHRET—2%2E80BERRBROT—FEy b
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5.

4.2.3

KEDY 7 =T T CE 3 L5175 —4 &y b EERIIMNT
LCWBEAITIE, UHEBETF T 7 A/V (Simcyp PE Data Files (ml #%
) %) FEHTAIIENAF LY, BB, FEDY 7 v =THIZ
F—Ety hEERIUIMILTWARVWEED T 7 A MERIL, £
DA TELIZZ RV,

® F—Hty NEBE

o Ty FEBEICE, PR EBEBERVERDORBAL
EhHZ L L, %ﬁi%ﬁ%ﬂﬁﬁTé:ko&B\%ﬁ%
BHEEEICTEHEADIBEIE. TOELEZYI—VEART
B ELTHLELIZZR,

o Ty ANERIL. KAl eCTD 1K N eCTD BV EANIZ L o
TEDBITWAPIF LA ENEE LV,

7v 77 2EOBERZRBHPAITOVT

4.2.3.1 FEY¥ER 2 B EEMRAT

BN RE S I FRBIRE/ S I B DART AR E U L AU HE U TR

TAREBHOMMITEN L B Y Th2,

fEMT T T Y A (B2, EYWRENT A —F OB FIES) R
ERETREMOT — & OBIRE, Eif L i@z B3 2 3#HE#
EEDLDOTHD, BB, Bfr7y—4y FEEICYZIFRNEE
L5354 (Phoenix Projects (. phxproj) ® Text Output 28) (&
ZOEEHRTEILTELE 2R, £, BITHEESICYX
BHRNESENIHEEE, TROERHTHZETELXI AR,
77 ANMERIE, EEOBRTELI LR,

'4.2.3.2 BEMENR (EFAMESVIalb—varikat, )

BERATICBET 5 FREETFT — 4 2RRET B2 T, TusJ 4

TrAN, EEAFEENHAINEZ 7 7A VRN 0 ST LFIHEEZED Y
Ralb—ya BT B T A NDOEMITROEEY Tho,
DO Fuls5Lr77ANL

T ANGRIL, THFAN 77 ANERET DI EHREE LYY,

@ FELREERMNPHHDENTET 74/ (NONMEM output %)

77 AN, BEOERTELI LR,

@ vIal—valsitBTATZ7 AL

77 ANERIT, RO TELIZZRRY,

e, FuY T LFIEBOHMI TR LBY THB,

o TuJTZLEFEITTLIDOEMFIREZLRSDHOTHD,

o b, TRTTLTFANAROT 0 ST LOBRAZED
T LiL, IS ZBBIERT DI L, nk, BHINE
Ta s LEFERTHICHIEoT, NAADBES. R0
BEIT 5 MENRVBEICIE, ERNICT 1S T LAFIEEDR
HITRETH D,

HEFEFT—F% L CID & DERICOVWT
HIEE T —#% L eCID DOREf%

5.1

FHIE LT, @TOHBETFT —F1d, DNy 7 R—VDbERIND

ZLEREEITH B, L%Ni@%xeﬂDﬁﬂ&UeﬂD@ﬂ%ﬁﬂK%fﬁ
B LY eCID HEH T A AL, eCTD Ny 7 R — 1 KW eCTD 7 4+ V& HiE
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CHEETT —F CRLBERUIT 7 A VEBDRNI &, 2L, B 1HE
DI ER—BICEET 2 HFEF T —F ORHOFEEZREE Z L ICTlll

35T

&

5.2 W—F NP A Mk B eCTD ZHBEORE
eCTD Z T AKX, F—F NP A FMOSLERNICRHETE B KOWMERE
MEAS L, eCIDZMNBELBRETAZ L, RERBROGIILUITOEY T

b5,

FR 3B & B DORRFEA
3B 5y

PHRRE UL RFED)
ER, B8ED5|
RHTFEH

5.3 R—F VYA M%EI L eCTD O#H

eCTD DR_MITH T b, BHFEFIIMMERE R —F A4 b ETHEE, ER
XIIANT B, [HINEROBPUILLTO®EY TH5H, BB, £ TOHOEEB IOV
TRH O ONT R G, BIRUIASZRD B H O TR,

EAR, %, EX, F77 b, Efa2E0H|
= b~ =4 ZES

eCID A5

R EES

R (2—R)

FHEEX Y

3L B DO—iRESA

R E DRRFE4

A NAF v 7 BT Bl

WL A AL AR (eCID /Ny ZR—2) DF = v 7 Y LBESE
B EREREREE

FREAR Y E K (N eCID FEAITHE 24 35 0G4
kS

LR E G, BIRIIASN L%, #HT5 eCID D Fy 7LV 7 40
BaR—ENYA N ETEEL, PDAICEET S, R—2 L34 M EDEG
B Bl DUV TIRRISR TR T,

5.4 W—ZNYA bESLUTRE S oD DZH

PMDA ITZ(EL72 eCTD I LIANATF 2 v 7 RUONY F— g v 3BT
Ly ZOFRERE L HIZ eCTD ZEF B OEMER Y BHEEITERT S, CID
T8 F—va HARIE, RAE LT PMDA @ WEB # A R
(http://www. pmda. go. jp/) (ZABAT 5 eCTD BRIEY —NVDEE~v=a TNV
LEBSEITHI L,

5.5 eCID A 7H%A 7L BEEETFT—F DR

HBETFT — S ITHEEBCRNTREEHO—HTHE b, HHEE
FT—FEERE (BN, EERIIIEIER) 5581, CIDEWETT 5 &2
HWEITH D, eCTD & HBFEETT —F 2T TRIHTAHBE. 3.3 TR THEE
BF T —HICRAHMINERLBHTRZZ LT, YZEEEFST — & LEET
% eCTD OIFENFREL 725, BEETFT —F 5 RHTHIZH0., LUTOD
RICEETHZ &,

@ eCTD ¥IEHRHBRCIRN T2 HiEEFT — 4
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MEREHICEET A BT — X 2BHL, PDANGREBETT —
ARG R Z T R, VIEHRHICEET A BHEET T — 4 BNk
T B EIETERY,

@ BECHTAIEBICRMNTIHEBEETFT —4
 BARKTARZICHRMATIEBEFT —H L, HED oCTD HRHE
MBS LEESEY, EORMERE LTR—FALYA 2N L TR
' T 5,

® %m&ﬂﬁ_%m¢5$?ﬁ%7 74

FEROQTHRHLI-HFFEFT—FD5H, PMDA 3 eCTD HETHFIZ

HHHNDELTRDIEDL DX, eCTD HETRICENICIRE T 5,
e HIEHOHBEETFT—F LDEHORERHT D, LARIORHER

HBECHRH LBHBFETFT —F e BERHTIHLEITRV,

e HHEEIFT—FUIMIRHT S eCID BEIMBEIE LRWGEEIX, B
_ FIEIZ DUV TEHNIC PMDA IZHRT 5 = &,
o PMDA 2L HEBETFT — ¥ ZEERKEZZIT 2RI, YEHERES
CHETAHEETF T — X R BIMEHT A Z LT TEARY,
s EERLMEBIZHEBEETFT —F2RETIGEIIREDOFIRICHE S,

5.6 HEETT —FRUHROEERE
CTD i eCTD RETHHC BB F 7 — 4 #RHET 58 481X, [HFHEFKRBOK

WEEDOEBRILOMERIZONWT]  (FAk 22 F 12 B 27 BHITRMRE

mmml%mﬁﬁ&&AE%mEﬁ%““ BB EREM) BIED 6 1T

THEEREIC, YHHBHBETFT — A IZOoVWTERIlTadZ L, Zok &, #HT
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Domain |Variable L CDISC Notes (for domains)
Prefix Name Yadagiedabg] Type Description (for General Classes) e
. Reason not done. Used in conjunction with --STAT
3L --REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
31| --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".
SV SVUPDES Description o.f . Char Description of \_vl']at happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of ; S o
M CMTRT Drug; Med, or Char Vejrbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
- Modified Reported _ |If CMTRT is modified to facilitate coding, then
G EVMOBIEY Name Clrds CMMODIFY will contain the modified text. o
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
HYPERTENSION.
EX EXAD)J Rea.lson for Dose Char De:scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT lslsg;ratsgeName Bl Char |Substance name. Examples: Cigarettes, Coffee.  [Req
SuU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substance' use consum.ptlon amount.s or a range of Perm
Consumption Text consumption information collected in text form.
AE AETERM e .Term fer Char |Verbatim name of the event. Req
the Adverse Event
A Modified Reported ~ |If AETERM is modified to facilitate coding, then
. AEMODIEY Term G AEMODIFY will contain the modified text. R
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 . . .
MH MHTERM the Medical Char Verba_lt.lm or preprinted CRF 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 ez ey Iype Description (for General Classes) Pale
' 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 @estiomNament|Char questions used to obtain the measurement or Req

QSTEST

finding. The value in QSTEST cannot be longer

than 40 characters.

(2% . SDTM Ver.1.2, SDTM IG Ver.3.1.2 LA, F0li1IT—E045 1K)
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Bl 1) AXRBOEMEHAFL ERETZOEE/RMT D56

3

HAFET—

AE RAA YV (BEFT—HE> N)

& AN IE DB

© BARBTT—HAMELLET XA MEBIZOWTEZEFXFS ( [JAPANESE
TEXT IN SOURCE DATABASE| %) %##13 % (AETERM %% HAFE CTINEE)
Row |STUDYID |DOMAIN (USUBJID |AESEQ {AETERM AESTDTC __|AEENDTC AEMODIFY [ACDECOD
_ JAPANESE TEXT IN Y
_l ABCI123  |AE 123101 ] SOURCE DATABASE 2005-10-12 2005-10-12 Headache
n JAPANESE TEXT IN . . .
2 ABCI23 |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain
. JAPANESE TEXT IN Pulmonary
[ JREI2 e s SOURCE DATABAsE |200%10-21 embolism
Row AEBODSYS AESEV AESER '|AEACN AEREL
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE EE:TJEBLY Ne¥
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |[PROBABLY RELATED
, . PROBABLY NOT
3 (cont)  |Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEQUT ALSCONG |AESDISAB [AESDTH [AESHOSP |AESLIFE |AESMIE [AESTDY [AEENDY |ARENRE
I (cont) |RECOVERED/RESOLVED -1 -1
2 (cont) [RECOVERED/RESOLVED ] 1
3 (cont) léL'CO‘VI:RING/RE.SOLVIN Y v 9 AFTER
AE FAA» (AARFET—F Y )
. AABCF— AL LT XA NERICOWTE, AAEEEDE EBRMT D,
Row [STUDYID|DOMAIN |USUBJID [AESEQ |AETERM AESTDTC _ |[AEENDTC AEMODIFY |[AEDECOD
1 ABCI123 ‘'|AE 123101 I T 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 2 P 2005-10-13T13:05 |2005-10-13T19:00 Back pain
B e Pulmonary
3 ABCI23 |AR 123101 |3 MRS 2005-10-21 bl
Row ALEBODSYS AESEV ALESER |AEACN ALREL
I (cont) Nervous system disorders SEVERE N NOT APPLICABLE :gEEL\NIIE.BLY Lot
2 (conl) Musculoskeletal and conncclive Lissue disorders MODERATE N DOSE REDUCED  [PROBABLY RELATED
3 (conl) Vascular disorders MODERATE Y DOSE REDUCED :?IEOB,A.“?I’Y I
FLATED
Row AEOUT ALESCONG/|AESDISAB |AESDTH |AESHOSP |AESLIFE |[AESMIE [AESTDY[(AEENDY |AEENRE
I (cont) |RECOVERED/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 )
3 (cont) gl:COVI;RING/RESOLVIN Y v 9 AFTER
27 o e L -
Bl2) RXDOBARBLAERY S Z EHAEETH Y, AT 2IEXFINEHEEIZXR]

‘ﬂ‘é%%?ﬁ\%é%/“\
QS RAAL Y (REFT—FEY M)

Row [STUDYID [DOMAIN _ |[USUBJID _ |QSSEQ QSTESTCD |QSTEST.

] ABCI123 Qs 123101 I QSTESTI JAPANESE TEXT IN SOURCE DATABASEO]
7 ABCI23 0S 123101 2 QSTEST2 __|JAPANESE TEXT IN SOURCE DATABASE(2
5 ABCI23, [0S 123101 3 QSTEST3 __ |JAPANESE TEXT IN SOURCE DATABASE(3
QS KAA Y (AAXFET—HF v M)

Row |STUDYID |DOMAIN _ |USUBJID _ |QSSEQ QSTESTCD |QSTEST

1 ABCI123 Qs 123101 ] QSTESTI H % CHilfi Bl E 774 ?

2 ABCI123 Qs 123101 73 QSTEST2 5 EZADIHETE ETH ?

3 ABCI123 QS 123101 i QSTEST3 Z AR LT b ER T ?
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Dataset: : XXXXX ( IXXXXX] 137 —4tE v h&)

No.  Variable *! Description *2
I 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
g CRIT 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 M 2T B b,
%2 : T OB % TR B = &
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No.  Program file name *!

Description *2

1 XXXXXX

HERYZ7 =7 OO Ver.@

FERBEH: « » THWE,

ERAREOEE N

cTFTINLy N T rANERAT BT ANFE TROTTHRET S,

XXXXX <- "8 A4"

¢ DT —E T ANERIFT I T ANTETROTTHET 5,
XXXXX<- "/S A"
s TROITETT R IT LAEETT S,
exportData(XXXXX)

J%Ebt7¢nquum)umhéhﬁx$V774w(Fou)u%

LT, Yalb—varyBD: « « 7740 (xxxxxx) 2EITT 5,
CTYURNLY R T 740 (xxxxx) &, ETHELIEZ74+0F (xxxxx) (T
RIFT 5,
s FTROTNL e L0RTEFML, BRELETU N Yy 774
I xxxxx) %I RN B, ‘

Xxxxx <- importData(XXXXX)

X XXXXXX

HFRY7 =7 OO Ver.@®
fERBEY: « « W,
B FAREOFE R :

Xl: 7 al5L67 A NVAETRIRTHZL, _
¥X2: 7SS LADHA ERYZ My, HHEMN, FRBOEBRRSE) 2RRTLIZL,
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