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CDISC #ZHEIZ¥EHL L 7= SDTM, ADaM 5 — &tz »» i, SAS Institute 3
NBET BT —HERET +—~ > b TdH B SAS XPORT 7 7 A VMERiE T 4 —
<> b Version5 = (BLF ISAS XPORT JE=] &9, ) T, 15—
FEy b2 l77A0VELTRHTAHZ L, RB, SAS VAT AIZE S
YERRFFITIL SAS CPORT Procedure i3fEFI L2V Z &, BAFETORIMIS
WHEPOHEGIEEZONAEHK (LT THAEEA] LWo, ) »¥E
ENDT—F Yy MTBWTHRERIZT 7 A A SAS XPORT R &
L, 7—4%%&y MERRRIZCAHWO =X FE vy P XIF LT EST
—ZHA RIZEhBT &,

SDTM O ADaM 5 — & & v Mz oWk, F—F By ML 7741
ZIER— L9352 &,

4.1.2 F—4ty FOEBZFEBERVEOMOFRET H30E
4.1.2.1 F—F ¥y hOEHE

SDTM, ADaM 7 —# %t » MZET I EZ BT LN EH CDISC 1285
Define-XML BERUZ LV, RNBEDRRNBFEBRAZ A NV — F~DER
EELXMLBROT7 7 A MZELDIZET, METE37 4y bEF
CT7ANFICYUFBAZ AN — PRI L CTIRHT A Z L, B
EB2OT7 7 A NV4I1L Tdefine.xml] £33, EBEOARELTIE., 7
—FZy b, B FHOBRVEDIE. ROKEHIAEC2— FIZEYT
HEBNIEEND, HELZOBRIZIIN—Va 28052 L,

ABBEEOEDICAVON D HEERHIBW TR R IN S HBITH R
LT T — 5y PEOBBROBENRES THDZ LT, BERART
— X EAWEAREESHIBICED I ZDICEETHD, Lo T,
ADaM 5 — % ¥ v MZETHESEITIE. 4. 1. 1L 3ITRTESM, etk
DEERFEREOAE - AROBREORIICEE L 2 HERRBER 25
57D DIEPTIZONT, EITFER LT 2T — & vy MR A
SNAIEEEL OBBRERTHBITHERA ¥ T —4# (Analysis Results
Metadata) NEFEND T ENEE LV, R A T —FiIZBWT
I, BT OWTUTOEANREENDEZ ENEE LV,

s IBRREREBIIRRINDIFIERE T TREEEFERURR4A
o FRNTONE L EiiEh

o FRTAHNTGA—HLLa—F

o fRMTRISR L T2 BB

s FHTAHT—FEYh

o fRMTHMHRLIND L a— FORNEYE

o MEATETEEICBIT ARIST HRE, T ST A4, BT HIED

LR
o ETHIEICHIGT TR T v 7T ADOHRK
TR A T —ZOHRICOWVTIEAEERRY CDISC 12X 5
Analysis Results Metadata Specification for Define-XML #Z&%& &
TAHIELETEHEN, EEBRED TRHT S Z & BEEEREEIZI.
eCTD 3EAN 2 Y eCTD BBV MEEINZ X o TED BTV PDF IZ & 0 B
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THZENARTHD, 2B, EREICBWT, HAEN HBAERE
DRI TWTHELI X,
4.1.2.2 HERA & EFIMEE (Annotated CRF)

IR X EFIHREZE (LT lAnnotated CRF] &\ 9, ) I, CRF iZ
FOYREENBZT—FOFKER L, T—FEy MCEENLIERE X
RS TERERLELDTHSD, CRF OEBICHINT 2EH L LT,
CDISC 1EHEICHEWL L 7= T — F & v MMZ oW TIE SDIM OE#E v 5,
HEROEE FFEIZ DUV T, CDISC 12X 5 SDIM Metadata Submission
Guideline (SDTM-MSG) 23&E L7253,

CRF IZ X VW INEEN=T — X IXFREZR2R Y SDIM T — & & » MIHHH
ENTHRHEINDZEREFTLWVA, BEHER2WT—FEHENH S
BA1Z1%, Annotated CRF R CiX#EHT —4# &> b ’aiiﬂfcb\fib\‘:‘
BoMNBFEFRETDHLELELIZ, BENRVWEBEZT —F A NIZE#R
?5:aotﬁb‘%@ﬁmﬁ%amﬁ%wmowrm%ﬁféﬁﬁ
172N,

Annotated CRF @7 7 A VHERIL, AN CID mE& T eCTD Bfy i@
HZX>TEDONTWS PDF & L, 77 A NV4AIX Tacrf.pdf) &9 3
T, FAIE LTSDIMT —%ty hERUC7ANFITHRATHZ &,
4.1.2.3 T—HHAF

ARREEROBERIZLITF— 2y FONE, BEOEAEZBE
#5&&%_\ HBHFICLEZT — ¥y MERIZDHTE> TOT—F1Z
YEDOF R O HEYLMEIZ BT 2 E FE &3 5728, SDIM 7 —%
y FEWQ ADaM 7 —F v hOZRENIZONT, T—F &y FORE
BEWIMZTT—FHA FEERL, RAIE LTHIST AT —F &y

MNERIUZ AN L TIRHTHZ L,

SDIM ¥ —# &y MIBT BT —F A Nicidd2< &L TDIEA
BEahdbiLlts,

o BHERRA., FREMHEEESSE

o FRIRABREEICE 4 50

o AVbh7/-iEYE, HHIFE. BERREONA—Va v

o WERET—H OFHA

o F—XIBEHADUERMEICEHTAHA (RN F—va URERICETS

)

(72, ADaM F—F ¥y MIBETET—Z A NIZIZBLFOEE BE
FhaZ ENREELY,

o [BEERA., BPREMHEEESS

o fEITT—F &y MIEET HEBRAKRREEIZEE T 2HA
o RAWbLh-IZEHE, HEIAE, BERVEONN—Va v
o BEOT—FEy MIHBETHIHER

o FT—FEy FOERIZETIEER

o F—X¥&y hOHH
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o T HEWE~OUWEIEICEHTARE (N F—va URERICET S
AR
SDIM, ADaM 7 —4& ¥ v hFNENDTF —F HA ROERKIZH 0. DISC
BEEIZBWTIET — 2 VA ORGSR T —~ v MIRFESIH TRV,
FEBICEDDINEIZOWTIL, UTOBRESEITTH I LN TE B,
e SDIMT—&tEy MIETETF—ZHA K
http://www. phusewiki. org/wiki/index. php?title=Study Data_Rev
iewer’ s_Guide
* ADaMT—%ty MCETAT—FHA K.
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide
£ XEE, JFRRL eCTD i@% &% O eCTD Bl VEAICBWTED b T 5
PDF TIERR L., 7 7 A /L4&I% SDIM, ADaM iZxtis L CENEN [study-
data-reviewers—guide. pdf | [analysis-data-reviewers—guide. pdf |
L NEPHAML D77 ANBETEIENEELY, B, F—
ZHA RiZBATETERLTHELI AR,
4.1.3 (ERATHIEREDN—T 3 22T
CDISC fZIEICHEM L 12T — &y PROEBEZSEIERT HIHT-0 (#H
9%, CDISC #FE¥E, HEMIARE. FEFSITOWVT, PMDA IZBWTEIT AN
RB7R/N— 3 V% PMDA @ WEB A b (http://www. pmda. go. jp/) BB+ 3
Tl B, A=V a O ANTEL, HEENARBEEICEERT S
R A B 2 RIEZHINT 5, ‘
Fl—HNTRR S A— Vs VAT LIEELEXAVE, F—
BRRBAN T~ L= a v 2 ANWA 2 L, A—ERRRNO—I
D RAALNZONTHDN—TV a VEBRB LEBEICIE, EHLEAA—Y
3V ROEDOBABIZOWTT —Z A RIZBWTHHAT A Z &,
BEOBRBRBROKEMTDOT — &y MZoWTik, FEERRBROT
—Z 2y BRI N—Ta UBRBRRoTHWBEETH-oTH, HE—L=A
—Va VREVMERT B Z L, NV a I L TCBIRLEAA—T g
VOBREH, BRAN—TarhbDEBRIZHI-VEE LK% izon
T, T WA RiZie&k4+52 L,
4.1.4 BHREFEROZELETONT
BE, FERBEEBSEEOT —F 2B 5720, L DEBIZONWTE
NENZEBEEAERE (Therapeutic Area Standards) 2%, CDISCIZ X W24
S TW3B, BRICIEEN A SN TWAERERIZOWTILZ DIEHELF A
THZENTEEN, A LEERBZONWTIET—%ky hOEBERW
T2 A RIZERET B L,
4.1.5 BAFET—F OB FNTONT |
BAFETT SNBSS, DOTNEIBICER LRI —EDOEHR
BEBRLNABNN D BELEHIZONTIE, BARFBCOTHRBLENOHY)
ThHY, BABTERLEZT—F (UUT TARET—Z] LWH, ) 2R
HEDZENFETHS, BARENEGENDAREMEN D 2 EH OB % HIE
12




2R, ZHUTERD b D TRV,

AABEEN A VICEENDIHEDRBERET —F DT —FEy b~
DI FTER ORHGEIIRRE LTUTO LB L35, B, IS
Bl %,

o HMUTHFNAALY (F—FEy P o0 T, BERET—FEy b
ROEEFELD ASCII THRESNTWAXFEE Yy hOATHERSHh
leF—42%y b (UUTF FEEFETF—FEy b £0WH, ) D2o0
F—Fty NEERTBZ L,

e HAEAFET—FEy MIBARFEEHEOAZHAFEL L, TSI
¥rrF—2vy FER—NEDERFLEDT —F LT5 L,

o BARBEBT—FEy MeTEHFT—FEy MIBAREER &ENIZH
ISt BEBMEFEXFFIDOT —FRDENERE L F—0BiEL L,
La— R, La—RDJEFL 2 o057 —F 2y METRE—&T 5
&, B, T4ty POEBEIEEFT —F Y Mexbt b
b ODBHDIZT LW,

o HETFTFT—FEy NOBRAREEBICKY T HEMCIE, EEDOT
— A TIERN T & B S 2 RBEEESCE S| ( [JAPANESE TEXT IN
SOURCE DATABASE] %) #3562 L, T—FRDHIBRDEZD,
AAGET — & ZEEBOELUNIERD v a— 2T TEMT 5 4
ERHIGHE, BEFT—F 2y bPORETH L a— Rz T
UBIEFECTFI BB T B L,

o T DHEEILFEH| ( TJAPANESE TEXT IN SOURCE DATABASE] %) 1% 1
RBRTII—EBLTEA—DObDEHN., T—F T4 FXIETF—F k>
MDEHRE (define. xml) IZBHRTH I &,

o BAEZSDEMFRLa— Y R MEITHRT 5 @RI A
RMIFEECFINEHRMNTH &, BB, REXFINEERNT 55
B, FOREXFNNEZRELICEITIMLERD 5 R HIE, KBIZE
BEOIT B2 EEBNCHEE ks Z Y (F] : [JAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TTORARFEL OB FITET —F HA FEIIRTZ &,

o BWHEFETFT—FEy NEFEDZANFITEDBZ &, SDIMF—&+&
v MZHIST 2 AAE T —F &y MI Tsdtn_j] 72 NVFIZED,
ADaM T —# & v MIxtitd 2 BAET — %y MX lTadam_jI 74
NEZEDDBI L, T—Fy MAROIFSNVAZ2O0OT—F %
v hCR—=DbDERWSZ L,

AAFBERELZEERVRAL NZONWTIHERFEDT—F 2y bD
HEFEDZ A NFIZED, BET AT —FEy F2RHLARNC
&,

2B, FAlE LTHEAHET — IO\ TIESDIM RO ADaM & 12 LEED
BMFIECTORKTAZ L ET2508, AARET —FE2S0HKRBROT —
ZERHTBTEN D ZEAITIL. ZORFE%IZ OV CTERIIC PMDA (24
MT BT ENZEELY,
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4.1.6 I AORHBIZHONT
4.1.6.1 #HTZ70 I A
CDISC #REICHEML U - HEEE 77— # ICBET 5 7 n /7 A L LTI,

4.1. 1.3 IR THME, BEMOEERFERL U - AROBREDBRIUIZ
B0 SRR R A 1B B T D OFTIC DN T, DT —&F &y MERES
277 L ROMTR 7 0 77 AORMERD D, 7077 A%, FhEh
AT F DB ERR OIBRE DR, T VY X ADOHERN /R BEYTH
D, HFLYH PDA DBEBEIZBOWTEDEFEHFEITT B L AR R O
AL LTIRHETAMELR, £, FEDY 7 hux 7o —Ya Uiz
RETDHOTIIRVD, TulT LEER, FATURERE FEF LA
L—va VAT A, VT MU TRREONR—Y g V) 12T A BRI
W TT—# H A FIZBOW TRt 2 8, ~7uzflfLizonrs
LEFERHLTHWAHA, v /u7alI A6 CiRHT2Z EBEE L
B, wrarard AORHBEEREES. Fiz, T—4Fky b7 n /S
LADOERL B B2 NMNBBERICRFE L TR Y 1 T LB AORBASEH# 254
B, FBTT AT Y RADG A HAFEEEORH TE LI LR,

4,1.6.2 Ta I AhDT 7 ANV

4.1.6.1 TRTEREY, vl I A EED Y7 by =TRoN—T g 40
FREST D bDTIIRVDS, 77 A NVBITIIARTY 7 b U = T HM+E LT3R

FEEDDHT L, TEEFHRNT 7 A4 VG DBREILT 7 A VBRI 28
BET—2 A RiZghdi L,
4.1.7 IR, FRARSKHEDBRE OB & URR R IR IR O M1 5
CDISC ARFEITHEYL U 7= HEEE 7 — ¥ Zz oW T
55 T HERRER, ERIRFERRBRS O O R R B GR ORI IZ B+ 5% (DISC
R L RFEET T — A SOOI 4. 1.1 2D 4.1.6 LEFETH S
B, FCEBET_REEFRELTICRT,
41.7.1 SDIMF—#FEv k

MBI N T A—Z1%, TN EESERNCET 2 ERTT—& L LT
LHRBNBT NG, HYBET —ZEHM LTI PC AL Tz, &
HI SV BNRR R T A — 2 % PP R AL AT LU CIRIET A2 &, PC R
AL EPP RAAL DT =4y bOBRIL, SDIM IG {2 -3 RELREC %1

FRUTEEAT A 2 EBNAE LUVDS, SDIM IG \ZESWW e ERRS E# i o2
W7 — 42 A FETHAT 3 Z & TELEZR,

728, CDISC ARMEIZHEML U - LIS DT—F ¥y & PC RAAL L PP
RAANZERR L TRIIT 256813, M—VE YT 2 IZBT5FE (PC
RAAL L EPP RAA OVERSFIR, I OBREDPC FAA & PP KA

A VNCEENDIEROBR) &7 —F T FETHATAZ L, B, L
—P VT 4 ZHATHEAT, PC RAAL U LIMEIRE T A —& 5
BT 200,

4.1.7.2 ADaM5—ZEw b

1A K ORI EE I B9~ 5 3K B AR R ORI e/ B 27— 2 &
k% ADaM FEE TR T 235618, BMOMTESRE T ADaM 7 —F &y
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12 L AR ES OThuL, chbDF—F2Z20E 207 —F ¥y
ICELHDTHRIXITIRBLTH LV,

FEMTRRZ IV V= ADaM TR DA DT — & » N & KGR R FERFIC wm%ﬁ
LU CRET 288, EEOMTCAW=T —4 2y FORHIIRETSH
b, 12120, =4y MO N —E )T 4 OB ZIRAT 2 LT
HRRIERTHAEEIT, Y%7 — 5y FeRH L ECHRATAZ &N
T& 3,

4.2 5 1ERER, BRARIEHRUBRGS O B ORI B IR OAATIC B35 FFEE

FF—FEZONT

[EER IR DB ST — & o r—UFAE ] W ONCERR S GEIR D B &

BT — 2 RO 0 ST AEOBERRRENSICONWT, LT NEEIHE L
Tiort,

4.2.1 (EERIRHMEIR O BT —F 1y r— V&) 1o T
[ERPRIKBGEIRDBEFT — X Ny 7y —VHAE] 13X, PEETFT—4 %

F=brD o VAT AL YVBHT IR —ZNVY A P ETAHESNS

Ea R EBRBR T — X RHANAEDERD S PDA BEFT2Z &b, XFEL LT

BHTAZEIIRETHD, BB, VAT LAEERARICEF 774V %

BORHETAIZIL, 3.7 IBIZRLEERBY, TSV 77 ANV ERHT A

LTI,

PMDA [Z8WC THRERERBEFIRDOEFT —F Xy r—UVHHAE] Z21ERT
6@&%%&?%1?@@&%0T%5

Study ID (&-REBRZ BT 5 3XFF))

o TFANNRR (TrANBEET) , B, F— b V= TV RTF A
77 A NN R B BBRICHE A T2, T 7 A VR ADAFNTSLE R
AN

o EME SN RITOREIR (STS (RERNREWBEMYT) . PP (REH
#EHT) . PBPK (4-FRS2HYIKMHE R %Tw)xmoma(%@m)@
%%\%%%mwfﬂﬁfé ) o 72¥3. STS ICIXIZEHERY IR MENRE
SRAT & [FAE OO 1L CRMT S TSR EhRE /3877 %ﬁ@*ﬁ% &te,

o T ANDARDOHBE, 7 7 A NVDORABRCMD T 7 A4 V& DRARE
PEEETEDLOICHMEERT LI L, BB, ANNTEIRKRIF
i 100 3XFTH B,

4.2.2 HEELT—F OREHRRHNAIZOWVWT

%ﬁ%&%%@%%ﬁ\ﬁ%@%ﬁ&@iﬁ%%%%ﬁﬁ%%?wﬁﬁ

DENFNIZDOWTHERLT REFEEZ LTI RT, R, M OFEHIC

59, F—F v M SAS XPORT Bz CHHT B BEITIX, 7~&t/F%

ETFANKZITRI—ETHZ L,

2B, B 1R, HREREMERE O R0 & OV RIS IR O AT I B
THAHRBEEFT—FD 5L, CDISC {EHEICHEI L 1T — F 12 DWW T i,
4.1.7IZE5 2 & '
4221%@%&%%%@%%

AEUER 7R SR B BRI Z B9 B BEEE T — F 120U T, ADaM LIS D=
THRMTT — %k y FNERHT D58, B —2ky NROT—F &y bE
BEOHMIITROLBY THD,

O 7 —4s4ty b
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FHENBIXIIFE N FENRT A—F OBEHICAWEET T — 2 2y PR

FBNRE X IIFE S/ %T A —F OISR AW T — &

vy b GERHEHEOCEHOAEIToBAIRRL) RHT2, 7

7 ANERIL, I ToORnE L Hhb,

»  SAS XPORT J&=\ (k. xpt)

e ASCII Format Data Files

e  Phoenix Projects (k. phxproj)

*  WinNonlin Files (* pmo, *. pwo)

&) T~&?/FE%§

T—&y MEREITIE, PR ELEELRVOEROBAE
EHDHZELEL, K4 EZBEBTERTDIZ L, BB, BT
RPEEBICTRBERDHIHEIL. TOELEHYUYR—VEHFRT
HTETELEZZRRN,

o Ty ANFERIL, KA. eCTD &K O eCTD BV ViEENIC L o
TEODHLNTWABPIF & T3 LBNEELYY,

4.2.2.2 REMRT (eFNMESKVIalb—varzgle, )

BHERSITIC AT 2 BT — ¥ 2 1R_INT 284, iy —4ty MKk
VT =4ty NEREOHFMITRENO LB TH S,

O @5 —FEy b

ERETN, BEETNEEERT ABRICREICAVE, 42320
(CRTETNADT RS T BT 7 A MG LT T — 2 & v &R
32, 77 ANMERL, FIZIZUTORRRE L 5h5,
o SAS XPORT fZ= (. xpt)
e ASCII Format Data Files
©® F—¥ty rEBE
4.2.2. 1% B35 &,
4.2.2.3 EHZENEDEERETNVENT (ETNVERESKVIa2r—Y
avikagte, )
AR SRR R E T VEITICEE T 2 BB 7 — & 2T 554,
’HT 277 AN, T—FEy RO —ZtEy NESELEOHEMIITED
LB THSD,
O BTN ETADOHEE, BRELEZEYROEENRT A —2D
&, T FRIECEROBRELSTEDBERNEENDE 774V
77 ANERIE, EEOBRTELIZ 20,

Q@ MmMHPRET —2E2E50BRRROT -4y k
WEDY 7 by =7 TN CEB LT —FEy FEERIUINT
LTWAEAITI, YUi%EF 7 7/ (Simcyp PE Data Files (ml #
R) %) ZRHIZZENEE LN, 2B, BEDY 7 vy =T Hi
T—8y MEVERSUIMI L COARWESD T 7 A AERIL, £5
DR TELI R,

® F—Fty rEHE
4.2.2. 108+ HZ &,

4.2.3 7urILE0RENRRBHARICOWT
4.2.3.1 BEHER 2K BhRBAENT

FENRE S IFE BN R/ R BT AR AR E X BT HE U TR

TREFHROFMITED LB Y TH B,
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AT TN TY XA (BIZIE, EYBRENRT A —F DEHFESE) ©
ERTRRWEOT —F OBIRVVE, i U722 5 3#HIE #
PEDLDOTHD, BB, BT —4+y NEFICYUYZBERNE E
B34 (Phoenix Projects (. phxproj)® Text Output %) i,
FOEERRTAILTELIZZRY, £i2, BITHEZSSEICYH
BHRAEENIZIBEE. TROEBHTHIZ L TELIZR,
77 ANERIT, EFBEOBXTELEZE LR,

4.2.3.2 BEMBEN (EFMESVIab—varEEl, )
I 2 B ET — & ZRHETAHBEIT O VT, v J A

T AN, FEBEERHAENZT77ANVER T 0T T AFIFEEDY
Sal—vaiElT57 7 A VORI TRO LBV Thd,
ORA=V A NN %

HERET)N, BREFNEL BT 0 ST 57 7 A NV EHR

i3, 77 ANMERL, FIZIRUTFORERNB 2 65,

o ASCII Format Data Files

FEABENHAOSINZ T 741 (NONMEM output Z§)

ERETIN, BRETNEE WO RSETENOH 7 7

ANERET S, 77 ANERT, EBEOEKXTELI R,

VIal—yaitBETa T AN

VIal—aritltTATrANELT, YIal—varir—X

EREXERHOTaTTLT AN, VIalb—Ta X OEMIZ

AN alSA7 7 A NVERY o b—v g VEERERLERKED

BT 7T BT 7 A NVEERET D, £, YIal—va ik

FOEBRICET 57— 2y MEZHAVWESGEIE, SEEREELT

— &y MEREIT S, B, u ST AREHTERWEEI,

TNAY REBRSNLHREEZRETE L, 0T T80T 7 AV

BRI, EBROFHR TELI R,

¥/, TulIAFEELRHB L, TOMITIROLEBY &45,

o T ARFEITTHEOOFEMFIRETETIHOTHD,

o Ml b, TuITTEATFANAERONT 0T T LOBAZED
Hrlel, Bs 2BBITERTHZ L, 2B, #BEHSNT
FulS AEERTHICHIEo T, NALDEEE., il
AT O RERRWEAIZIE, BERNICT 0T AFIREOR
HIIRETH 5,

5. AARHEEORFETF T —FE L D LDOBERITONT

5.1

HIEEFT—F % L CID DBER
BHIE LT, 2TOHBEFT—FIL, eCIDAv I R—UNLEREIND

T LNEEITHB, Ll D, eCID MK eCTD BV @A RT
2LV eCTD BT BEAIE, eCTD Ny 7 R— 2 KW eCID 7 4 VG
ICHBEEFT—FIRBIBER UL T 7 ANV EEFDRNZ L, 2120, FH1E
DOFATER—EICEET 2 REEFT — Y ORMHOFEEREE D LIZER
TBHIE,

5.2

R—F NP A XD eCTD ZAHE B DIE
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eCTD ZHHT 281X, R—F YA "W SLERNCRHBFER RN ERE
WMEAN L, eCIDZMBEEERETIZ L, DERFHROFIILLTOEY ¢

HD,

HEEm B DiRGE4A
FHEEXS

BRI —EHBFEDH
IEAR, B2Z0F|
RHTER

5.3 AN—F VYA &I L eCTD DR

eCTD DIRHITHT2 V. BHFEZIIMFIERE R —F NV A b ETRE. BIR
XMAﬁTéoﬁm%%wmiuTmﬁwf%é B, ETOHEBIZTHOW
THRHOTZ IR G, BIRUIA S ZRD B H DO TiER,

IER, 2%&, EX, F77 b, ER2E0H
Al N e B 3=

eCID 15

R HE

#H (72— R)

HEER S

FFE G B O—fiRAGZFR

P Sh B OIRFE4

VA NAF = 27T BH00R

M AVARZ R (CID Ny T IR—2) OF = v 7Y AREE
B EMEEEREE

SR W3 Ry OF eCTD FefliffH 24 3 D s
=

ERERGR, SBRUIAS Lzth, #/HTS eCID O Fy L7 41

FoR—E VYA h ETREEL, PMDAICEET B, f—aw#4bh®ﬁ¢
72 BBIZ DN TIRBIR TR,
5.4 WR—ZNYA FEIUTRHE &N eCID D3
PMDA 1X3Z(E LTz CTD IZH LUANAF = v 7 ROINY F—3 g V38T
b ZDfEFRE L HIT eCTD ZEAIE DM R Z HFEFICHEET S, «CID
WX T AN TF—a VARFE, BRAlE LT PMDA @ WEB ¥4 k
(http://www. pmda. go. jp/) IZART 3 eCID HMIEY — LV DOEEv=o2 T
LEBEIZTHI L,
5.5 eCID A 7V A 7 & BIFEFT—F DR
HEBETT —ZIIHEEBCRMTREERO—EHTHEZ LD, B
FTr—F2%ER (BN, BERIUIEIR) T840, eCTDZHKETT 52 LA
HWEICTh D, eCID & HFEETFT —F 240 CIRHTAEE. 3.3 IRTHEE
EBF 7 —XIRHHMEREZRHTAZ LT, YRHHEEFT—& LHET
% eCID DIFENFREL 1D, HBEEF T —F 2 RHTBIZHZ0, UTD
RICEET A Z &,

)

eCTD HJE{RHIFICIRH T 2 HEET T — 4
PIEHRHICEIET 2 HEETFT — 2 2RH L, PDA LS HBEFF—4
ZEEMS EZIT %I, FIEREICEETAHBETT — 4 iBMNRH
B EIXTERY, .

BT AEEFICRFT 2 HEEFT—4
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BEITX T D EBIZHRMATHHEETFT —Fid, FED eCTD #RHEH:
FELEESET. Eﬁmﬁﬁﬁﬂkbff~&w%4h%ﬁbfﬁm
35,
® wm&ﬂﬁu%m#é$ FETT—4
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Variable

CDISC Notes (for domains)

Domain A
Prefix Name Variable Label Type Description (for General Classes) Core
i Reason not done. Used in conjunction with --STAT
b it --REASND Reason Not Done [Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
38 --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
CoO COVAL Comment Char |can be added to additional 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”. '
SV SVUPDES Description o.f - Char Description of \yl.lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT giﬁ gtf/ﬁa Ea;le eH 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
ol CMYIODIR Name ; i 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]J . Reailson for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Reportedfiamet Char |Substance name. Examples: Cigarettes, Coffee.  |Req
Substance .
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
Substance Use Substance use consumption amounts or a range of]
2 SUDROSTXT Consumption Text Char consumption informatiI())n collected in text forrgn. Perm
AE AETERM Prcortaiermylon Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term i har 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.”
STy LR Verbati inted CRF term for the medical
MH MHTERM the Medical Char |'oroatim or preprinte ol Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVIERM 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

CDISC Notes (for domains)

Domain .

Prefix Name NEEaoTe 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 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
L questions used to obtain the measurement or
Qs RRSTEST LRI P Y (BT finding. The value in QSTEST cannot be longer L

than 40 characters.

(3% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 LI, iz —mamg)
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HA&FE T — & &5 L DB

1) BAE o)lzﬁiﬁﬂﬁjz}ﬂ AR TZDX ERNT 56
AE RAA YV (FEHEFET—FEy )
. BARBCT—AWELETFFAFMEBIZOWTIIEFEXFS] ( [JAPANESE

TEXT IN SOURCE DATABASE] %) % 1&#13 % (AETERM %% IEIZIKE “Cﬂzﬁé)

Row [STUDYID [DOMAIN' [USUBJID[AESEQ [ARTERM [AESTDTC " [AEENDTC [A]
JAPANESE TEXT IN

1 |aBC123 |[AE 123101 |1 T s [2005-10-12 [2005-10-12
JAPANESE TEXT IN|[2005-10-  [2005-10- ,
2.4 |ABCI2Z3 |AE 123101 Jj2 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
: JAPANESE TEXT IN Pulmonary
3 |ABC123 |AE 123100 |3 SOURCE DATABASE 20051021 embolism

ST 2 = A A | i ~
1 (ccnt} Nervous system dlsorders 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

RECOVERED/ |
1 (cont)| RESOLVED

RECOVERED/
2 (cont) RESOLVED 1 1
3 (cont) %%{ERB%G Y Y 9 AFTER

AE RAA Vv (AAFET—FEvy b)
: Ef%fo?Wﬁth#xbﬁﬁ_owfm BAREEZ 0% TS 5.

123101 2005 10- 12 2{]05 10-12 Hcadache
2005-10- 2005-10- i
2 ABCI123 |AE 123101 2 R 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 3 Y 2005-10-21 Pulmonary embolism

1 (cont) Nervous svst ST "INOT APPLICABLE
2 (cont)|Musculoskeletal and connective tissue disorders| MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED

AEQOUT [ AR 08
RECOVERED/| " o
RESOLVED
RECOVERED/ ' 1
RESOLVED
RECOVERING

/RESOLVING ¥ M 4 AFTER

1 (cont)

2 (cont)

3 (cont)

#12) BXOBPAFELZERT I LPEETH Y, AT DHEBEXFIIEHAICKS]
THUNERDDEE
QS F‘)‘/f/ (9%“57*12“/ )

cm 123101 s QSTESTI JAPANESE TEXT IN SOURCE DATABASEO!
2 |ABCi23 1QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 |ABCI23 [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEO3
QS
Row AT JIIGSTESTCL [0
I |ABCI23 QS 123101 L QSTESTI A% Tiﬁﬁ?ﬁ'ﬁb‘i 7*»= ?
2 |{ABCi123 |QS 123101 2 QSTEST2 FIXAPIETEETH?
3  |ABCI23 |QS 123101 3 QSTEST3 F AR L THERTTN?
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Dataset: : XXXXX ( IXXXXX] 1357—%Ev )

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

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 BEAEERBTIZ L.
X2 BROUALREBRT O L,
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(3%) Snr7LFIEE

No.

Program file name

1

Description *2

XXXXXX

Y7 ro=27 : OO Ver.@
FEREE : « « IRV,
{ERREOHEA

YU b T ANERAT BT AN R TROITTRET 5.

XXXXX < u/\"xﬁn

o DT BT ANEBRETH T ANT ETROTTHRET %,
XXXXX<; u)\“xzn
s FROTETTu LTI AEETT S,
exportData(XXXXX)
FEELET AN (xxxx) WCHAERECSVZ 740 ( Txxxx) ) ioxt
LT, YIab—=vaVBED: « + 774V (xxxxx) 2ETT 3,
T NFY R T AN (xxxxx) &, LETHELET7ANVF (xxxxx) I
BT 5,
s FTROFAMLIn S L0ETEBRL, RELET VN Yy b7 7 A

MV XXxxx) & @i T HENTT D
xxxxx <- importData(XXXXX)

XXXXXX

ERAYZ7 =7 : OO Ver.@
ERER: » « IZAWE,
ERAROEER
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