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B4 5 REAEN O EERICET AEARN RN, ZEESLFMEIT
E+ABELRRFOESZRMNTILEDOMFTE, A0, Batto
FEARERCEE - FREOREORLICEDLAERABRERLES
e HOMRHTIT OV TIE, ADaM F— &y bERHTDZ &, BHETS
F—Zty MDA OVWTIE, BFENIC PMDA ITHT A5 Z L X
LV, ADaM F—F kv FTRARWF—# ¥y AV TRRBIERS
EOMITREREBMMER EN TV RIFEAILSL, bR, Zattox
BEREEROAE - FROBREDCRILIZET D 2FETIC OV T, i
WROFHENTHEZ ADaM ICE- I BT — &y P REET S &,
k. RBHBERICHBENREEEA~ORZEDOICER LT
[T2oWT, BINCHETT — %€y FERIETHHEITRY,

ADaM \Zhx, HHERE L -~ULDIFHR A S Tp Analysis Data Subject Level
(ADSL) LWHF—Z ¥y hi3H Y, ADaM T—F &y MERET I
RPREICHONWTURT I ERH LTl by, £/, Adall 77—
Fey ML AEMTERE LT 57D, —iRHIC ADSL ¥ —4F v b
wEEhD, RBREMIBESCEHEINIETOEEELZETLE LR
AEE %, FRIE LTH ADaM F—F -k MeghdZé, ThonE
BoFE LT, EERICNET, Bk GRREGHEEES) . £
MiiisR (MRES) . #iR, E. ST bohimi, M, Fik B
B, BTERAERT 7S S RVBEERSRN—RATA VIZHT HRREY
BT AEENH D,

ADSL BASh D ADaM 5 — & v i, BEIE 35 & OFT ORI
UCix REROERETLVELZ LMD, EEELT —F VA4 FIC
FARNBOMEANEETHAIZ LICEETHRETH D,

ADaM F— & ¥ v MZBWT SDIM F—# k& » b EF CEFEZRA N T
LA, TOEHEORBRE, NESIIRKRE T &,

41.1.4 F—4¥y DT 7 A AFRIZONWT



CDISC #EXEIZHEYL U 7= SDTM, ADaM 5 —# ¥ » hid. SAS Institute 2%
NET BT —HEERT 4 —< v hTHD SAS XPORT 7 7 A NMEEET +—
< w b Version 520 (BAT [SAS XPORT FEEN] &\ 5, ) T, 15—
ey e lT77ANE L TRHETAZE, 28, SAS VAT AIZLD
YERERIZIL SAS CPORT Procedure HER L2V 2 &, BEAFETOREN
MEPOEY EEZONDIEK (LT TEAFEER) 05, ) 5
EhET— 5y MIBWTHREERIZZ 7 4 VUL SAS XPORT R &
L, %%y MERRRRIZCAWSOREXEE v F XUEHFEALFR %S
~$ﬁ4b*awé &

SDTM KUK ADaM 5 — & & » k LO\:\’U;’E F—Hy NG ETF AN
ZiER—ETHI &,

4.1.2, F—Ey FOERERUEOMOMMT 2 3CE
4.1.2.1 F—2Ey bOESEH

SDIM, ADaM 7 —# - v MIT 2 EBHREZIXZNFh CDISC 2Bt 3
Define~XML FERIC LV, AEDRINAEARAZ A NI — F~DER
FEDMLBRD T 7 ANMCELDEET, #ntTd57—4Fy MEFE
U7 4NFWEERATA N — B LTRET B2, ES
EBEDT7 7 A NV4L [define.xml) & 93, ERBEOARAEL LTIX, 7
—ZEy b B EHEOWMVEIME. RUOHRAESa— NclET
AERPEIND, HEESOFRITIIAA—TVa 28505 L,
 ABEEOEDITHAVLNE RBEEHIBVTERIN BB HKE
LT —ZEy Ve OBBROBBERESE THDZ Lk, BERBRT
— 2 EAWEAREBEELZHBICEDITZDICEETHBE, LoT.,
ADaM 7 — & & v MZBT A EHEITIL, 4. 1. L3ITRTEDME, ek
DEBERERROCBE - FEOBREORIWICHELIBRABRERH
BIEHDMBHICHDNT, FEREMISTAMTT — &y FoF A
SNAEEE L OEFRERTITERA ¥ —4% (Analysis Results
Metadata) MEENDIT EBEE LY, BIFEREAZFT—ZITBWT
i, BETICOW T TOIEENREENAZ ENEE LY,

o PBRBEREEFECRTINIMBTHEREL R THRESERVRR4
o fEFRORNE L EiEHEH

s HHTANRGTA—HZLa—F

o fRITHZRERDEE

s ERTAF—FEy hk

o fRMTRIGE B L a— FoEIRERE

o FETEHEEIBIT ARG TAORE., T s T b4, BITEED

LR '

o R FIBICRIET DR T 0 5 A D Hk

BRFEREAZT—ZORRIZHOWTIEFERIRY CDISC 2k 5
Analysis Results Mefadata Specification for Define-XML Z&# b
TAHIEETEN, CHEFLEDTRET S Z EBNEERBEAITIX
eCTD 1BE1 R TN eCID BBV VEENC X - TEDH B TWA PDF I & 0 BI& R
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T BRI LRTETHD, BB, EHBIRENT, WIS EAREICX
DERENTWTHELIEZ RN,
4.1.2.2 ERAT & EFHEE (Annotated CRF) .

BN X ERSHEE (BT lAnnotated CRFI &5, ) ik, CRF I
EVIREShAF—FOZERE, F—FEy MIEEN LB LA
RERTERERLEZbDOTHS, CRF OEAICHRKTHERK L LT,
CDISC 1BHEIZ M L 77— F & v M2\ Tk SDIM OEHEAWD,
IR O HFEIZ oW Tk, CDISC 12k A SDIM Metadata Submlssmn
Guideline (SDIM-MSG) 25&& L7ir 3,

RF 2 & W INE E 7 — Z I ERERRY SDTM 7 — & & v MTHHA
éhf%ﬁjéné EMNYEE LWA, BHEERAWT—FEERDH D
BAITIZ, Annotated CRF ETHRHT —F ¥ v MZEENTWRWVE
NBEMBRTETDHELHIC, FERBRVEAZT —F A FITREH
FTB2 &, 2L, FOBEBBHLNRL DI HOWTIIRERT D HE
v,

Annotated CRF 0)77’4’ AFERIX. JREI. eCID EBEIEL O CID BiRV il
X o TEDONTWVWS PDF & L, 77 A NVEIL Tacrf.pdf] &7°%
i, BAIL LTSDIMF—4 2y hERUTZ#AFITHEWTDZ L,

41.2.3 F—FHA R
ABEEXHEOEEBICLAF—Fy hORE., BEOBMRLRE
Ték EbiT Eﬁ’ﬁ%‘kié*f_ﬁﬁz/ MERRIZ DT 2 TDT —H 1B
ﬁ@%%ﬁh&uﬁm BT AL FREE T A, SDIM F—F
v PR ADaM T — & v hOFRFRIZOWT, F—FtEy FOE
HEWMZLTT —F A FEERL, R LTHETE7—FEy

FERU7 A NFITHEMUTIRETSZ L,

SDIM F—# ¥y MZETBF—F VA Ficidda< J:%LJ\T'@I,QE
BPEMAHIEETD,

o BERBR4, BREMHEEESSE

o RERRBAEEICEI T A

o AVbhiEHE HEAE, BERVEONA—Va v

o WBET—FOBH |

o T HEEAOEIMECETERN (VYT -V a VERICET D
FEA)

E7e. MDall F—Fty MCHET BT —HHA RN T ORE 5%

ENBHENEE LN,

o RERB4, BREGRHEEESSE

o (BT —A Ty MIEET SRR EICET 5B
e BAVbh7-AENE, HHIAE. BERREDONSA—Va
s BEOT—Fty PREBETIHER

o F—FEy FOERICETIEER

o F—&Ey NORHA
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o T FEB~OWEIWEICETIHE (N T - s VERICETS
)
SDIM, ADaM 7—& & MENENDT —Z FA FOERICH Y, (DISC
FECRW LT — S VA FORFR27 47— v MRS THR0s,
EEEICEDBNEICONTIL, UTORBEBEICT S LBTE S,
o SDIMTF—F &y MIBETAT—FTA
htip://www. phusewiki. otg/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide
o ADaMF—H Ty MZETET—ZHA K
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide
£3XEE, R, eCID @& eCTD Bty BEANIZBWTED b TIN5
PDF CIERK L. 7 7 V4id SDTM, ADaM (ZxHis L CEREh Istudy-
data-reviewers-guide. pdf | fanalysis data-reviewers—guide, pdf |
ETAZENREE LY, BB, T—FHFA FIZBAREBECERLTHLE
LR &R0,
4.1.3 EATIEHEONA—T g /720 T
CDISC BEMICHEML L o7 — & By PRUEHEEZER T2 THVEH
9%, CDISC ¥, HEHIFHEFE. FFEHITOVT, PMA IZBWTEITANT
AR/ N—37 = i3 PMDA O WEB U T (http://ww. puda. go. jp/) &BRT B
Zk, R, N=Ta O ANAER, FEENABERFSICRRTS
RHEA B 2 BRI 5,
E—HFBENTELRLIA—VaVBERATHIZLRELR IRV, F—
BARBRBATIER— L~V a2 ANWS 2 L, A—EERBAO—E
D RAALNZONTHDNR—L 3 U ERBLERSICE, EALE =D
a Y ROFOEBRIZOWTT—Z VA FIZBWTRIAT A Z &,
BEOBEFRROMESMERI OT — &2y MIOWTE, SERAROT
—Fy PRI NR—T g UBRBRROTHIFEETHoTH, M— LA
—Va VIZEVERR TR L, ATV a B LTRBR LA~V
VOFEREH, BRAA—Ta N OFRICHEY EE LEREZSW
Tik, F—F# T4 FiZE#T5 &,
4.1.4 HERBIROFIZONT
BE, FRBEBREDT —F2RNT 272D, L DERIZONTE
NENFEBIEIGIER (Therapeutic Area Standards) A%, CDISCIZ L ¥4
e Tn5g, BRICRERAR SN THHRBRIZOWTIRE ORELF A
THZENTE BN, ﬂ%btﬁ@_owfﬁ7~5?/%®E%%&U
T—EHA NiZiE#HTHZ L,
4.1.5 BAET—F O YFNITONT
AARETT —FINEIN, M OoEhZEF IR LEGSIC—EDER
BB EBNRS BERIZONTiE, ARETORBIALE WY
THY, BERETEH LT —F AT TBERBET—F] £Wd, ) &R
H3%5Z c':ﬁhﬁf ETHD, AAENEETNAEEMRS ST OH % Bk
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2IRT, THIZRE H DTV,

AABEEN FAS VICEENZBEOARE T —FOT—F 2y b~
OEMFIEROREFZEIFEE LTCUTOERBY &5, 2B, Fl#K3
e =T,

o HUTBFRAALY (F—FEy ) IZOoWT, BFRET—FEy b

ROCEHFES O ASCII CHESR TV AXFE Yy hOATHEE S
-y b (BT #EHET—FEZy b LI, ) O22D
T—FEy FERERTDHIE,

o HAET—Fty NIAAFEEEOLEFBEAFEL L. ThUMIZHE
BEF -ty N EA-AROERFEEDT—H LTHIE,

s BAAREF—F ey hEEEFEF—FEy MIBAFEER L ThiICK
ST ABRBELFEFIDOTF —FEOERENEREELFA—0EEL L,
Lva— R, Loa—ROERED 2207 —Fky NETR—&T5
Tk, BB, Ty hOEREEFEEFT Sy NIHT D

B OORBORT I,

o EHFF—FEy NPOBAFEEBCEKYTHETICR, BEOTF
— H TR N RFEFESCFEF ( [JAPANESE TEXT 1IN
SOURCE DATABASE] %) 2T 2Z &, 7— X ROHIRDIED,
AAZET — & 2EBOEE IIEE OV a— o TRINT 2.4
ERHBBEE., BWHEF— Sy NFOMIETH L a— FIZBNT
W E I AT H I &,

o I DHEEEEF| ( [JAPANESE TEXT IN SOURCE DATABASE] %) X1
R THE—BELTCE—ObDEAN, T—&HA FXET7T—#Ey

. boEHE (define. xml) ZHRTEZ &,

o HAERSDEMRRLa— FY 2 MECHT 5 EETIC B R
RIIIEBXFFEBMTHI L, B, BEXFIILERATIE
&, FOEBXFEVEZHRECRNTAILER D L2 01T, REBIZE
BaO A PEMNCES MG EZERY (F . [JAPANESE TEXT IN
SOURCE DATABASE 01j . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . STOHEASEL OFIGTITET—Z VA FEIIRTI L,

o BTy NEEDT ANFITEDDHI L, SDINT—4F &
v MRS % BARET — &y ME lsdtm_jl] 74V FIZED,
ADaMF — & & v MgEd 3 BARET—F 2y Mt Tadan_jI 7%
NEREDBLE, F—FEy MEARTT_NVEAIZ2>OT7—F &
v FCRI—DHDEBWAT &,

e BAZFEERSERV AL VESWTEHEREDT—FEy O
REFEDT #NVF &b, BETHITF—FEy MeBHLRWZ
&,

A, BRI LTHAES —F 2oV T SDIM R Uf ADaM & b iz BFED
BB ETORMT DL 958, HABT— ¥ 2 EDERRROT —
ZEEHBTIFENRHDZESITIE. FORMPBAZITOVTIERNC PMDA 118
HT B ERAE LN,
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4.1.6 TulIrA0BEBICONT

4.1.6.1 #HTH 0T T A

T (DISC AEXEITHEL L M E T X ICBET AT e ST AL LTI
4.1. 1.3 [TRTENME, RetoXEERRORE - FEOREDRILC
B0 2 BRI R 2 1B B T D DFTIZ OV T, a7 —F v MERA T
077 ARMERA7 075 AORMERD D, 270 7F 5 TREN
HENT A DEFAERROEFROIEREL, BIT7 V) X AOWHGERER BRI TH
D, BT DA OBRICEBWTEDEEFZT T2 L ATREREREV
NEE LTRET MBI, Ein, BEDY 7 by o7~ g T
FRET D HOTIIRVDS, a7 %R, FTLEERE (FALLA
L—a VAT A, V7 MU TROEONA—D g ) [ZET BRI
WCHRRETT—F 1A RERO TR 50 8, w7 uiffLE s S
AEHEHALTHVBES, v 7urnlSAbitCiRiTs s EAEE LD
B, vr7urnlT A A0RMBRE MG, £, T—4Fky MNoreS T
LOERE BB ERRE L TR Y 'u ' F B EORMPERM RS E
BT, T T XA AEREEEORBTE LI LR,
4.1.6.2 T L0774 A '

4.1.6.1 TRTERY, ulZ A IFEDY 7 by =T~V a A4l
BRIES S D TRV, 77 A VAT Y 7 b U = 7 MG Uik
FTEEDD L, FEEFRRNT 7 A NADEEILT 7 A MGEICET 57
BRET—F 4 FIZED3Z L,

4.1.7 #1ERER, HEKEMBRESORER CEREREROMEITICET 3

CDISC ARMEITHEIL L 7= BB ET-T— F HiTHWT
%5 T FARRER, %%ﬁﬁ%ﬁ%@&ﬁ&@ﬁ%ﬁ@ﬁﬁ@%ﬁ_@#6wBC

BEICHE U REET T — A SOV ENNT 4. 1.1 5 4.1.6 LE#HETHD
2, RHCEETAEEIE R L TIORT,
41.7.1 SIMF—FEy b

TR T A— 1%, TNEEPEENCRET /s RTT—F L LT
EBZBENAT LG, BYRET—F ERALZ PC FAL M2, B
HENT-FGENFE/ T A—F % PP FAAL ML TIRETBZ &, PC K
AAEPP RAL L DF—%t > NoOBRIL. SDM I6 loH-5% RELREC %-1E
ARUTHIA2 2 ENEE LS, SDIM IG 1S\ fE s Bt a4
W7 — & WA PETRATAZ L TELEZ L0,

7233, CDISC MM HEML L 7RIS DT —F & bE PC KA L PP
RAAL ACEB LU THRAT 2581, Fr—E )74 IZBT3FE (IC
RAA L PP RAL OERRFIE, BEEDORBREDPC RAAL L/ E PPN A
A VCEENDEROBR) 27 —2 WA FETHBTIZE, 2B, bL
—HEVF 4 ZHBTDEET, PC RAL U LHYEIR ST A —22F
BT B0,
4.1.7.2 ADaM5F—FEw b

R OR R R I BE 5 5 SR BhRE B O\ Bh e/ SRt 7 — & 2
% ADaM FEEC TR D581, BNOMIENARE T ADal 7 —F & v b
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I X BEMTHER RO THIUEL, ThbDF—F 2V E2D7—F &y b
ICEEDTHHZICHRHLTH LV,

FRATHHZ FAV V2 ADeM FER LM DT — 4 2 N & KERFFERHT ADaM TN
T UCHRET 254, EROMINCAVWET —F 2y hORHITRETH
bo Teitl, T =%y MEO FL—Y VT SITRELRATH LT
FRZEHTOHEAIE, Y7 —F Yy PEEH LA LTHATLZ LA
TE& Da

4.2 B1HERE. EREERBRSORE L CERREEEROMITICET S HIFE

FF—FECONT

[BEEREHSEIR O ETFF— & Ny r—VHAE) WO ERIGEERO B

BT — & RO 0 75 LD BRI OWT, BT~ XBEEL
TRY,

4.2.1 (RGO EFT—F 3y r—VMAE] (oW T
(B EREBEIR D BT 7 — & Ny r—URAE] X, REET7T—F%

P r 7o VAT MLV BHTBRICR—Z VYA P ETATEND

EER R T — A IR NADERO MDA BERTIZ b, XFEELT

BHTAZEEARBETHS, BB, VAT LEERARICEF 7 7/ VE

ZOEEHT AR, 3.7 BIZRLEEBY, TSV 77 A VEREHTDHZ

ETEU,

PMDA 2T TERRIERE DB TF — & Xy F—URAE] ZERT

6% WLBERERIITEREOEBY Thd, |
Study ID (F#BR%Z %R 5 3CFH)

o Ty ANNRR (TrArEET) , BB, VMU= VAT AL
T A VR AE BEINIZHTRAAT D, 77 A VRADANTNTNLER
Y,

o EHESNMTORE (SIS (EHmRRMEIBMEN) . PP (BRE
fRAT) . PBPK (AEEEZERYSEMH AR %TW)XiOWM(%mm)W
%%\Mv&mmfkﬂﬁé ) o 23, STS WIHERM Ky BIRE
AT & R D J5 16 CHENT S 7= S Bhie/ 38 ) 2T & & e,

o TrANDORABRDHBA, £7 7 ANVORBRMD T 7 A4 NV E OERE
PBETEDLOCHEMERRTHIZ L, BB, Aﬁf%é%ki%
X 100 XFTH B,

4.2.2 HIEETFT—F OBEHLRBHANFZOWT
TEHER R MBI REARAT . BE RN R OB H K E %7»%%

DEFIFINIC OV THR T REBIELL TICRT, 7238, T ORI

59 F—E v hF SAS XPORT R CRET B EIZIX, ?wﬁfy%%

L7 ANBERE—LETHI L,
2B, B 1R, m%ﬁﬁ%ﬁ%wmﬁﬁoﬁﬁﬁﬁﬁﬁmﬁﬂh%

TABBEEFF—F D5 b, CDISC BH#IZHEH L 5 —F IO TIE,

4, 1.7 PSS

4.2.2.1 1EHER e SR BN ERARAT
B AN REARATIC B S BT F — X [0 2T, ADaM B DB
AT -2y FERET SRS, BT —2Ey PROT—F Y ME
BEOHEMIITROLBY THD, -

O ftrr—FEv b
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SRMBIRE X IER S8 T A —F DBEHICAWIA T — 5 £ v FRQR
FEMETRR X IIRSIH /T A — 7 OFEH 7R AW gty —
Ty b GRS BROEHOLEZToHBEITHR) B RHT S, 7

7 ANERNE, FIZEL ToRRME 2 6h 5,

*  SAS XPORT 73 (k. xpt)

o  ASCII Format Data Files

¢ Phoenix Projects (. phxproj)

*  WinNonlin Files (. pmo, *. pwo)

® F—FtEy rEHE ,

o T4ty NEEFICE, PR EVERARUCEROAY
BHBHZ LU, Hfk4E2BBIERT AL, 2, TR
REPEEZITERYEDIBEE. TOELHU S VERTT
AT kf%bix&w

e Ty AN, BRI, eCTD @&k N eCTD szﬂwﬁ%u
TEDLNTWBPOF &322 EBEFELN,

4.2.2.2 BEFAET (BEFACES VI al—arEse, )
FREFEMC BT 2 REEF 7 — 2 21RHT 285, By —4ty b K
U7 -4ty MNEEEOHMIXTED LB Th s, |
D My —4 kv b
ERET N, BIEGETNVEEERTDBICREAIICA N, 42320 -
IORTEFNADT 0T T LT 7 A MG Ut — 2y F &R
- 5, 7y AR, I TORRBE 2 Hhd,
*  SAS XPORT 7630 (k. xpt)
*  ASCIT Format Data Files
@ F—Fty NEHESE
4.2.2. 1Q% BRI &,
4223&@%%%%@&?%7W%ﬁ(%TWKE5</\nV~
= /’S:ﬁ‘ftr )

FRRWEE R T NMETICET D REET T — ¥ 2IEHT 354,
%%&?6774 N, T—aEy NRUF—FEy NEBBEOFMIITED
LB ThHB,

O BRCHAWEEETNVOBIE, BELEERYROERE AT A—FD

B, T FERCEROBESTEDBERPIEEND 774V

77 A MG, EROBRTCELI LRV,

@ hHPRET—ZEE2EDERRBROT—4¥E v b
RBEOY T N =T O CER LT — &y ERERIIMNT
- LTWAEEIIE, YET 7 74/ (Simcyp PE Data Files (xml /%
) %) BEHTAZLEHEE LN, 2B, EOY 7 by =TI
L Ty EERUINT L TORWESD T 7 A AR, £E
DR TELE LR,
® F—Fty NERSE
4.2.2.1Q%8B+5Z &,
4.2.3 a7 ANEORENRRHENAEICSWT
4.2.3.1 {EHER R IR Eh AR ARAT
T BRI B B e/ S T I B AR AR E ST E L HE LTI
TREFHROEMITEHEOL B TH B,
16



o FEHRTNATY AL (FZIT, RYERE T A—F OEHGES)
EETREREOFT —F OBRFE, %wbt%ﬁk%TéﬁwFﬁ
FELLOTHD, B, BF7T—FEy FBEI %%ﬁ#ai
N DL (Phoenix Projects (. phxproj)® Text Output %) |
%@E%%%#é:kﬁ%bii&woit\%ﬁﬂﬁggmﬁﬁ
BENSENDHEET. ThOERHTAIZETELIARY,

e TrAABRIX, EEOHRTELIZAR,

4,2.3.2 BEMMEN (EFMZESL VI alb—varEED, )
FHERITIC BT B HEEE T T — 4 2T 2882V T, rsTF A

T A, EEREENEIENT T 7 A NVEPT 0T LAFEEEDY

Ral—va BT A 7 7 A VORI TRO EBY TH S,

O FalFhT7rAN
ERETTN, BREFNEZRWIBEO TSI L7 7 ANEHR
95, 774 VR, FIZEUTORREEZ 6D,

s ASCIT Format Data Files

@ ZEREENHAESHE T 74/ (NONMEM output %)
EREFN, BRETFNVEEROERITROBRESSENSHAT 7
ANERHET D, 774 AN, Eﬁ@%ﬁf%biztm

@ vIal—ariKBETARTIFAN
VI at—a BT E7 AL LT, YIab—ari—4F
ERRESRBIDOTT T LT 7 AV, ¥ alb—a YOERIT
BAWETa A7y ANEDPYI 2 b—Ya VERERLULERERD
BT 0 5 L7 7 A NEFRINT B, 2B, 70T LBRRETE
ROBEIL, TATY RARGPHIAFEERETO L, TrIT
LOT 7 ANERIT, EEORTEUIAR,
¥, Tul7AFEELREL, COFMTTREOLRY LT,

o Sl AERETTAFOOEMEIEEZTERTIHDOTHS,

o DR EYL, TRTILTFANEROT AT T AOURRARZED
HZEE L. BIE EBBIERT DI L. Ak, RSN
T F G AEERT AT hinoT, NRLDBES, 8RR 0
BEIT O HERRVEAIIX, EARNIL T a /T LAFREDOR
HIZRETH D,

HFETT—F %L oD & DERIZONT

5.1 HHEFT-F%L LD OBK

EHIE LT, @TOHBEEFT —Z i, DNy 7 R—VnbEBHEEIND
T LBMEEITCHB, L LN D, eCID @K oCTD BUf\ BN R T
I LD CTD 2 HRHT BHEIX, eCID Ay 7 R — 1 KR eCTD 7 4 NV 1EiE
WHBETT — FIBRAERI T 7 ANV EEHRNT &, EL, BE1H
@#ﬁﬁﬂ BIrEE T AREET T — X OBRHOFELREE T LICEER
TBHZE,
5.2 B—Z YA M XD eCID Zf B R OEE

eCID T 281, W—F N4 b HER J%Hﬁ'ﬁﬁ)&vz\%?fﬂ*
$|MEAFL, CIDZMANBEELBETI L, LERFROMIILUTOEY T
HD,

. &k B DERFEA
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RSy
BRI —EREDR]
AR, &E05|
T EH
5.3 W—Z VA b&S L7 eCTD ORH
eCID DRI H T2V . BEFIIAMFEEZF—FNT 4 b ETHRE, BR
XIFATT 5, HIEROFNILLTOREY THD, 2B, ETOEHEEIDW
TRHOZONCEG, BIRUSIAAEZRD B O TR,
o IEAR, 25 EX, FI7 N EHIZE0H
=N = A EE
eCID %5
RHERES
B (22— F)
FHFEX S
H 58 B O—fRH4A
FH Edh B DERFE4
DA NAF = 7T BB
XM A S AZ A (LD Ry T R—Y) OF =y 7Y LREKE
B ERERREREE
SRR W T 1 eCTD HfIfHR 45 OER S
o {HEF
LREERG., BWRUIASD L, BHETD €D O by b b T 30
HeWR—FNF A~ L CREL, PDAICIEET D, R—FZ 1P F LLDEE
B EBRIEIZ DV T RIRTR T, .
5.4 WR—FNYA FELUTRH I CTD D%
PMDA 1332{8 L7 oCID IZH LV A VAT = w7 RONY F— ¥ a VB ET
L., ZOERE EHIT oCTD ZFEFE DM R L BFEE ICERKT 5, oD
CRTBAYF—2 g VAR, KA L LT PMDA @ WEB H 4 b
(http://www. pmda. go. ip/) IZABRT 5 eCID BIEY — NV OEE~= 2TV
BMEHEITTHI L,
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HBELOE LTRSS DL, eCID SETHICERICRIT 5,

o HRHOBEEFT—¥ L OEKOHRZRHET 5, LLETOEHER
ZECRELEREETFT —4 2HERMET 2 LEITRY, :

o HBEEFF—FLUIMCBHTS oCID ERNEE LaWiEEE, B
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CTD X & eCTD B AT RIT Hf %%T“?%%ﬁ?é%A . THTESER D&
HEEOERROTER _ov\m (ERR 22 £ 12 B 27 BfHTEERERSE
1227001 BHMSZIFEIEAEELERBESBAMEEEREN) RO 6I1T7R
TEEREIC, YSREETFF—F I oVWTRETI L, oL & BEHT
ARTOT7 7ANVEEERBICHIRRTASEZRL, FRBRICEET S HEE
FF— A —ROFEBSHBICERITL, L., [REREROETT—
SIRIBICEET 2 BBWEHICOVWT]  (FR2TH 4 A 27 BT RAEFER
0427 % 1 SEARBEEESLRAEETHEREM 0D 2. (2) TIZ
TR A VAT AEAOCTHET U CID 2 BHT2HEIT. £0O%
ERXRUY,

6 i '
FEETF—F DREZROIMBHED 5L, RARPHIRLGESS LT
Lt CID THAI L ERDTHRWVWHDIZ-DOWT, Yikdh B QR B HRG
BEE S, THRETAFBICEVEFHCRETAZEBTED, TOHED
FAER RSB TMT R OB R B BRI oW TR T,
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B 2

BAFER R ENS TRRIEN H 5 EHEOH

Term

The DVTERM values will map to the controlled
terminology in  DVDECOD, such as

TREATMENT DEVIATION.

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) ‘ Core
. |Reason not done, Used in conjunction with --STAT
i@ --REASND Reason Not Done [Char when value is NOT DONE,
Relationship to An opinion as to whether the event may have been
=L S -—-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 COVALIL-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 \3v1.1at happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . I .o
M CMTRT Drug, Med, o Char Ve-rbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported . |If CMTRT is modified to facilitate coding, then
CM_ |CMMODIEY  |ume Char |CMMODIFY will contain the modified text. |-
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
' HYPERTENSION.
EX BXAD] Resilson for Dose Char De_scnbes reason or explanation of why a dose is Perm
Adjustment adjusted. .
SU SUTRT IS{:g:tﬁSGName 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.
Sy SUDOSTXT Substance _Use Char Substance. use consum_pt:on amount.s or a range of] Perm
Consumption Text consumption information coliected 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 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-UPR.”
Reported Term for .o . :
MH MHTERM the Medical Char Verba.lt_:m 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




Domain |Variable
Prefix Name

Variable Label Type

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

Text description of any abnormal findings. If 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.

Verbatim
PEORRES Examination Char
' Finding v :
QSTEST Question Name  |Char

Verbatim name of the question or group of
questions used to obtain the measurcment or
finding. The value in QSTEST cannot be longer

than 40 characters.

(% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 EL

M, RREE—EENR)




HIFE 3

HARET — & RO

Bl 1) BAFE @EEﬂi‘aﬁﬁﬁ Ex RO F ERMNTBEE
AE RAA v (HEHEFT—FEy 1)

AARBCT—FRELLET

XA MERBIIZOWTIXHEEXFES ( TJAPANESE

TEXT IN SOURCE DATABASE] %) %#&#1% 2 (AETERM %% HAZE CIE)

Row [STUDYID! [ DOMAINE [USUBJID[AESEQTADTLRM; Ha | AESTDIC: EENDTC | AEMODIEY. || AEDECOD:"
JAPANESE TEXT IN
1 ABCI23 (AE 1231010 |1 SOURCE DATABASE 2005-10-12  |2005-10-12 Headache
JAPANESE - TEXT IN(2005-10- 2005-10- .
2 |ABCIZ3 |AE 123100 12 SOURCE DATABASE |13T13:05 __ |13T19:00 Back pain
- JAPANESE TEXT IN Pulmonary
3 |ABCi23 AE 123100 13 SOURCE DATABASE |200%-10-21 embolism
Row |AEBODSYSY TAESEVIEH RIAEAG : il
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE DEFINITELY NOT RELATED
2 (cont)|[Musculoskeleial and connective tissue disordersf MODERATE [N DOSE REDUCED  |PROBABLY RELATED
3 (cont)| Vascular disorders IMODERATE [Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOULE L h|AESCONGIAESDISAR[AESDTHEALSHOSE ALSEIRE]  ADSMIEAESTDMABENDY ABENRE.
_|RECOVERED/
1 (cont) RESOLVED -1 -1
FCOVERED/
2 (oon) Rk ESOLVED 1 !
3 (con| ROV BERS Y Y 9 AFTER

AE RA A2 (AAREE

F—t v b)

: EKE@"@?}“—‘ﬁﬂE%L?’LT%X FNEBIIZOWTHE, BAEEZZOEEREMNT D,
Row [STUDYID}|DOMAIN} USUBIID ALSEQUABLERMEAESTD LG AT ENDT G AEMODIE Y. AEDECOD!
1 ABCI23  |AE 123101 1 it 2005-10-12 2005-10-12 Hendache
2005-10- 2005-10- ,
2 |ABCI23 [AE 123101 |2 WEH ([3713:05 13719:00 Back pain
|Z'T ABCI123 |AE 123101 3 iR 2005-10-21 Pulmonary ecmbolism
Row |[AEBODSYS! I ARSEVE T ARSERYAEACN M ADREL R
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE [DEFINITELY NOT RELAT! FD
2 {cont){Musculoskeletal and conneclive tissug disorders|MODERATE [N - [DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row  [AROUT. ALSCONG[AESDISABIIAESDT, IILﬁIlAE SHOSE[AESLIFE: | AESMIE AESEDY ATEN DY ADENRE. .
1 (conty| RECOVERED/ r "
RESOLVED
RECOVERED/
2 (conl)| R ESOLVED 1 !
SCOVERING
3 (cont)| s VNG Y Y 9 AFTER

Bl2) FRXDOARFEZERTDHI &N iﬁifﬁ'(&b@ A EFELFFI R HA

TEUNERDHDIEE

ESl

QS KAA YV (9%%&”"""_*—*?‘1?‘/ M)

Row [STUDYID:{DOMAIN: -+ o QSSEQ‘- - [OSTESTCD: *|QSTEST, B -
i [ABCI23 |Q8 QSTESTI JAPANESE TEXT IN SOURCE DATABAsI:m
2 |ABCI23 [QS 123101 2 QSTEST2  |JAPANESE TEXT IN SOURCE DATABASEQ2
3 |ABCI123  [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS FAA Y (AAFET —F &y )

Row [STUDYID [DOMAIN - ";[USUBJID' -~ '|QSSEQ .. "|QSTESTCD: |QSTEST

1 [aBCi2z |Qs 123101 1 QSTESTI Eﬁmﬁﬁéﬂﬁf ﬁn 2

2 |ABCI23  |QS 123101 2 QSTEST2 FEIEABETEET L

3 |ABCI23 |QS 123101 3 QSTEST3 SRR LT ERTT P




Rl 4
BE) F—sy Rk

Dataset: : XOGKK ( [XXXKX] 157 —F & v h)

No.  Variable *! : . Description *2

1, 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
1 = Other (missing or invalid value, dosing event, start of urine sampling)

X1 BELAEWIRTH L,
2 EERoOBRELER I L,



RIHE 5

(BE) Tu/7LFRE

No.

Program file name *!

Description *?

XXXXXX

FEHYZ7 027 : OO Ver. @

HERBE: « « TRV,

ERAROBEER

TNy R ANERIT BT 3SR TROTTRET 5.

XXXXX <- "/XAAH"

0 DT T A NVERETEZ T A NS ETROITTRIET 5.
KXXXX<- "IN AL

s FROTFETTR YT LEETTS,

exportData(XXXXX)
HELEZAVE (ooxx) WHASREZCSV T 740 ( Txxxx) ) 28
LT, YIal—varfn: » « 7740 (xxxxx) 28T+,
TRy hZr AN (xxx) ®, ETERELEZ 344 (xxxxx) 12
HRET B, :
s TROTMNL a7 L0RTEFRL, BELETY N vy b7 74
NVxxxxx) ERAS B S,

XXX

xxxxx <- importData(XXXXX)
FERYZ U275 OO0 Ver.@ i
EHRBE . » - WV,

ERFOEER ¢

M1: PRI AT P ANEETERT B,
X2 /eSS L0ME ERY 7 M7, HHABR, EHFOBERS) 2RI L.





