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1 RCEHKTAZE, El2s TAILRAL ADT—FDOBRMNER
T AEAITIE. FRNCPMDA ICHERT B Z EMNEE L Ly, '

4113 DMF—E k ‘ |

AT —& 1w M CDISC HEHEIZ BT S ADaM ITEVWER LI T 5,
BITEtHZICRHINZLSTORTIZOWT ADal 7—% v F &R
T AHRHBETIRND, FRIEICEE T 2 FEMT. BIREN (FEFME
HIZBE T 2RIRBITCEERARFMEEICET M) . BEHEIT
B3 2 TEMITOAEERICEAT DEAWNMT,. £2ECHENEIC
By 2BERRTOREERNTI2LDMINE, Ak Z2HOE
TR ERORE - AROZEORMICED DEKARGREES
DOMITITDONTIE, ADal F—F bty b2HRHETZZ L, #ETST
— &ty hO+HHEICDODWTIX, FaTIC PMDA ICHKTHZEMEEL
W, ADall F—F &y hTRAWT =7ty bZ2ANWTHRBREERSEE
 DBFREREMERENTWBEAICDH., EROHE - AEROREDR
HIZBIH BT OV TIE, SEEROBBNWEER ADaM ITE D #
WF—%ty hERETBEIE. b, RBFFRICHFEDRRE
HADORIED]=D %KLt%ﬁKDMT‘EMT%ﬁT Zty
éfm&?éb?&if;m

ADaM 1Z13. #&%%lﬂ\)b@%*ﬁéa@ Analysis Data Subject Level
(ADSL) EVWSF—Fty FRH O, ADaMl T—F Ly F2RHT 5%
REZICOWTHRT INZ2EH LTSRS AW, Fi=, ADal 7—
Fty MIE BRI EREET B0, — RN ADSL 7—F v b
b:ﬁih%\ ABRERAERCTRINSIETORLTREZSDKER

2HE, BAELTE ADal T—Fty MZEadwdIl e, ZTNEDE
%{@ﬁla LTk, #£Z8I2MA T, B FERERGEERS) | £
sk (REE) . #ig, B, B0 snzBE. el £k B
B, BFERZRT 7 IV RVEERR—ZAT71 VIZEAT 2 HBRES
RIZEAT 2280 H 5,

ADSL LASA D ADaM 7 —# 2w M. HWYE T 28 % OB ORI
CTHAREHOBRZEVBZZENS, ERECT I A RIC
EANABOREANBEETHDILIZEETIHIRETH D,

ADaM F—% &y MizBWT SDIMT—#ty hERIUCE #(éﬁﬁmfb:
HEATIE. FOERBORBYE. NEZIRKEETSEZ &,

41 1.4 5%ty b7 71 IVERITDONT

CDISC #Exe iz 2eda L 7= SDTM. ADaM ¥— %t hid. SAS Institute A%
NETBTF—FiRE T +—< v N THD SAS XPORT 7 7 1 N niE T +—
<w b Version5 R (BAF TSAS XPORT ) &WwH, ) T. 15—
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5t1%€1774w&bfﬁm?% & m% MS/ZTA ;7
%ﬂ?ﬁ@t%i%hé*ﬁ(uFrE$ﬁﬁéJ&moc)@a'
iﬂé?“?‘h’ v MZBWTHREEICT 71 VBRI SAS XPORT X &
L. =¥ty MEREBICAWSNEXF Yy NXIEFBLHFRET
—ZHARILEDB T &,
SMM&UAMMT—5t/Fk9wTi T 5t1b%t774w
HEFE—&ETBH L,
412 F—¥ty bOEEERVEOMDMET 53CE
4121 F—%ty hOFHE |
SDTM. ADaM F—#+t v MBI B EHEZITFNZN (DISC ITBTF3
Define-XML- FBRRIZ L D, RBEDERNAIEEIRAST A IV — bANDEH
EEUOM RO 77 NIZEELDELT, #HETHT—Fty MR
CT74NWVFICHEBAIAIN S — N EHITBMLUTIRET S &, EE
E2OT771I)Vv%1E Tdefine. xnl) &9 5%, EHREBONEEL TR, 7
—&tyh B, EEROWMVESE. RNEHAECT— NZET
DEBNETEND. HELZOERIZIEIN-—alizEnsl s, ‘
RABEDEDIZHANWSNHEERIIBW TR RENSHBTHER
ERFT -5ty NEODBRROEBENBA THD I L., BKART
— Y ERHWEARRBEZMNBICED D DICEETH D, Lo T,
Nl 7—4Fty MBI EEREICE, 4 1 L3ITRTANNE, B2k
ODEBEREREVAL - AEODRE ORI D 3 EHRA RS R %58
57D DENIZDONT, BIFHEREMNINT 2MFT—5 1y MR A
ENDERELOBBRERTHENERASY T—4 (Analysis Results
Metadata) MNEEND ZENEEL W, MITRERATT—FITBNT
M\%ﬁﬁKDmTRTwﬁEﬁﬁihé*&ﬁﬁibm
s BRBRBERE %Téh%%ﬁ#%éT?lﬁ%ﬁ%&UﬁT%
. ﬁﬁ@ﬁﬁ&%m@m
s FHITAHNTIA—F%ET—R
o RITHHRERDEE
s FRTBT—FEwh
o RIHSEEDLO— F@ER%E
o MEATEIEEICBUIBDMINT B, T T O I L%, B EED
HBEHS
o RFIEICHINT SMITH 70T 5 LDk
BHERAYT—FOBRICOWTIEWEERED (DISC Tk
Analysis Results Metadata Specification for Define-XML %% &
TBHIEETEY, EHEBCEOTIRET I ENRELRESIZIZ.
eCTD EAIF TN eCTD BV BN & o TED SNTW S PIF 12 & D HIRIRH
THZENTHTH S, B, EEFICBNWT, HASNHAEICK
DERENTWTHELI AR, |
4 1.2 2 FERMZREFIHREE (Annotated CRF)
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ERMZEFIHREE (AT Tnnotated CRFJ &EWS, ) 1Z. CRF i
FOREEINBET—YOKEBE, F—Fty NCEENZEHRES
RSB TERERLEZDDOTH S, CRF OEBEICHETAEHEL T,
CDISC EEHEICHEAL /=7 — &y MZDWTIX SDIM OEHKEH W5,
EROEHAEIZDNTIE, CDISC 12Xk 3 SDIM Metadata Submission
Guideline (SDIM-MSG) &E &/ 5,

CRF 2k DR ENAT —F30Ee/zfR 0 SDIM F—#% & v MIZHEM
SNTHEHEINBZENLEZL WA, #EIhBWF—5EHENH S
EEITIE. Annotated CRF ETRRHT—F vy MZEENTHRNE
MHMBERETHEEDIT, FBENBRWHEBZET—F I RITERH
T52E, EL, TOHEAVPHSHEHDIZDNWTIHREK T 2 4E
= VAN

Annotated CRF @7 7 IV, JRAL eCTD @HIK eCID Btk Vil
HZE-oTEDONTWS PIF &L, 7714 lacrf. pdf) &95
ZE, BRIELTSDIMT =%ty hERUT7HINVFIEBHT S &

4123 F—FH1 R '

RRBEEROBREBEICEST— 5ty NONE. BROEMRERE
THELEDIZ, HEKILLDT Iy MERIZH o TOT—F R
KR FRT R CHEMME ICBET 2L EEL T572D, SDIN T—%.
v FEWY ADaM F—% v hOZFNZTNIZDOWT, T—F v FOE
BB/IIMATT—IHC R2ERL, BAIELTHIBETBT—F 1y
MNERUT7ANVFIZHBMBLTRETSZ &,

SDIM F—4 vy BT T—F 1 RiZiddia< EHLTOEE

 EREEHBIEETB, |

o BREARS. BREGESERSE

o RERABREEICET SN |

o FAWnonERE, KEIFHE. HFERTEON—Ta r

o WHBET— 5 DA |

o FoIEEAOENEICETIHY NUTF—2a VRIZETS

- BEA)

F7-. ADal F—% v FZETBTF—F 11 RICBUTOHEHENSE
FNBDTENLEEL W, :

MR B A, RBREMGTHERSSE
Ty MCBEE T 2 EREBREN BT %M

L SN ERE, SHIAE, HERNTON—Ta >
BEOTF—Fty MIHBETLIHEER

Tty FOERIZET HEHER |

F—%twy hOFHH .

F— FIBEEAOQENSEIZETHHHE N F—a URERICET 553

SDTM. . ADaM F—%t v hENTNDT—F H A ROIERITHTZD,
CDISC EHEIZBWTIET—F H 1 ROEBAKRRAR T +—< v MIfEE I
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TWARWE, REHIZEDANEICOVWTI., UTOEREZ2EICT

5ZENTES,

e SDIMTF—Fty MBI BET—F AR

http://www. phusewiki. org/wiki/index. php?tltle Study_Data_Rev
iewer’' s_Guide '

o AMMF—Fty bMcETET—FH1 !

http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer' s_Guide
A&, EAL eCID BAIKEN eCTD BHRVBEHAIIZBNWTED SNTNS

PDF THERRL. 7 77 )L%id SDTM. ADaM iZxhisLCEhnZh Istudy-

data-reviewers-guide. pdf J fanalysis -data-reviewers-guide. pdf

ETBZEMEFELW, B, T—FHA RIFBERETERL THE

Lz, '
41.3 FERTHIEEDN—I 3 iIDONT .

CDISC HEHEICHEM L =T —F Yy NRUOEEZZERT HITHZDEH
9%, CDISC BR¥E, HEMIAGE. SEEZITDONT, PMDA ITHBWTRIF AN
BE/2/N—a »1d PMDA @ WEB ¥ & (http://www. pnda. go. jp/) 22T D
Z&e BB N—=Ta OZANWEIL. HEFHENRT $$%’Eﬁ?%
RH4EH H 22 ITHET 5,

F—HENTRRZAIN—Vaz2@fHTHIEE3ELZARNVWA, F—
BRIRRBANTIIH —LN—a z2H0ns 2 &, A—BREBRADO—
DRAAL ZDNWTHDN—Ta > 28R UEERICIE ﬁmbtﬁ—v
a Y RUOZOEBIZDOVTT—ZHA RIZBWTHHAT S Z &

BROBRABROKEMTOT—F vy MZDODWTI, %m%ﬂﬁw?v
—5tvFﬂﬁﬁﬂ“?ﬂ?ﬁﬂ&ﬁf@%%%f%ofﬁ\%~LEN
=g VIRWVERT B2 &, N—Pa UE—ICEBLTEIRLE=N—3
> ORREH, R2DN—Va rPoDEBRITHZVEBLEREFITON
Tl F—#H1 Ricidi®ssz &,

4 1.4 BEBEBOBREIIDONT |

B, S#EBREBREDOT — Y E2BMNT 5720, Z<DERBIZDNWTE
NETNHEBHEMEEYE (Therapeutic Area Standards) 4%, CDISCick o2y
BRENTWS, BETEENNBEINTVWAEREBIIDWTIXZOEREEZF]H
TBHZENTELN, FHLAEECZDVWTIRT ¥ty hOEBEERN
T RICREETBE &,

415 BFET—FOWMOBEANIDNT

HAETT—F Ik N, ﬁ?%h%%ﬁbfﬁbt%A I—EDIE®R
DEBONDIBNNHBEEIZDONTIE. HAFE TORENHENDEY)
Ta%@ szl TnEﬁbf;T"y (lJ\—F rDj:uuT“—y_' &b)5o ) é’f/%
B2 ENMRETH D, HABNEG TN DRI D 2EKOHIZ B
21TRTH, ZHNIZES HDOTIEA N, ’

HAFBHEEDR RAL VCEENOBAEDOHEB T —FDT—F Y b
DOBMGEROREAFEZFEMNELTUTOEBD ET S, B, B3
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Bl ZRT,

e BRETBHRAAY (F—FEYy ) IZDNWT, HEETFT—F v b
BROEEFED ASCII THREINTWAXFEEY hOATHEERIN
=%ty bk (LT T#&EFET— 5t/FJtm9 ) D2DD
F—&tw FEERTB &,

s HAET—Ftv FbiE$;§1EE®$%E$.%&L ENLANT

T BFET—ItEy ER-ABROEEFEDT I ETBH L,

« BABET—Fty NEERFET—Fty MIAABEE EENICH
BT AEBFEXFINOT—F EOBNERELFA—OHBELL,
LVd—R#%, LO—ROJEFH2ODTF—Ftw METR—&T 5%
&, B, Tty NOEREIEKET—F Yy MTHT B
HDDIRHE DA TINY,

o ¥EFTF—Fty bhOAREEEIZHYT HENE. EEOT
—Z TRARNWI & 5 D 7REFEFS ( TTAPANESE TEXT IN
SOURCE DATABASE] %) ZHMd2Z &, T—FEDHIBDOZD
aﬁmr—aé@&@%&xm@&@u:—Fmﬁwr%mvaﬁ
BERHBEE, BEFET Y2y hFORIETSHLI—RIZHBNT
UHHEENTFINERMT DT &, -

s ZOUEEE 3c7£% ( TJTAPANESE TEXT IN SOURCE DATABASE) £8) 1X1
HEBTIEI—BLTRA—0ObOZAWN, F—FH1 RXidF—%ty
FDE#ESE (define. xml) IKHRT B &,

e HAEZEFUDHMELI—RY X MRIZHIET 2&ERICIXE Y 2%
NXIIEBLFEINERMTH &, 2B, HEEEXFIHNZEEMNT 55
B, TOFEXFIEZHERRNTILEND 251X REICE
F D57 EfBN BTN R 2D (%1 . TTAPANESE TEXT IN
SOURCE DATABASE 01J . TJAPANESE TEXT IN SOURCE DATABASE
021 ) « TOHAFBELOMBMTET—F A REIIRTZ &

o HEFETF—Fty RNEFEOTANFITEDBIE. DINF—Ft
v MRS T 2 HABT—&ty M Tsdtn_jl 74 )VFIZED,
ADaMF—4 vy NS T B HAET—F 2y M ladan_jI 7+

NFZEDHB I &, 7-5t1%%&07«w%129®7 ¥yt

v NCR—DHDZHWSE T &,

e HABEHAESERWRA VIOWTHERFOF—FtEy b0
HEMED T AN IZED, BEETHT -y hEREHLERWS
Es . :

2B, BHIE LU THAET—ZIZDWTIL SDTM KX TF ADaM & Iz EEE D
WAL TORITAZEETEN,. HAET— Y 2aUBKRAROT—
5%‘:%&?‘671&#%6%‘* [ %@ﬁlﬂ—#k?b:f?ﬁu PMDA ZHH

BHRTB T ENEE LW,

416 075 L0RHEIZDONT

4161 BEITHTIOTIA

CDISC F—'ﬁk-’@ﬂ&bhﬁ%‘%‘%?T“?LEﬁ@?%‘) D97Ac‘: LT,
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Al F—% &y MERR 707 5 AROEATR 707 5 L0 2RD 5,
£707 5 Lid. TNTIENTHE OEE/EROEBRE OIS, 7Ly
ALDHERNERZEHNTHY, £TLDH PMDA OREBIZBWTEDEEET
35 2 ENTHERIBRR RS E U TRET 2 0RERRN, £ BEDOY
TR T7ON—3 VIZRETDHOTIH WA, Ty I LEER, %
AFLAEBEE (ERALEARL—a Y AT A VT ML T ROFED)N—
Yary) ZETAERIIDOWTHETT—I 1 RIBWTIRHT 52 &,
Cxr7OEFFELETOT I LAEERLTWAES, w7070l 0568
CTIRHET A ZENEE LW, 070 S S AOREAREES, Fix,
Tty M7 AOERBEENHEBEICERL TR0 7O S A
BR DRSNS IS LTI, BT YL T XLADOH M5 HEES0RH
TELUZARN,
41.6.2 OS5 LD7 71 IVER
41.6.1 TRITERD, 7D07AM%E®V7F@IY%A~/a/k
- BRETHHDTIIRWA, 771 IIVAIZIEEITY 7 b 7T Uik
FEEDHZ I L, WEFIRNT 7 INEDOEETT 7 AVIBRIZBIT 53
Bﬂ’é?""ﬁﬁ’f ]‘ A@% t—&o

42 HIHRAR BEREEABRZEORELHEKREEEROMTICET 5HEE
FFr—FEZDONT
- THRREHEFROBETFT—F /Ny r— &) MO R RE BRI O B
BF T ROT0T S5 L EOREMRREABIIDONT, ERTNEHIEHEL
TR, .
4.2.1 RKREEESOBTFT—F/N\vr—I88E TOWT
MR EMEROBTFT— I Ny r—YHHE X, HEETT
— 5 ES—hNI A VATFARZLOEHETHIRIZR—F )L b E
TANENSEHEIRRABR T IRENBEOERN S PMDA 2MERT 5 &
N, XEELTRETAHILEEIRETDH S, 2B, AT LEE
BERICEF 7 72RO T BRI, 3.7 IE WKWRLZEBD,
TSV 771V EEET B E TN,
PMDA IZBWT THREBEHOBTT —I NNy r—HBE %
T DB ERERIITROLBDTH 2,
o Study ID (BFRABRZHER T 2XF5) :
. 774»Ax(774w%éﬁw) 1A NIyl Ny S & o
MET 7 AR & BB HEARAD D, 771 IVSADAS
BN,
e I NMATO™EE (SIS (*“-‘élﬁ’lf;%%ébﬁﬁﬂmﬁ) POP (Ef
- IREIAT) . PBPK (EEZEREEMIEERETT V) XX Other (£
DOft) DONE, BEERWTANT S, ) . 728, SIS ITIIERE
mm%%%*%ﬁ&ﬁ%@ﬁ&f%ﬁémtﬁ%ﬁﬁu@H%Q
HEEE,
o TP VDOREDHE, &7 7 I OHRDMDT 741 EDHE
BRENMFETELLDICHMZRETSHIE., BB, ANNTES
CERARXFEIT 100 XFETH B,
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422 HEBF—FOEANRBREASICIONT ‘

BEYER 7R SR B RBARAT . SR FIRAT R OV B B S R EE 5 %Tw%ﬁ

@%h%ﬂkjhf@%?«%?ﬁéuTLTﬁoE% fEAT DREIEI
57, F—%t v k& SAS XPORT ﬁ’i&fimm’é'éﬂ}%’é s F%
ETFMINARE—ETB L, ‘

4.2.2. 1 BENLEYBRMEN : ‘

ADaM EASV D TR CREHER) 7 SE B REARAT | %T%$ %?7-5%%&?
LBPRITDONT, T —Fty NRUT—F 1y NEEZEOFHMIT RO
EBODTH 5,

O mrF—Ftv b

TR BFOWTNAOKRE TS Z ENEE L,
e  SAS XPORT 76X (+. xpt)

» ASCII Format Data Files

«  Phoenix Projects (. phxproj)

e WinNonlin Files (* pmo. *. pwo)

C>T~5tjbﬁ%% - R |
F—Fty NEBREICIE. PR ELERERVEKOHAE
EHBZEEL. KA ESEIERT DI &, 2B, HITH
REBESSCREND D HEIE. %@a&#ém—vE%T?
5T ETEUXARN,

o Ty, @mleﬂDﬁﬂ&UeﬂDmﬁm@ﬂLio
: TEDSNTWBPIF ETBZENEELY,
4222 BEFERRT (EFINVIRETIal—2 a3 280, )

RHEMFATICBE T SHFEETT — 5 2RIET2EEIIDODNWT, Fthr—5
t/b&UT—ﬁt/Fﬁ%$®¢WMT£®&%DT%é
D mirF—Ftvb

77 1VERIE. LFOWTILORRETE T &ﬁ%&bm
o SAS XPORT &3\ (. xpt)
e ASCII Format Data Files
@ Tty rERE
e F—HFtvy MNEZBBITE, PR EHEBRALARVEROHAZ
EHBZEEL. KA ESBIERT A&, 2B, BTk
HRE R EBNDH D EA, %@E&*%&—V%%%T
5T ETELXARN,
o Ty )AL, FEAI eCTD WA N eCTD B W BANIZ X o
TEDLNTWBPIF &5 ENEELW,
4223&@%%%%@%%%7”@%(%TWK§D</\1V—:
arEgv. )

A RS B o TV ATICEE T B BT 5T — ¥ 212 T 2154

OWT, BINTB 771 T—F &y hRUT—Fty MEREEFDF
I TROEBDTH S,
D BICHWEETINOEE, RELZEYFOEEITA—FOD
. R FIECHROBRESTEOERNEEND 771
77V EEORATELZ AR,
@ mMYEET—IEE2EVHEKRABROT—F Y
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BEDY 7 NIz 7 TR TEDLSIIT—¥ 2y b &2ERXIIMNT

LTWBEAITIK. HZET 7 7-1)V (Simcyp PE Data Files Gml %

R) &) 2EEITHIZENEELN, BB FEDYV T hUx7HIZ

F—&ty NEERXIIMTU TWAEWESED 7 71 IIVERIZ. £

DR TELUX AR,

C)T*ﬁt/bm%%

‘ F—&tw FEBFEITIK, PR EBERABRVERDOFHHAZ
EHsHTEEL. %ﬁ4é5%t¢ﬁ@%:&omﬁ,%ﬁ%
RBEBZICHLENHIBEE. TOREZUR—TVEHRT
HZETHELZZAR,

o 77 ERIE, FEAL eCTD BAIKU eCTD Eﬁ‘&bs@i‘ﬂ
TEDLENTWBPIF EFB5ZEMEELW,

42.3 Tnl3LEOREHEIHNSIIONT |

4.2.3. 1 FRENZEYERENT

SEYENRE ISR/ 12 Bﬁ@‘%ﬁi@*ﬁﬁﬁaﬁl&i%h THEU TR

TREFHROFMITRLDOEB D THS.

o BHETINIUZL BIZIE, EWBE/SSA—5OBEHHES) ©
FEETERMOT —4F OEIKWE, Eifi L /=TI BEd 2 5 EH
EEDHDTHS. B, iy —Fty NERICUKERNEE
N5%4 (Phoenix Projects (x. phxproj) @ Text Output &) X
FOEEWHRTDHIETELXARY, /-, MITEIHEZEZIZYZ

- TEBNSENDHERIL. ENSERNTEHIETELIARN,

o Ty lEBRIE EEOEBRATELIZAR N,

423 2 BERFT (EFNWICEILVIal—alzgd,. )

REFFATCET 2RFEET T — 5 2RRHT2H/ITOWT, 70 A

T7 1), FERERSEAESNE T P ANROTOY S AFIEEEDS

2al—3a kBT 57 71 IVOEI TR LBV TH 5,

Ol INVE &P
771 IVERIL. TFA 1‘774)1/}15:‘&2:?‘% EMEFEL,

@ FELMEERMNHMAEINZT 7)1 (NONMEM output %)

7 7 1VERIL. EEOBRTELZARZN.

® >Ial—ya ikBIs771I
771 VERIT. EBOBRATELZARN,

£k, 7075 AFIEEOHHEITROEBDTH S,

o TOUILEETTEHEOOHMFIEZLEHTADHOTH S,

o Ml ED, TOYIATFANERITOY S AORHEED
5Z&EL, s 2BEBITERTHZE. BB, RSN E
TS LEEATRIIHIo T, NRAKDIEES, Rl
HEZT O BHENTWEEIZIX. %ZIRE‘J w270y o AFIEEZEDRE
HIITETH %,

b, HEETT—Y%& el EDBHRIZDONT
b1 HFEEFT—¥% & eCTD OBIR :

FRIEL T, 2TOHFEETT -1, (DN I R—nE68REIN5S
ZENBEYITH B, LML S, eCTD @K eCTD BRFVVEHITRT A
HEIZXD eCTD ERET A8, eCTD NNy 7R — 2Kk elTD 7 4 )V kil
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BT F— 5 TR B BB T 7 L EEDRNC &, R, 51
DRI EE B 1 BT 5 M BT — 5 ORI O A B BREE T = 12w

52

&

5.2 R—F)I YA Mk (D ZABFSOME
eCTD 2RI BHIE, R—FILTA M SEANTRH TE H RSB ERE
®EAHL. eCIDZMNES %H)l{%r“é‘é Lo BEREROFIILLTOHED T

b5,

HEEmE DRGESA

HEER

FRHEXII—EHFEORN
IEAR, 2505 :
RHTER

0.3 ‘1‘"5’)1/‘&4 k%4 L7z eCTD @ﬁtb’
eCTD DIR/MITH 2D, HFFEHE T INERZR— S’)l/“b‘/f ~ ETEE&, ER
XEANT 5. AIMEROFIZUTOEY TH S, 2B, ETOHEHHEIZDWN
TRIEDZNTRE, BRUIANZRD 5 BD TR,

EAR, 2%, EX. RFT7 K, %@K%@EU
F— b1 ZHES
eCTD Z (/T
fRHEG SRS
BERX @—F
RS
Eﬁ‘ﬁnn HoO—RHI%H
i B OIRGESA
TAIVAF oy 7 2B BRHR
MLA AT A @IDNyIHR—2) OF ﬁ'b‘ABQ#({E
EhEMERRERBE
FEHLUE R eCTD BefiH S OEAE T
e :

FaResg, BRXEBASLEE, 28T 3 (D Oy LRIV T %)V
FrER—=F IV b ETREL. PDAIICEET S, F—F )1 M EDEE
BRI DWW TS RT . |

54 R—F)IYA bEAUTREEZNZ eCTD D8 .

PMDA 13Z{E L7z eCTD ML IAINAF v 7 RUNY F— 3 > 2EfT
L. TORELEDHIZ eCTD ZEVEOFTMEREHFEHRITHEKT 5, eCTD
WWXHTBINYF—2aHERX. FRAELT PMDA @ WEB ¥ &

(http://www. pmda. go. jp/) IS % eCTD WY — I DEEIET =TIV
EEBEIITHIE, , .

5.5 eCID 51 7941 7V EHEETT—5 DBtk

HEETT — Y IXHBREIZRTIREEHO—HTHB Z c‘:7b\b B EE
FF—AEEE Gam, BHREXIIHER) T84, (D &HKITTHZ &73\
HWY)TH D, e(ID LHFEETT Y ERITTRIETL25E. 3.3 ITRTHHE

EBTT—

FIRBAMERZEETHI LT, YEHFETT — & LHET

3 eCTD ORENTIRER S, HHBTT— 5 2RINT 51CB2D. BFO

RICEE

TBHI &L,

@ eCTD #IEHR ISR T 2 BT T — 4
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FIER I BT 5 g %?7—5&ﬁmb PMDA 2 & HISE BT —
2B 22T 817, PIERHICEET AHEET T — 5 BN
Hg a2 EIFTERN,

@ BRATHTIEECHRNTIHEETT —F :

BRI TEEICHRATIHEETT 41, HED eCTD 12HE
HERBLEEXET, MEORMERELTR—F YA b2 LT
95,

® wm&gﬁ RETO2HEETFT—%

- LRE@TRIH LU Z#E %?T“&@DEIMM#eHD&Jﬁ
BB HLOELTRDEHDIE. eCTD BETHICERICIRHET 3,

s BIRHOHFEETT Y LDENDODHERINT 5. LLETOHRE HERE

BETRHEL-HEET T — Y 2HERN T L4EITR N,
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A 2

HARENEENS RS D SEROHA

Term

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

TREATMENT DEVIATION.

Domain ~ [Variable . CDISC Notes (for doinains)
Prefix Name Variable Label Type Description (for General Classes) Core
. : Reason not done. Used in conjunction with --STAT
H . : :
pEii] REASND Reason Not Done |Char when value is NOT DONE.
- Relationship to ~ |An opinion as to whether the event may have been
23T | --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
CcO 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 of . Char Description of vyl:nat happened to the subject during Perm
Unplanned Visit an unplanned visit,
' Reported Name of ‘ . . ..
cM CMTRT Drug, Med, or 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
M |CMMODIFY e Char | 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 Reason for Dose Char Describes reason or explanation of why a dose is Perm |
Adjustment adjusted.
SU SUTRT g:bp:gzgeName 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 Substancg 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 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 . o » .
MH MHTERM the Medical Char Verb'flt}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 . CDISC Notes (for domains) .

Prefix Name 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 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 QSTEST Question Nahle Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer

than 40 characters.

(2% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LAFE, sC#kiZ—IREHR)




A 3

Bl 1) HAFEOEE
RAA 2 REFT—
TIREKEL=T

AE

H AT —

HAET — 5 OB

FLEUA R E%E”\‘ﬁ‘d‘%@ XERWMTOEE
Ftyb) o

FAPEBIZDWTIEZHEGEXFF ( TJAPANESE
TEXT IN SOURCE DATABASE| %) ‘é%fm‘é (AETERM £%H 2!§

i TLE)

Row |STUDYID |DOMAIN. |USUBJID JAESEQ . |AESTDTC - - |AEENDTC ' .. |AEMODIFY |AEDECOD '
JAPANESE TEXT IN
1 ABC123 AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12 ‘ Headache
' JAPANESE TEXT IN ] ] )
2 ABCI123 - |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain
‘ JAPANESE TEXT IN, Pulmonary
3 |ABCIZ3  |AE 1231003 SOURCE DATABASE |*005-10-21 embolism
Row L AESEV - |AESER |AEACN . |AEREL : S
1(cont)  |Nervous system disorders SEVERE N NOT APPLICABLE E]EEI]-:TTT:-SLY NOT
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |[PROBABLY RELATED
3(conf) |Vascular disorders MODERATE  |Y DOSE REDUCED |TROBABLY NoT
RELATED
Row T : |AESCONG AESDISAB?J-_AESDTH AESHOSP|AESLIFE |[AESMIE [AESTDY ' [AEENDY |AEENRF
1 (cont) RECOVERED/RESOLVED . -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) gECOVERING/RESOLVLN v v 9 AFTER
AE KA Y (BAHET—5ty 1)
- HERBTT—FWELETF Hﬁﬁkjbi‘ﬂi Eﬂiuﬁ%%@ii*ﬁfﬂ@‘%o
Row |STUDYID|DOMAIN [USUBJID [AESEQ. [AETERM |AESTDTC - |AEENDTC . |AEMODIFY |AEDECOD
1 ABC123 |AE 123101 1 T 2005-10-12 2005-10-12 Headache
2 ABC123 |AE 123101 2 B 2005-10-13T13:05 |2005-10-13T19:00 Back pain
; : . Pulmonary
3 |ABC123 |AE 123101 |3 Vg 2005-10-21 embolism
Row AEBODSYS: = 7 72 |AESEV AESER {AEACN : " = |AEREL ' G
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE EE{%!;ELY NOT
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 AEOQUT . |AESCONG |AESDISAB |AESDTH |AESHOSP- AESL]F'E}" AESMIE [AESTDY|AEENDY 'AEENRF:I
1 (cont) RECOVERED/RESOLVED -1 -1
2 (cont) REC_OVERED/RESOLVED 1 1
3 (cont) gECOVERI’NG/RESOLV[N v v . ’ 9 AETER

Hl2) BEXOHAEEERTSZ c‘:?b H#ETHO., FHTHEEXFIEZMEEIZKG
THNEND DEE '
QS I\“)(/f/ (%ﬁ?'f oy }\)

Row__[STUD DOMAIN. |USUBJID © [QSSEQ = [QSTESTCD [QSTEST | = i v fo 2ot a g
1 ABC123 __ |QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO]

2 ABC123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2

3 ABC123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS RAALY (HARBT—FtEv )

Row |[STUDYID- [DOMAIN = [USUBJID  [QSSEQ QSTESTCD [QSTEST '

1 ABC123 Qs 123101 1 QSTESTI HZ THEZEETETH ?

2 ABC123 Qs 123101 2 QSTEST2 ESEANIHITEETH ?

3 ABCI123 QS 123101 3 QSTEST3 SCTHREL THFGTIN?




BG4

(B5) Sty hEES

" Dataset: : 000K ( [XXXXX] BHF—2 1w M)

No.  Variable *

Description *?

! 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 _depehdent 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 ERAEEBT D&,
X2 BROHAETLRTZZ L.
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&%) Fuy5ATES

‘No.

Program file name

*1

* Description *?

XXXXXX

EFRYV7hT27 : OO Ver. @

FERBER: - - TRV,

EROBEES

T |‘7’J 1‘774)1/’25‘4'73'3‘7 T NYEFTRDITTHEET 5.
XXXXX <- "IN A"

s DTF=FTFANERET BT A NTETROTTHEET 5.
xxxxx<- "IN AEG" :

. FuE@ﬁiT?’Uﬁ?Aé?ﬁ'@'%o
exportData(XXXXX)

HBE LTIV (xxxxx) ICHAZINZCSV I 7L ( Txxxx) ) ITx

LT ¥Ialb—Ya @D « + 771)b (xxxxxx) 2ETT 5,

cTUOURNTY N T 74 (xxxx) &, ETHRELEZT7 IS (xxxxx) |

RET S,

. TuE@fTﬁ‘b?’Dﬁ?A@%ﬁEﬁﬁﬁb BRELETON Ty T 74

b xxxxx) ZFeHZ AT B,
xxxxx <- importData(XXXXX)

XXXXXX

RV 7box7 : OO Ver.@

ERER: - - < ITHW=.
ERBEOEE M

LTI ILT P ANRERBRT BIE, o
X2J7D77A®m%(&WV7F¢17\&mBM.&mﬁ®%ﬁﬁ%)éﬁﬁ?ézao



