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> HFOT0"B79” [U+0030 A8 U+0039]

» v—7A " " [U+005F]

> A Tr—wAFR"-" [U+002D]

Z7ANAIIE, T—FEy MZOWTIX 32 XFLUTF, ¥+ RSO

7 AV 64 XFLUTFT (ENETHIEREF2ET) & L, HEEFROEROLY

Z RERS AT EZ LU TOXENSERTEZ L,

> TATZ77XRy bO"a" 15"z [U+0061 235 U+007A]
> HEFEDT0" B9 [U+0030 A5 U+0039]

» v—Z4 2" " [U+005F]

> NA Ty AFR"-" [U+002D]

» T—XHA K, define. xml BRIORH A L— FEEETAT -y b
EEILT7ANFIZHEMTHZ L, define. xml LHEHHNEDOHN. PMDA |27
THERPRTRIND LIICHUZAFIA N — FEERT AL,

> BT 57 7 ANBROVBARIREY 7+ VT EER LN L,

> BRAREHEGFEHROBFEETT —¥ D55, CDISCEBEHELSNOHERDT — & %
AT BERICIX, —BIE LTTFRD L S lanalysis] 74 LEDTFTD
FBERBIZ Tep) ZANFERIT, ZORITEHTIZE8EZ2ZBNE, =
DFZEIWIL, Tep) ZFNFTHFOT7 3 VFHERICEICHIBIZ RN 0 &
T5, 2B, YT —FOBMFEL LTIRST LY ZICBRE b0 T
2RV, BFEIZEL T, RRARE, 72 VFLEROT 74 VA IT4R
2 EROEEEHEIIIRD Z L, YT —FOBRPFIEICHONTIR., =
HIZ PMDA IZHHFR T2 Z E B E LUy,

E



F7 A NFOERAFIETUTO@EY TH S,

7 FIVAEE

L

mb

il

BTORBETT—FD CID HEHEICBTHZ
LERT, KT FNVFIZTMNT A NVFLSND T
7 ANEGHTIER LR,

datasets

HEEEFT —H 2T 27404,
KT FNTCTMT A NVELUNDT 7 4 Vo
HTIERLR,

[study id / iss / ise]

KRR & XA R L ICERSh D 7
FNWE, THNVFBIEEERRE —BITHBIT
X ARBAE R (studyl23, 72 ¥) &9 30, i
FroofER| (iss, ise, It ¥) 35T &,

KT AW TMNT ANFUNDT 7 A NV
DT BR,

analysis

it — Ay RO a T AT H T
F VA,

AT ANFIZCTMT A NVFLUND T 7 A NV EE
O TIER BV,

adam

ADaM & — &t v bR /T LEKNTHT
FNE,

BRI ANTWCTFTMETANZUND T 7 A VEE
HTIERHRY,

datasets

o))

ADaM F— &t v FEBNTDH 7+ VH,

programs

ADaM F— &t v M RUOKEEBOIEMIZED a7
TLEENT DT A NE,

adam_j

BHE ADaM F—F & v MRS T 5 BARET —
2ty N T D74 NE, K7+ NVHFITH

B ADaM T —HF v NUAD T 7 A VR L
T bR,

cp

EEREBEIR O REEFT —F D 9 b, CDISCEE
PN DOTR DT — X2 T DT V4,

legacy

ADaM B ChaWEfrT — 2y FRUBTr s 5
LEBWNT DT ANVE,

KT A NTIWCTFMTANEUNDT 7 A VT8
HTIERLRYY,

datasets

ADaM LS DOTEROfiftrT — 4 v P E#NT 5
T H I,

programs .

ADaM DI DR DT —#2 v PR OEERD
ERRICAR D T 7T hEBINT B 7 2 V4,

misc

analysis. tabulations DWW D7+ /LFITH
BT 5 Z EBBEETRNWT —F Y b EEM
9T HTFINE,

tabulations

WEEOT — 4 CRRICET 5 FHE — KR
ﬁ?ﬁﬁbt?—ﬁﬁyb%%%T57%w

e
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g&u

ZANE4 (9= 8

KIZANVEIZTMT 2 NVEUND T 7 4 N %E
HTI R B0,

legacy 5 [|SDIM Ao D—ERFEXDFT —F+F v 3
BT b7 314,

sdtm 5 SDIMFT—&ty hE¥HTAT L4,

sdtm_j 5 [EEFSDIMT—FEy Mextind 2 AAZEF—
Ay FERMTDEI 7420V E, K7+ 142 H
FESDIM T —Z %y NUSNDT 7 L LEREHIL
TR B 72k,

3.6 HFFEFT—FICBETHINRYF—v g 4250 T

=G NYA M UTRHENZHFEETFT— 2 L, T— X OIS
L) F—va VR ThRD, N F—a LV OfERIL, B—Z 41 k
FoE U THERICERK SIS, 28, 3.6.1 (7) ZTRIA—USER LTV
LHEEFT—ZIZONWTIL, ABHEHELRETAECIBELE LT, £T
DT —HEFRHTHZENEE LY,

T FEREROR— Z LA M ERE _%ELT_I7 IZ2OWTHE, AR—Z 4
A bWV T TR BIZWE DR EIT, BRESITA DL,

3.6.1 CDISC #ELT —H ZxfT B R) F—rg v

PMDA i CDISC #EHL7 — & IZ%f L Cix, Pinnacle 21 Enterprise & >
RYF—r a B IT5 .,

NYF =2 a VIZHAWB = ZDNWTIL, ERE~OBEEM: L ARES
BT DT —FFIAORES S, PMDA BNERNCHE T & RIRRRT — 4 0
H. RO PMDA IR BEEERBRT — 2 DR RFIAEZE LT, &1
—IWVORBERER CTEAICERERZRELTWS, EXEOEBIILT
DEBYThHD,

(7) ERLTWABRICIHEES NS CEENREB IRV L—L
FERARBRIZOWTURATH DT — Sy FOFELEDIEEICEA
e —

(1) BERLTWAEHEAIC, BRICHRBARRWVESICIMEESN S £ T%
Eﬁ%ﬁénﬁwwmw
% DHE, FEERVEETA RIZBREIZEDLN TS L—L

ThHhV, ERLTWVAESICIZTFOEREMEENRAREAREH Iz
OL\”CEFnaﬁU PMDA IZFHEE L., X BIZTF—F H A FizBWTHET

(%) if%“ﬁ LB A THMT L EDHRAZRD 2V IL—)L

B, EEL (V) 1220 Th, BERBRT—Z0EOEAND, BRD
BHRIZOWTHIRHAZRD 28B40 H 5,

PMDAIZRIT BN F—v a VOERBREOFEM, e 0 —0, BOE
@Ek%@%ﬁi:owﬂi PMDA @ WEB Y & (http://www. pnda. go. jp/) T
REALTEY, ARFBICHI > I PHEENRBEETT — X%
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Y F—3 g EITFVD, —USER L TWAERT 2 RFE LT L THERR
%479 BERH D, N— DWW TITE BRI IE X35 FTEMHEDS
HHZLICHEL, BICEFOEREER L LTV T —va e E
FTHIE, BB, VL —LVORENRHIERITIE, KEHROL—NVOEAE
Tle—EDOHEZ b > THENENTFTEEIND,
3.7 RLEHLRVEFICLY F— g VAT LOFAPREEREGE OXF
& DS DOREERE
B—A VYA MR T AOMBEROENLEHRE - BT T —F S
—lf v —Fy NG T AERRICEERBEELEHEEOL I, F—
R xA VAT AR AREERRSICES — T 2 VAT AENLTH
ST 2 ORHSTZRWETREER H D, TOHE, PMDARRIZTRAT
MBREFTH DT, HBICKELREHEEVEFRFICEGEINW-ETF 77 M /V
REOICERETAZE, £7-, BERRT —ZIRBENEZ ¥ 7RE1Y EX
(TSV 77 A V) THERR L. mbl 74 /& ERIANRICEEBELTRHETLZ
L. BB.ISV 727 ANVDERFTEIZDWTIX, PMDA @ WEB ¥ A b
(http://www. pnda. go. jp/) WZBIRBHEH T HADOTEBRTH L L BIT, 3.5 I
EHBHT—#tEy hDT 7 A MR BBREIHENVERDO 7 7 A VA& E
TH5EE,

4 RHTREHPFETT —FFICONT ‘
4.1 CDISCEAEIZHEIL U /- BFEE T — ¥ KU 5 3CFITOWT
4.1.1 BHTABT—FEY
4.1.1.1

SR ERER T — & DIRHIZEE LT, CDISC ZH#EZFIH$ 5, CDISC (T
L AR OZEHERELE N A4 K (Inplementation Guide : IG) . BAFSIK
WA IE CDISC @ WEB ¥ b (http://www. cdisc. org/) BT DT L,
CDISC 2 & v, BERRABRICBW T CREEIC L WINEESNT —#F D—
BEREBRT— Xy hOEHEL LTiX SDIM 25, f#rTy—4 & v b OE
% L L Tid ADaM 23Rt S T3, PMDA BT ANFAIREE L TAB L
TWBA—T g 0 SDIM, ADaM FAZHER (RFEEEH A NIV, HES
NEEHERNTT =42 EDRET D L,

CDISC fE¥#E L R AR TCINEINT —F 2 HERICIRET 72D
12, EIEEFE S CDISCAEYEIZ HERL L 7= IC a3 5 L W\ O JHHE S 2 8ElT
B, EERRBROFEOBRME) D, HIERICAEREICHIL L 2B
TOF—FEEPRD LN D Z & 2RHRIC, T— ¥ NERHETFIEZ
BRETAZENEE LY, B, T O EHEIAREEICEBWTLE
RERRBOT — 2 HE &7 LI bO TRV, FEERRICK
WTIETREF — 2 I REBROEF O ERE 2 T, EH oD
LM R O AR R E O R &SRR L ERER 2 RE
TAVLERDS, EEIHEL LT — 4y MEEERTHIZHTY
EEEEERBR O 3HE UTINE T BT — & ORI L W EROEREFENE
Zbh5BE. BEULLIZMOMICEEREDEEN A NICHELTH L
PEEESUIRARENH DB, BERIICPMDA ICHERT D Z &,
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1B, T—F 7y MEREHZIX CDISC BHER X U, FIAT 34
HIHAFECHEEICER SN EXELZOEEERAT I L L, 2
U TRRXF  INXFEORTEEF LRV &,

41.1.2 SIMT—#E» k

SMM?~§%y%m\EK%KGW%KJDW%ént?~ﬂ%\
RW%/3—2 3 D SDIMETISDIM IGIZH WV THE S h -5
HESHZE FAL VITHRMLCIRIHT 3, BEZICBULT, ww%:
NETHMEOER CHEERRT — ¥ 2 %H LTWAHEENH 5,
TOHETH, BETHT—F > MESDIM R SDIM 16 i2fE-7- 1
DICEST DT L,

SDIM (2B W Tk, Z$% Required, Expected, Permissible (2448
wa5°W%éht7 — I PRFENRBIEHIZOVWTIL, ZOHHIC
PPDLLTHERBYVETCOERDODT -4 2BHT2 2L, 1B,
Permissible, Expected DED 5 5, LATD G DIXFRERIR Y #2HT
L5RETHAD,

* N—RIAVT T (BBERRE, A ENLYA 2, VER, Eippk

EE. AR %)

* EPOCH designator (B§#iZisET A%
* —DIC, ——STDTC, —ENDTC E¥ME*EHIHEED. ThicwtiE+ 3

Study Day Z#% (—-DY. --STDY. ——ENDY)

SDIM X, BfGE L7 — X DEZZFDEEHBMHL., BETX Rihots
T—HEMRELIEbDREDR, WELEFT—1 ADal ¥ — & & v
(o Rl

T BEOBREOTTY, HlIEANEROERIC iImsml%
HnwadzZ e, —DYIX0Z2&EERVWI L, =& % CRF T Yes/No TF—#
PR SN TWHATYH SDIM Tk Y/N & LTRINT 3%, BAmA
HANCHES Z &

ﬁ%ﬂéﬁ% LT % DFEREICEI Y Y THHD ID %K+ 5
HDOREEE LT, USBBJID BAEShTWS, flx TSI L+
NICHE R ERBRE, EHORBRBC—AOEBREIZET 57—
FEENTHILERFAREL TH1D, A—HREICITHEER 4%
# L CRTREZRIR Y [Rl— USUBJID #¥& - L HicEET 5 - L,

SDIM IZBWT, SN BRRROHEICE T 2B H A2 KT 5
Trial Design Model @ KA A (TS KA A %) [ToWTiE, EHiS
NI BRRARBR ORI T 2B HARERE ST, BEH L Pt
W — X ERRERRBY B L CIRET AL,

SDTM Tik SDTM THE S TV WEHZ2 S 5 7= D12 SUPPQUAL &
WO —EBHOTFT -ty hERETBZ &#1%50_h6@7 2z
> Mid SDTM DE AL NCEID Y THZ LDTERNT —ZIZR LT
ﬂ%#é:&ﬁﬁ%éﬁ\%ﬁ%m&iE&%ﬁL%@Téiiﬁﬁ
ﬁm:n -béﬁgfmﬁw SUPPQUAL T, $FlcEEH A Ricie#
DRV, EBEREIC wTEE&%xBﬂéwﬁ%abé & EEt
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LTWAESIZIE, AT PMDA IZAEE L, EERICEDEHEITIET—
AZHA FICBWTHBATEZENEE LYY,

INEE UTe 5 — & OIS L - Tik, SDTM DBEFE®D FA A TS L
RUVBANRH D, DL IRBEE, BHEEICLIDIMEAD FAAL Y (B
FIHRILARALY] EWVWD, ) ZERTHILHRBOHLNLTND
DT, F—ENEED RAAL VITHEE LNV L 2R LEET,
SDTM DEIEH A RIZEVH AZ L FAL VEER LT —F 2T D
Tl ARFARAALVORBARIMBBELRoLBEBAL LT —FH
A RIER#HF B L, T, HAZLRAL ~DTF —F DIEMNE K
s BEAICIE. ERIC PMDA IZFER T B Z EBEE LV,

41.1.3 DaMT—#E > b

fEAT T — & & v M X CDISC EEHEIZISI) 5 ADaM iZREVVHERR LI 5,
FEATEHEE I T X N2 2 T ORENTIZ OV T ADaM 7 —# & v F &z
F BB RV, BEMEICET 5 EEMEN, BIRMNT (FEFHEE
BB % BIK ARAT-° EE AR BIKEANIE B\ B9 2 MR4T) . BEMEI
B4 5 X EMATOH EHAICE T 5 EAN RN, BaEaIEI
BT 2 EERRTFOEELRHNT IO OMTE. At BEfO
TEAGBEROAYE - BEOREOBRIMMICELIBRRBREREED
7= DOMRATIZONWTIX, ADaM F—& kv FEIEEHTHZ &, #/ETD
gy FOFSHEIC VT, ERTIC PMDA IR T D T R E
LWy, ADaM F— &t v hTIiEARWTF—Z & v b &AW TRRBERS
EOHETHERER SN TWAERAICL, ERoFEE, ZEtoE
EAEREORE - AROREORICE DD ZHITIZ 2V T, W%
R OEBNAEE A ADaM \CESLRIFT —F &y FERIETDSZ &,
. ARBHERICHEENBEBE~DEZOOIZER LI fFT
lZHOWT, BN — 4ty FERET D MNEIRRVY,

ADaM 121X, #BRE VL DR A & T Analysis Data Subject Level
(ADSL) EWHF—F vy biH Y. ADaM F—F kv FEREHT L%
Rz SNTH T IREFRHLRTIR SRV, Eio, ADaM 7—
By ML AR RS L T5D, —MIZ ADSL 7—F &> b
CEEND., RREHHEERCTHEINWIETOEERELZGOE LR
55%% . BRI LTCH ADal 7—Fky Megbdi L, ZhbDk
Bope LT, £ERIIN2T, Rk EREGEHEEES) | £
MR (ERER) | #ig. B, S0 bhkm®i,. . Sk, B
. IFEREZRT 77 T ROEERR—ATA VICHT LHRES
RICBETAEHD D 5,

ADSL LISk ADaM F— & & » M, BHRYL 3 B{E % O ORI
UCHEx REBOHERE EVBIZ D, ERESLT —FVA FKE
IANBEOREANRBETCHLZ LICHETHINETH D,

ADaM 5 —Z & » FMZBWT SDIM F— & & » b &R LEHZ AV T
AP, FOEHOBE, NEZFIXRKRETDHI L,
4.1.1.4 F—2¥2 FOT7 7 A NERITONT



CDISC AZHEIZ #5HL L 7= SDTM, ADaM 5 — &+t » hiZ. SAS Institute 73
KRBT BT —FERE T 4 —~ v TS SAS XPORT 7 7 A VERE T 4 —
~ > b Version 530 (LAF SAS XPORT =Xy &v5, ) T. 15—
bRl Pyl LTRENTAZ L, B8, SAS #RF Ak D
TERRFIZ I SAS CPORT Procedure 13 LRV &, HAZECOIZHA
REPOBEGIEEZXbNDEE (LITF THASBHEE] 2010, ) g
ENDT—F Ty MCBWTHREERIZT 7 AT SAS XPORT B &
L. 7—%%y MERBRICAIWO N EXFE v P RIIZE(LFRX AT
—HHA FlIeghsE L,

SDIM B} ADaM 7 — & & » MZDWTIL, 54t MG E 77 (4L
AIXFR—E35Z &,

4.1.2 7T—Zty FOEBREREDIMOMET 2 30E
4.1.2.1 F—Fky FOEHEE

SDTM, ADaM 7 —# ¥ » M 5 EH/ZEITEN-Eh CDISC I2BIT5
Define-XML BRIz XLV, NWBDERVBFARERARAZ AN — F~DER
EEUMBROT 7 A MCE LD LT, ST AF—F%+Fy FEFE
C7ANFIHEBAZ AN — PRI MLUTIRETA2 L, ©5%
EDT7 7 A NAIE Tdefine.xml] &35, EREORNEL LTI, 5
—H# v b B ZEROBRVEIE., ROKHBERSa— Ficg+
LEBRBPBEND, HEZOBRITITINA—Vare2dhdo L,

ARBEEDOTDIZHAV NS BHFFEEHI BV THRR S5 TSR
LRI T — 2y P DOBROEBNES THhDHZ L ik, BERRT
— AW AREELTMNIBICED DL DICEETHS, Lo,
ADaM 7 — & v MIBETAEREITIL, 4. 1. 1. 3ITRTHME, LeH
DEBLRFERKOHE - FROBREDRICE b A BERREREE L5
DIZODIRHTIZ DN T, fBITFER & MG T BT — & & v h2of B
SNOEHFL OBRERTIRITH SR A # 5 —# (Analysis Results
Metadata) BNEFEND I LEREE LW, BIHEA YT —H 12BN
1. BREITICOWTUTOEENREEND Z ENZFT LU,

* NERREREECRRINIETER L FTREEELEROETAL

o fRNTONAEL EhHE R

s fFATHENRTA—FLLa—F

o JRATRZ LI

s fERHTAT—FEY kL

o FRTRIRLRD L a— FORRELHE

o MRATEHEFICBIT ARG TARH., IS n s S A4, BIFEED
1BERE

o FENTTIBICKIG T 2T 7 0 7T b ORE

FENHERAZ T — 2 DOBRIZTHOWTITAEEARFBY CDISC =k %
Analysis Results Metadata Specification for Define-XML %% L
THILETEHD, EBBZEOTRHTSZ EBEEREA I,
eCID 3R U* eCID BV BN X > TEDH STV B POF 12 L 0 BRI
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FTAHZLWEAETHS, BB, EBBCRVT, FRSSEARTCEL
DIERENTVTHELI XA,
4.1.2.2 YR X EFIE4E (Annotated CRF)

HEIRA X FEFIREE (BLT lAnnotated CRF) &VV9, ) I, CRF {Z
FOVINESNATF—FOEER L, T—4Ey MCEENIEEER
RS R CEMRERLIZbDOTH D, CRF OHBIZHGT R E LT,
CDISC ABHEIZHERL L T-F — & & v MZ 2V Tik SDIM DEHE AW 5,
IR ORI G EIZ DWW TIL, CDISC 2k D SDTM Metadata Submission
Guideline (SDIM-MSG) &L 725,

CRF 12 X WIRE S N7 —Z X EERRY SDIM 7 — 4 & v M
SNTEBESRB3ZEREF LV, #HERBRWT —FHERD D
$£A171%. Annotated CRF FTITEHT—F v MIEENTVWARWE
NMBEERETHELLIL, EENRWVWEBAZT—F T4 NIk
FA- L, EEL. 2OBRENALLRLDICONWTIIERT HM0E
X,

Annotated CRF @7 7 A NMERIE, JFRI, eCID #EIKZ T eCID K\ &
Hick o TEDBNTWS POF & L, 77 A NVAE lacrf.pdf] &5
&, BRIZLTSDIMT—#Ey bERUZANMFITHEMTDHZ L,
41.2.3 F—FHA ¥ |

ARBEEHEOEEBRICLDT—Fy FONE, HFHEOEAEZ L
FT5Lrblc, HEFICLETFT—FEy MERRICHD o TOTF—F 1R
HEOF RN E OEME BT 2R Z ARE L T 570, SDIM 7 —#
v hEO ADaM F—F v hOFRFIIZOWT, T—F &Y FOJE
BEIMXTT—2HA FEERL, KAlE LTRETDTF—F &y
FERUZANAFITHEMLTRETSZ L,

SDIM F—# &y MZBT BT —FHA Riciddiz< EbLLTOIER
PEMBbLLLT S,

o KA BRL., IPRERHEESSS
o [RERABRFE BT DR
o AVLNAER, HHAE, BERVEONSA—Va Y
o  HREBRET— X O , :
o F—HEAWA~QUEINECETHEE (N T—va UVRERICETDS

FRER)

¥7-, ADaM F— & &y MBT 37— & A RIZIZUTOEB RS
FNAHZENEE LY,

o [BIRRABRA. IRREHHEZFETF
o  fETT— &ty MCEET 2K EICEE SN
e HAUnbHII-IEYE, HHEIFAE, BERVEONA—Va v
o HWHOT—FEy MIIEBETIEER
o F—H¥y hOEKRICETIHEER
o F—X¥w MO
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o T HIEEA~OHERMICET AR (N F—va VERICET S
iEA)
SDIM, ADaM 7 — &t v hENENDTF—& A ROERIZHT- 1 . DISC
BB TIIT =2 A FOEER 7 +—~< v MIEREESH TRV,
FHBIZEDDIRBIZONVTIE, UTOEEBEICT A LAATE 3,
* SDIMT—%F¥y MZBTBEF—HHA K :
http://www. phusewiki. org/wiki/index. php?title=Study Data_Rev
iewer’ s_Guide
* ADaMT7—&ty MZETEF—FHA K ;
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide ‘
FXEIL, JRHI, eCID @& O eCID B\ SEANZHB UV TED BTV 5
PDF TIER L. 77 A V41X SDTM, ADaM (Z3is L CZERZH Tstudy-
data-reviewers—guide. pdf | lanalysis—data-reviewers—guide. pdf ]
FNBEVBABERDZ 7 7 ANKETEZERNEE L, B, F—
IHA FITBABTERLTHLELIX L2,
4.1.3 fERHTIEHED -3 o T

CDISC fRYEICHEIL L 72T —F ¥y PROEREZERT B ICH -0 A
+ %, CDISC 1E#E, HEHIFHGE, SEEZIZOVT, PMDA ICB W T ART
AEZ2/S—37a /X PMDA @ WEB %A b (http://www. pnda. go. jp/) Z BB+ 5
&, BB, N=VarORANAEIL. BEENARBHERICTHT S
R4 H H & Z IR 5,
F—HFERNTRRIN—Va v 2T L HELE LRV, F—
RARRBRA TR —LieA—Ya v 2 Ana 2 b, F—EERBRNO—I
DRALANZDNTHID N~V 3 U E BB ULEEAICIE. AL A—D
a VY ROZDERIZONWTT—FH A FIZBWTEHTSD L,
BREOBRBRROFEMITOT — 2y MeOWTIL., SEEERBROS
—F Yy BRI N a VPR S TWAREETHoTH., F—L7A
—Va VITHEWVER T A E, A—Ta It L TRBR L N—T g
OBREH, RN a b OBEHICH I 0 FE LIRSz on
TiX, 7—& 44 RicE#T 3L,
4.1.4 BHRABFIROEREZONT

BIE, BRBERBEOT —Z2HBMT 2570, £ DEAICHONTE
NENEEWIZENE (Therapeutic Area Standards) 7%, CDISCIZ X ¥ /A
PRSI TS, BEICEENAB SN TWARBICOWTILZ DY 4%
THILHRTEDLN, FALEEEICOWTIET —#Ey hOFEZER Y
T—H A RiZiE#+ 3= L,
4.1.5 BAREF—F OBRYFNITONT

AAGECT —FINESN, hoFNEHEE ICLH LG aIC—EDEH
PR DN BN H BEHICHONTIE, BARE CORBMBNHE)EY
THY, BABTREH LT —F UTF MBLAEF—F] L1y, ) 2
HTDZERFARETH D, AARENE I D FTREMED H B T8O 6 % B
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QITRT ., ThiZRD b O TRV,

AAZBHEAR FAAVICETNWAHEOARET —F DT —F Y b
@%%ﬁ%&@%&ﬁ%@%%kbfﬂ?@&%@k#éu&ﬁ\%%3
Wil &R,

o HUFBRALY (F—FEY P ZO2NT, BHEET—FEv L
B OSEFED ASCII TRESN TWAXFE Yy hOATHEEIH
feF—2Ey b (BT [EHEETF—FEy b W05, ) D200
F—ty FEERTHI &,

e BPAZEFT—F¥y MIBAEFBEEOAZBAREFEEL L, TSI
T —sty FER—RNBEOFRRFEDT -7 ETHT L,

o AAET—HEy FLEPFET—FEy MNIBAFEERB & ENITH
T AR EXEFIOTF —FEDENEREEF—0OHESE L,
Loa—FR#, va— FoJEFS 2007 —FEy MATHE—&T5
k., BB, T4ty FOBEEIFEETT —F Yy MIHTD
BHODRHEDOHFT LN,

o HHFET—HEy PO RAEEBICKY T AENCL. EEREOT
— B TIXRRW T L BR B MR EESL TS| ( [JAPANESE TEXT 1IN
SOURCE DATABASE| %) ZHM+ Bz &, T—FRDHIRDIZ®D,
AAZET — &2 ZEBOBEEUIEHO v a— RIZFT TR 544
ERHAEES. BEFET—FEy PROMSTDHLa— Rz T
WSS BN 5 2 &,

o = O#zEFF| ( TJAPANESE TEXT IN SOURCE DATABASE| %) i1
B TCH—EBELTR—DObDOEZHAWN, T—FFA RXIT—F k&Y
FrDOEFHEE (define. xml) ZBARTHZ &, .

o AAZBEBEZEUDHEMELa— FU R MECHET S BETICITEE e 3
RIFEBE LTI AT H &, B, EEXFI BN T 0%
&, FOEFEXTHIEMECETI2HBERHHMbIE. REICE
BEoit A CEANC Y 2%t E Y (f ;. [JAPANESE TEXT IN
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TEDORARFEL DR TET —F VA FEIIRTI L,

o WEMEFT—HEy NEEDTFNFICEDHI L, SDIMT—FE
v MZHET 3 BAE T —Z Y MI Tsdtm_j] 73 AVFIZED,
ADaMF—Z & v Moxtiend b AAET —# &> M Tadam_ji| 74
NFRZEDBIL, T—F%y MARRTIANAIT 20T —F %
v hCRI—DOLDERAWVWLEZ &,

e BAFBERARESERVRAALVIZONWTIHEHEFOT—FEY hO
BEFEDZANFITED, BETHT—FEy FERHLRWT
s

¥, JBAIE LTHASET —ZIZ oW T SDIM & U ADaM & {2 EFED
I FETORET Ao L L7508, AARES—F 2 80BRERBROT —
2 EEHBTATERNDHHEITIL. T OAEKIZ OV THANZ PMDA 1ZFH
MBI EBREELY,
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4.1.6 nFF7 AOE-BIZHOWT
4.1.6.1 #7270 r5 A

CDISC fRUEIC M L e B EF T — FIcET 5 n /5 AL LTI,
4. 1L L3 (TRTHEMME, ZEMOFEELERROEE - RO EORIL
B0 5 ERRERBE R A5 B T2 D DFFTIZOUVNT, ADaMF— & & v MEFRE
R 7 AR 0 7' AORBERD D, £7055 ML, TEh
AT DS HAERR OIBRE DR, AT T AT Y X ADREENE2 BITH
D, BFTLEH PDA ORBEICBWTEDEEETT A & BNTRELAERR O
AL LTRETAXEIR, E, BEOY 7 h =70 8—T g Uir
BRET D LD TRV, TadT LEER, ETUERE 5/ Lo
b= g VAT A V7 NI T ROEO/R— 3 ) (2B B1E8RICH
WTHETT—Z A FIZBWCHRIT 228, w2z uzflfiLE-7ass
LR LTWDEE, ~7ue7u s AL0RECiRHT 22 28 Ly
W, wzurass AOBRHAEREERES, i, F—Fty b nss
LDVERLE KA SBEBICERE L TR Y 71 /'S ABEORHAER LS
FZid, T T X AOS P AHAFELEORHTE LR 220,

4.1.6.2 7l AOT7 7 A NER

4.1.6.1 TRT LB, us I AIBEDY 7 NI TRoNN—Tg T
[RET D BDTIIRVD, 77 A NLITIIRITY 7 b7 = T I 5 U-iiE
FEEHD L, IWRTPRNT 7 A NEDBEILT 7 A MERIC B+ 35
RET—a A RiZgbbrz &,

417 FBIHRR, FRRIKHRBRS O R ORISR DT I3 5

CDISC FRHEICYEIL L = R B 7 — # &z o T
5 T FEER, ERPREHERRBRS ORI OB R IR O AT 12 33 CDISC

PFREICHEIL U7 BT — 2 SOMO T 4. 1.1 v 4. 1.6 LAETHS
B, B ET_REEEL L TIORT, _
41.7.1 SIMT—%Ev k

EYERE AT A =213, TR EESEANC T 2 e R T —2 L LT
EHRXENDT Lhh, HBET—F M LTI PC AL ATz, &
HEN/-FENRE T A—F % PP FAL ATHRMILCTIRET3 28, PC K
ALV EPP FAA DT 4%y FOBRIL, SDIM IG I2#-5% RELREC %/
FRUTRHBAT 5 Z EASEE LVAS, SDIM 16 IZ B S (e A s e o4
(IXT— 2 A FETHRAT A2 L TELIIAR,

7833, (DISC HEYEICHERL L= DT —4 >y b & PC KA L PP
AL NCEBR L TRET 256813, FL—HEUF I3 3%E (C
RAA L EPP RAA L OIERRFIE, BEEOBUREDPC KAL L E PP KA
A NTEENDFROBR) 27 —FHA FETHETAZ L, 2B, R L
=PV T 4 ZHATHET, C FAS U LEYEIEE T A —2 3 E
HHT A0,

4.1.7.2 ADaMT—Ztv h

I R ORI L2 B 5 5 SREh e o OB RS /S SR — 2

k% ADaM A CHRHT 2541, IBMOMTENRE T Dl F—&Z & > |k

14



2 L ABERNES RO THIUE, ZhbDF—FE V& 207 —F %y h
IZE L HTHRLIZRELTH LV, )
FEHTEAT I V2 ADaM FER LIS DT — & 2w b Z KGR R FERFC ADaM JEZUT
I LU CIRINT 258, EROTCAWT —# ¥y FORBIIRETH
%, L, F—&¥y MEO b L—Y ) T 4 STNE BT 5 LT
HERRMESTHHEAIE. Y2y FERE LI ETHATL LN
T& 5,

4.2 5 1HHRE. HEHRIKERERS ORE & ORI OMHTIC B 5 HIFER
FT—FFIONT
(B IEIR O BT T —# Xy r—ViAE) W ONCER PR BB RIS O 7
BIFF— BT T S G NEO B RBHARICONWT, ETREFIREZLL
TIRY,

4.2.1 [EER RO BT — ¥ o —URHE] 12\ T
(B REAIR D BT — & Ny r—UHAE 3, PEETFT—F%

FetTxf AT AL VRETIBICR—ZLY A P ETCATSHD

BB T — Z IRHNADESRND PMDA BERTHZ ehb, XFELLT

BHT AL EIAETCHD, BB, VAT AEERERICETF 77 VE

Ze IR ARICIL, 3.7 HIZRLEEEBY, TSV 77 A VERHTSZ

LB LS :

PMDA IZ BN\ TEERIEBSEIRD BT T — 4 Ny r—VHAE] ZEKT

AEICHBERERIITROLBY ThH D,

e Study ID (BRBRZ KT 53CF5)

e TrANNR (ZFANELEED) . BB, F— M =A VAT AKX
T AN A K BEBIICTERIA T T2, 7 7 A VR AD ATNTLEETR
VY,

o EME SR O (STS (EHpy KB REMRYT) | POP (RRAEM
FEAT) . PBPK (ZEFESHOMEMIEEERRTT V) XUL Other (£ D) O
%, BEEAVWTANTS, ) . 2B, SIS ICIHEER Ry EiE
HEAT L R 0D 75 15 CHRENT & - SR BN RE /3K 1 2T 2 & T,

e TP ANDHNEDHH, K7 7ANVORABROMD T 7 A N & ORERE
REEETX DL ICHEMEPREHT A&, B, ANTTE DRRIF
BiX 100 XFTH D,

4.2.2 HHFEFT—F OBEHLREHARTICOWNWT

FE UE Y 7 SR B HEREAT . FREEFARAT R OV BRI IR R T 7 /LR AT

DENENNC OV THEIT REFEHLUTIORT, 2. T ORI X

b9, F—Ht v h% SAS XPORT FEX CHRHT 2BEICIE, 7— %> b

L7y A NepliEl—2 746 &

Jeds. 5 T ARERER. ERBKSRIREAERE O R K OV PR SE R AR O g AT 12 BE

THHRBFEFT—F DO B, (DISC BREENML T —F IOV TIF,

&L TiEEa T, '

4.2.2.1 FEHEN I IR EhRRREAT
TEUER 7 SR RERENTIC RS 5 BEE B 7 — # 12D T, ADaM LIS DT
T — 2y FERET B, T — 4ty NROT Sty ME
HEOIEMITRO LB THD,
DO fErsr—FEv b
15



HERESUIEE/ I NRT A —F ODBEHICAWERTT — 2% v P RO

FMENRESUTEEN F3T X —F O RN W it — &

Ty b (RRBRHABOEHOLZITo BT8R <) 28HT 3, 7

7 A NMERIE, FIZIZL T ORRNEZ bR B,

e SAS XPORT FE=\ (k. xpt)

¢ ASCII Format Data Files

*  Phoenix Projects (k. phxproj)

*  WinNonlin Files (* pmo, *. pwo)

@ Ty NEEE

T—FEy NEEEICIL, O ELERARVERODIA Y
FHDHTEEL, B4 ZRBEITERTSZ L, . BTk
RREEZZICERBH BB, FOELRYS— 5 HRT
ao& T L ninty

o TZ7ANERIL, KA eCTD @K eCTD BV EEnz & -
TEODLNTWAPIF &35 EREE LU,

4.2.2.2 BB (ETNMEES I ab—varigte, )
BHEMAEATIZ B 2 BREET7 — ¥ 2B T 2458, il —4 ¥y M &
U7 —Fty NEFREOHMITERDO LBV ThHD,
O fEFrT—FEy b
BERET IV, BHETNVEEERT AREICEEEIC AV, 4.2.3.2 @
(CRTETADT T T KT 7 A Me LT BT — 2 v 342
HD, 77 A AN, FIISUTORRNRE L Shb,
e SAS XPORT 7= (*. xpt)
* ASCIT Format Data Files

@ F—4ty hNERE
4.2.2. 1@%8W3 5T L,

4.2.2.3 ABZHEYEERTTNVENN (EFNMICESL VI ar—y
a &, )

AEFRPHOSER B T VRRITICES T B S E T — X AR T BB
RETDHZ77A4N, T—Fy NRUT—Fty FNESELDOIEM i—F‘Ba)
EBHVTHA,

O MITICAWEET L ORBE, RELEEYREOCEBENRT A —F D
B, T FIECHEDORENTEDEENESENRDE 77 AV
77 ANENL, EBOFRTELIZ RN,

@ MHBRET—2%2ERRRBROT—7 v b
BEDY 7 K ?IT“CﬁH‘ﬁT% LEINCT—FEy FEERIIIINT
LTWSEARITIE, MEEXEF 7 7 (/v (Simcyp PE Data Files (xml J&
ﬂ)%)%ﬁ&#é EMEELY, 2B, BEDOY 7 by =T HIC
T—FtEy FEERUIMI L TWARWESD 7 7 L VBRI, 5
DR TE LI LRV,

® F—Fty hEHZ
4.2.2. 1% TH - L,

4.2.3 I F I AEOEENREHABICONT

4.2.3.1 HEHER Y EhREfRAT

NI THRBIRE/ B A S AT AR E L F AU S U TR
TAREXFROFMMITEROL BV TH B,
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R T A X5 (BT, KB T A —F OREHGEE) X
ERTRERBEOT —Z DBRMNE, FEi U7 IZEE 9 5 3 TEH
2ELbLOThHhD, BB, BITT—4 &y PEFRICYHEBERIEE
N 534 (Phoenix Projects (k. phxproj)® Text Output %) I3,
ZOERPFRTHILETELI RN, £z, BITHEHEFEICYX
BHREENEZIBEIT. TLLERHTAZETELIRAR,
77 ANTHERIZ, FEBEOBRTELIZAR,

4.2.3.2 BEAfEN (ETMICESIL VI ab—TarEED, )
FHEFENTIC BT A BT —# ZRETHHAIT VT, T rs 7 A

Tr AN, FEPBEBENAENTZ T 7ANVEPT 0T T LAFIEEEDOY
Ral—vavitET A7 A NOFEMIITIEO LB Th D,

0 = o R b

AT, RTINS RWREO T 0 7T A7 7 A N ik

35, 774 NMVERL. FIZIELTORRDE 2 b,

e ASCII Format Data Files

FERERNHAENET 74/ (NONMEM output %)

BEATTI, BTNV EE AW RO/ RN EENLSHI 7 7

ANERET A, 77 ANVERIL, EROBRATELIZIRN,

YIal—varikETaT7r A

% g e il T A7 s A NE LT, YRal—ar—4

ARAESEREHOTTIAT AN, VI 2 b—a rOEMIC

BWeTu S A7 7 ANVKREY R 2 b—a VEERER LEKRD

BT S LT 7 ANERRHTD, e, ¥YIalb—a /R

EOBRICET 37—ty FMEEZAVWEEAT. YERE ST

— Xy MEFEHNTD, B, ud 7 ARRBHTERWSEI,

T LR EHEERZRETEI L, el TLDT 7 AV

L, EBEOWTELI ARV,

T, Tu SIS AFEELREL, TOFEMIITROLEBY LT3,

o Tl AERETTHILOOEMFIELTEHT LD TH D,

o Wi lb, TuSFTATFANLRRT 0T T ADOHREED
Al L, BRS 2BEFBIERTHZ L, kB, BHIE
FulS ARFERTAICHIEo T, NALOIEES, Kl

CHRIT O MBERRVEAICHE, BRI e ST AFIEEDRE
HIZARETH B,

5. FABHIERRDOHFETT —F% L D LOBERIZONT

5.1

HEET T —F % & CID DR
EHIE LT, £@COHEEFT—FIX, eCIDAAy IR —rRbBREND

T LRNEEITH D, LN D, eCTD BE KO eCTD BHRVWVBEIICR T
Iz LV eCTD BHT BB AL, CTD Ny 7 R— 2 B eCID 7 4 NV FHE1E
ICHEETT — X IRAEBR LT 7 AV EEDRNI L, 72720, HB1H
OFATER — BT 2 REETFT — Y ORHBOFELHRESE D &I
5k,

F— 2 VYA MK D eCTD ZAHF B OHE

5.2

17



eCTD Z-RHT DBRIL, F—F AV A "L ERICRHTER RUWER S
WAL, CIDZFEELZRIBTAHZ L, LEAEHOHITIUTOED T

HD,
o HIFEd H OiRGE4
G P

o HHEEII—EREOR

o« IER, ZEDH

s RHTEH
5.3 W—F /¥ A %I L7z eCTD DIRH

eCIDDIRHIZH T2V, BFEZIIMMER L F—Z 01 b ECRE, SBIR
XEADNT B, HNEROFPUILLTFO@EY TH 5B, BB, £ECTHOHEEIZHOW
TRRHD TN R, BIRUIAAEZRD B L O T,

e IEXR, BE EX, F77 b, EzZ0H]
el By 20 =
eCID 5ZfEH
RS =
= (=2—F)

HEFEXS

A3 B D— A4 ik

H 35 dh B DERFE4L

TANAF v 7 IZB5d Bk

M A ARZ R (eCID /Sy ZR—2) OF — v 7 ¥ AEEEE
BN EREBERSE

R W FE R O eCTD HofiTa 24 3 ooiifg s

o fEE

EREERG, BESUIAT Lz, BIET5 CID O hy 7Ll 7 40
FaeR—=Z VYA b ECREL, PDAIZIEET S, B—F ¥ A b LoBHE
B BREIZ DWW TR R,

5.4 HR—HF NP4 bEMNLUTERHB EIE CID DZ4E

PMDA I35 fE L7z eCTD IZXF LU A N AR F = v 7 RUNY F—3 3 2 EfF
L, TOMRE L HIT eCID ZEAIE D FMMFE R L HHEZICERKT S, eCID
KHTLHZNYT—va WA, FERE LT PMDA @ WEB # 1 b
(http://www. pmda. go. jp/) \Z/ABT 3 eCID REEY — L OEE~v =27 L
ShrBRECTAHIL,

5.5 eCID 74 7% A IV HFBETFT—F D%

FEEET 7T — IR EBICRMT T REEHO—HTHIZ L h D, HEE
FT—FEEE (GEM, BERSUIEIR) T23881%. CIDHKITT S 2 L2
BWYITHD, eCID L HEEFT —Z 24T CTIRET B4, 3.3 TR+ HE
BEF 7T — A IBRAMMERZRIET S L C, UBHBEETST—# L g4
% eCTD DRFENFIREL 25, HIFEEFT —F 2 BHTBICH20. LT
RICEETAZ &,
® eCTD #IEHEHIRICIRHT A HFEEFT —#

HERHICBEE T S HEETFT — 2 2 EBH L, PDA DD HEELF—#

RBEIG 25T eI, FIRHRHICEE T 5 HEE 7 — ¥ 2 B8E T
Bs & TR,
@ BEICHTHEEICHRMNTHHEETFT—¥
18



BACktT AR T5HEETT — 21, BED eCTD 2 H{EkE
F2 LBE ST, BEORMERE LTR—F VT4 Meqt UTRE
35 \
® eCTID ETHRICIRH T2 HFEETT —F
o« FEO@OTRHELIEBFEFT—FD5H, PDA ¥ eCID HETHHIZE
DHELDE LTRDTZ LD, eCTD BETRICIERICEH T 5,
o BRHOBHEBETT—F LOESORERMET S, LIATOHRHER
BETHRHLEBHEEFT — ¥ 2 HERHT 2MNETRWY,
o HEBEFT—HFLINCIEHT S CTD BEMBEE LR2WEA X, R
FFENCOUWTERNIC PMDA IZFERT B Z &
o PMDA 2D HEEETT — ¥ ZHEEMEE T %IC, YRR LEREES
CENETAHREETT —F RBMEE TSI LIFTERY,
v EXLHASBICHBEEFT—FERHETIHSIEIAREOFIEIZHES.,
5.6 HFFETFT — ¥ RHROEER
CTD ik eCTD ETHEIZ MEEBF 7 —F 2 HT A5 A, [HEIREHOK
C EEOEWRROMRIZOWT]  (Eak 22 4 12 A 27 BT EERS
1227001 BASTATEE A ER G ERERE SR EERE) BIIRD 6 TR
TEEEIC, YMHEET T —XIConTR#TsI L, Tk E, BHT
BETOT 7 A NEERFEICHIERT HSLETRL, FRRICEET L HFFEE
%?%&—ﬁmﬁ%ﬁﬂﬁf%hﬁiwotﬁb\%%%ﬁﬂz.(2)7
WRTFA—F oA VAT A ERAWTHET L CID 2HT 556813, €D
DB,

PR I O B LT — R

HEASHBERICREETT— A2 RHT2HEI,. BEEFT -4 % 13K
WPEEOBBETT — Y EOHEHIZTOWVWT) @ [3.4~3.7) OTETHET D
HECH U TEFHICERT ), BEERERICBYS 3.1 BEEFT —X
s EARREN] L B 3.3 R—F AP A b RN LEBHBEETT—FD
B UToesh 45,

6.1 HIFEFT —¥EFRHOERNRTN

MEEE, PHEEFT — Y IRHMERARERERTL L L bC, FAIE L
CTHEBEERFO1~3 VAT, HHmRICT, BEEHFICBITLHEE
FF— % OERHANER O HEERERILZICOWT PMDA LHEREITH 2 &,

B, FAEROEMICHI- > Tid, BEERERICENTEORFEEFT
— % DN L [PSATEIE A ER G E RS SRENT 5 dmBl 5. fEH
HERRPELEOEBERZEIZTOWVWTY  (CERk 24 £3 A 2 BT3RS
0302070 EAMSZITEOEA ERK L EREAHASHSIBHEREM) ORHK 8 [H
s ZR AR ERES 2AVWTEED, BHTLHZ &,
Z0%, PEENMEBRCRELLEEREERFETERD 5 AR D 1 HE[H
MECOBICR—ZATA F2LBFETFEETIZ &, TO%, R—F NV
£ M THEERSICHET HEROAT - BRI UFHEEHBICHERE
F774A40 (FDHRFETFT—F, BEETFT—F%) Z2EXTHIL,
6.2 W—FNYA b2t LiERBEELST —F O
HEETFT —FORBICHEY, BERRUTOMMEREZ R—F VA
b EeRsk, BRUIANT D, FTEROFIILLTOEY Thd, 2B,
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ETOEBIZOWVTRHO CICRE, BIRIAHZRD 5 b D TiER,

o IER, MERGMHERZEDR]

e F—brUxAZHEE

o BEZHHTHI-DOEH GRBREE, HBRA A b, BEEE
=)

o 77 ANT L OHEHIF (ISO/IEC 11578:1996 & UF ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 i= k& » TEZE X 5 UUID)

s HEEEFT—FOMESIT GEM. B, HIERE)

o B UTHIBRR R DR T

s F A JeiNA

T — & FRNTFELE
7 7 A NVRNEDFHH
LR RE, BIRIAN LR, BETIHEEFT —FBKMENT
WD mb| ZaNFaER—F YA b ETEEL, PDAICEET D, B—F
YA b LD BEBREBEIZ SOWTEBIRR T,

7. ABRHBREUCHEERFREIVINCETNRRBREROEMEITORATO
HEEEFT —F#BH
ARHHEL VANCEENRBREROFMATbh S & E CEBRITEEEE
HlEER S B . HIV EREYEISRERE) . HEAHE LV BNc sk o ikt
BRAAR DR (EESGIRA SCEWETH, AR UEBROEYURE) BiTbh
D BIZOWT, EERNRRABREREOFMEIT O BAICHEEF T —# 21 H
TOHEE, HEETT—4% (3. ARPHEKROHRBEETT —YEDEHIo
W @ 3.56~3.6] DIETHET D HEICHELTEFAICEBT A8, I3.1
HEETT —FZERHOERN 2N . R (3.4 HEEFT—YED 774
NYARX] B, LATFToEEy L1435,
7.1 HEETT—XERHOERN TN
HELZTETHEIL. BEETT— Y RHEERERESLERTI L LI,

FRAIE U THBRE R HBIOERTTHRIC T, HEEFT—F DIEHNEZIC
DOVWTC PMDA ICRERRATTH Z &, ok, FERIEROEMIZHIZ - Tid, AR
FEREHRFICIRH T EOHRBETFT —Z ONE S IMSIITEUE A EK R ERE
BEESHR S MT 5 XHEBN S, FARAEESOEMERSICOVWT) (F
BX 24 4E 3 H 2 BT SRR E 0302070 BIRSTTENIE A B 2K 5, PR R8s A
BEESEREN) ORI 8 THEEF T —FREMEEMERERER 2H
TELD. BT Br L,

D%, RBEFERORHFERD 5 BN S REBREEELA T oI
VEREBFI7AN (REETT —F5%) 2EGEAICLVERTA &,
7.2 HBEFT—FZEDT77A NP AL X

T—HEy NUSND T 7 A MOV TiE eCTD SEBEHIE O} eCTD Bl @A T
EDD POF DFRKIZ 7 ANY A XEBIRNIE, T—FEy MIOWTHE.

12ODT 7 ANYT A RABEXH AL ML EDBAEIE. FERNIZ PMDA [ZHEERT
g

8. it
HEEETF7 —Z DRRHERDIHNEBRED Y b, ARBFRMERBLTL
HCID THDHZ LEEZRDTVZRNEDIZONT, ¥ ORBEBBRMNEE 4
20



E={111}

£3
H

3. CHRETAFEILLVEFHICRET LI LA TE D, TOHEDOKR
BAHE RO R 2 B RIS S W TR T,
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BIHE 1

KHA FTHWD AiEOER

B 774 (R—=FZNLENLTHRHTIETD T 7AL)

FHEROBFT —F (=HFEEF7—4) G EA@mcik MEF7F—2) L&)
FEEPERBR T —

| F [BERRBET—% 05 bEREEFEROHFEELT—Z TRVWLD, ]

I
I
I
I
I
I
I
I
I
I
I
I
|
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

I
I
I
I
I
I
I
I
I
I

I
I
I
I
I
I
I
I
I
I
I
|
I
I
I
I
I
I
I
I
I
|
I
I
I
I
I
I
I
I
I
|
I

FCDISC ##L5 — 4% (=CDISC iz ##L L 7-5—#)
| F—4%%ty b (RHET—FE )
| | FSDIMT—%t» b (=SDIMIZLBTF—FEv k)
| | Y#rs—%ty b (=ADaM 7 —#t v h=ADaMIZ L35 —% %k v )
| LEFZ T 7 4 /v (=define.xml)
FL by —F—»
| =%y
| LEZRZ7710
Lra S hT7rA0
iz A=A N
Ly —&¥y MERRA 70 77 A

L [FEREREROPFEF T —F] (BN RIEMBIREARIT N EM S h 7z R
B, RERMAENT, ABPREYEERE T VRN SICET2RHEETT— )

CDISC ##L5—# (=CDISC IZ¥#HL L7=F— %)

| FF—%%&yb (=87 —FEv )

| | FSDIMF—%%&v b (=SDIMIZLBF—FEv })

| | Y#tr7—%ky b (=ADaMT—# %ty h=ADaMIZ X 35 —& & v })
| LYEZZ7 7 A/ (=define.xml)

FCDISC BH#LIA DER DT — & (=ADaM SN DR TR 7T — 4 & v %42
| H2EE&DT—%)

| F—%%v b (=8@HEF—FEv )

| | HEHFF—%ty b (SADaMUSNOBRDT —F & v 1)

| | YERF—4#Ey NCROWF—F -ty b (EERNEYEE RS R
| ] HrCRE LEEM R OEEART A —F DEDERE)

| %ty rExs

| FEERBEREBHASKEZEZ 740V

| Lyiab—vavic@lt+s7zy40

I L7a /5 AFIgE

HEtT A E (UEThIcS T 38R S E)

FraZsa7r 40

| A b= N

I LF—2 &y MERA T v 25 A

LR EEES OB TFT — 4 Ny r—ViHE

LithE+ 5 &
FaCRF (Annotated CRF)
L7 —2 A F (Wi b Reviewer's Guide)

FSDRG
LADRG

FeCTD (HFHEETFT—F 1<)
FFD BT — &
L [2ofti, R—Z L&A LTHRHTI LD, ]



B 2

AAFEREEND TREMDE & 5 EE DO

Domain

Variable

CDISC Notes (for domains)

Prefix Name vambloabel Type Description (for General Classes) Core
: Reason not done. Used in conjunction with --STAT
M@ --REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
B2 3| --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 COVALI-|Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char [this unplanned Element. Used only it ETCD has|Perm
Element the value of “UNPLAN". '
SV SVUPDES Description of Clicie Description of what happened to the subject during Paiisi
Unplanned Visit an unplanned visit.
Senbried Nayigiof Verbatim medication name that is either pre-
CM CMTRT Drug, Med,or ~ |Char | . P Req
printed or collected on a CRF.
Therapy ,
Modified Reported If CMTRT is modified to facilitate coding, then
i CMMODIFY |\ P IChar | o iMODIFY will contain the modified text. . |S™
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
HYPERTENSION.
EX EXADIJ Ree}son for Dose Char De_scribes reason or explanation of why a dose is Dorm
Adjustment adjusted.
SU SUTRT IS{eported Hlame oL Char |Substance name. Examples: Cigarettes, Coffee.  |Req
ubstance ,
SU SUMODIFY ‘Modified Char If SUTRT is modified, then the modified text is By
Substance Name placed here.
Substance Use Substance use consumption amounts or a range of]
s i Consumption Text Char consumption information collected in text fongn. o
AE AETERM S e for Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
e AEMODIFY |/ Mo I Char | oMODIFY will contain the modified text. . |F™
Describes other actions taken as a result of the
Oyt atisi 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.”
MH MHTERM g;p&r;?;?m s Char Verbe-lt.im or preprinted CRF term for the medical 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.




CDISC Notes (for domains)

Domain |Variable "

Prefix Name yessile Tabe] e Description (for General Classes) Eore
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]
: questions used to obtain the measurement or
Q8 QSTEST Question Name Char finding. The value in QSTEST cannot be longer el

than 40 characters.

(% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LI}, ZR#IT— 4 1E)




BIAE 3

A AFET — & #AN T OB

1) BARBOEMTHABEZERETEOEERMT I
AE AL v (GREEFET—4FEy )
BCTF—FINBE LT HAR FEBICSWTIREELFEF ( [JAPANESE
TEXT IN SOURCE DATABASE] %) ##&#13 % (AETERM %% B AFE CUNEE)

SN

Row [STUDYID [DOMAIN |[USUBJID|AESEQ |AETERM AESTDTC |AEENDTC |AEMODIEY |AEDECOD.
JAPANESE TEXT IN
1 [ABCI23 |AE 123101 |1 SOURCE DATABASE 2005-10-12  |2005-10-12 Headache
JAPANESE TEXT IN|2005-10- 2005-10- 4
L et iRl 12 SOURCE DATABASE |13T13:05___|13T19:00 Bagk pein
- JAPANESE TEXT IN Pulmonary
3 |ABC123 |AE 123101 |3 SOURCE DATABASE 2005-10-21 i it
Row AEBGBSYSM: AESEV.  JAESER|JAEACN = |AEREL
1 (cont)|Nervous system disorders 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
Row _[AEOUT i AESDISABIAESDTH  |AESHOSP. ABSLIFE [AESMIE[AESTDY[AECNDY [AEENRE |
1 (eant) RECOVERED/ | B A
(cont) | RESOLVED
RECOVERED/
2 (cont)| R ESOLVED 1 1
RECOVERING
3 (cont) /RESOLVING b Y 9 AFTER

AE FAAL Y (BEB/T—F &y b)

- BAARBCTTF—FINLELEZTIAPMEBHIZOWTL, BARFBEZLZOE i%ﬂ’ﬁ‘é
Row [STUDYID [DOMAIN [USUBJID [AESEQ [AETERM |AESTDTC ~ |AEENDTC  |AEMODIEY |AEDECOD
1 ABCI123 |AE 123101 1 7] 2005-10-12 2005-10-12 Headache
= 2005-10- 2005-10- ;
2 |ABC123 |AE 123101 |2 HEHE  [13713:05 13T19:00 Back pain
3 ABC123 |AE 123101 3 ViE3: 2005-10-21 Pulmonary embolism
Row |AEBODSYS S - |AESEV.  [AESER |AEACN = |AEREL g s
1 (cont)|Nervous system dlsorders SEVERE N NOT APPL!CABLE 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
Row [AEOUT = AESDISAB [AESDTH [AESHOSP |[AESLIFE |AESMIE AESTDYAEENDY. AEENRE
1 (o) RECOVERED/ L q
COMUIRESOLVED

RECOVERED/
2 (cont) RESOLVED 1 |

RECOVERING
3 (cont) /RESOLVING ¥ Y 9 AFTER

%1 2) J?IIODBZKE FEEIRTAHZEBREETHY . FERTAEELFIIEEAEIZX)
TAHUEND LY
QS KA AV (9%#(%7‘ é?'izy I*)

Row [STUDYID [DOMAIN  [USUBJID "[OSSEQ. " [QSTESTCD [QSTEST =

1 [ABCI23 |QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEOl

2 |ABCI23 |QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2

3 |ABCI23 |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03

QS RAA Y (AAFET—FE> )

Row |[STUDYID |[DOMAIN [USUBJID.  |QSSEQ . |QSTESTCD |[QSTEST : e
1 ABCI23  |QS 123101 1 QSTEST1 H% T»?ﬁﬁ?é*ﬂi;ff ?‘z?x ?

2 |ABCI23 QS 123101 2 QSTEST2 FI5EABIHETEET D ?

3 ABCI23  |QS 123101 3 QSTEST3 FA e L THEG TP




HIHE 4
B%) 7—4FEy hERE

Dataset: : XXXXX ( [XXXXX| 137 —%t v &)

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
3 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 MDYV 0 = Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)

XKl ERA TR THZ &,
X2 BEOTHEEH TS L,



BIHE 5

(B%&) Fus7 rFEE

No.

Program file name

*1

Description *2

XXXXXX

EHYZ7 o x=7 : OO Ver.@®
fERER: - -« - ICHAWE,
ERRFOREM

CTYURNTY R T ANEMAOTE T AN T ETROTTHEET 5,

XXXXX<-"/QJM%"
c s DT ETTANERET DT AN TROITTRET 5,
XXXXX<-"/<7U%"
s FTROFTETT T T LERITT D,
exportData(XXXXX)

e EBELET AT (ooxx) ICHAENTZCSV 77 A0 ( Doxxx) ) 123

LT, YT ab—avAn-. « « 774 (xxxxxx) F(T773 5,
TRy b7 7AN (xxxxx) &, ETEELEZ AV (xoox) 12
RFT %,
s FREROTFNO IS L0OETEHEBRL, RELET UMy 774
IV XXXXX) % Redr Z RN D,

xxxxx <- importData(XXXXX)

XXXXXX

HFHYZ =7 : OO Ver.@®
ERBER : » - - ICHWE, '
HEREOHEES

Ml 7Rl A7 A NARERTA &,
2. I rSA0BH ERAYZ M7, HEHEN, ERARORERASE) 2RBTH L,



