& ISPE. .

IRTERBHE #l

ISPERARZARER IP COP
IRT Working Group

2020H10H8H



=P/

1. IRT&IE
2. RUA—EBFEELIRTERRTYT
3. IETAE—av/xyb)RRELR—F

Appendix: IRTEAR R

Affiliate




1. IRT& &




IRT&IE

IRT — Interactive Response Technology
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WBICETA—EDEBXIEDHEZET S,

UTOHRGEMTHEEINDSFZLHY ., SESRBICHHEIELGLH. BiREk
DHEEZALTEY . R—YATLELTRESIN TS,

 IWRS - Interactive Web Response System (WebI& & T £ 1E)
* IVRS — Interactive Voice Response System (BZETH BEIGE)
* IXRS - IWRS/IVRS (X:Web/Voice)

« RTSM — Randomization and Trial Supply Management
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[FRMCERBE~DOHEERISELTSHEE]

<:3t&EHK>

Stop Shipment Date = Expiry Date - Stop Shipment Period

Stop Shipment Period : Replacement Time (RT) *1 + Delivery Lead Time (DLT) *2 + Minimum
Period of Kit Usefulness (MPKU) + Treatment Length(TL) *3

%1 Replacement Time (RT) : EFID R (ZLER) ITHEL R

%2 Delivery Lead Time (DLT) : F:F Mo EEMEAMAZTTORMERH
%3 Treatment Length(TL ) : A ba—)LIZEEE D BB LM

<ERAHRMEVNOVNCANZEZD=ODEH> )
TREREOOYK (ERAZR202063A318), Stop Shipment PeriodA'298 D155 .
Z0OYkE, 20205328 LI, TRMOEREEANDHERTINMELT S,

= : Stop Shipment Date = 202043 H31H - 29H

[<I;£Jr$§_¢€&>ﬁﬁﬁlid))kh§iﬁﬁ AvkDOHEERARBITSNSATE]

a T

Start Replacement Date = Expiry Date - Start Replacement Period

Start Replacement Period: Replacement Period (RP) + Delivery Lead Time (DLT) + Treatment
. Length(TL)

< 15l >

EREEEEDOV (ERAZR2020F3831H), RP +DLT + TLA26HDIZ S,
EREEEEOOVNEANBEZSOAVFDHEIRTARITINSHIZIE. 2020FE3A5HTH S,
I : Start Replacement Date = 2020%3H31H - 26 H
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[FRALERBE~DOHEE RN ELTHEEE]

<sFtEHL>

Stop Shipment Date = Expiry Date - Stop Shipment Period

Stop Shipment Period : Replacement Time + Stock Availability Time + Shipment Time +
Shipment Process Time + (Treatment Length x Global Multiplier)

<Bl: FARHERENRVDAYMNIANBZS-ODEH>

THREEODORY (EREAR202063H831H) . Stop Shipment Period 358 NDIGE .

ZDAyhE, 202052258 LIE, THRALEEKE~DHEERMELT S,

= : Stop Shipment Date = 202043H31H - 35H

[ERBEI SHERE~DRXfTHERIEILITSHHTE]

<FEH>

Stop Assign Date = Expiry Date - (Treatment Length x Dispensing Quantity)

<>

EEEEEEDO Y (ERAERE2020£3H31H) ., Treatment Length x Dispensing Quantity
H6HDIHFE. TDOYEE, 2020F3 8258 LI, HERE~ND OV HELET B,

It : Stop Assign Date = 2020%3H31H -6 H
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[Eg%ﬂﬁ#%*&ﬁﬁ% ADZFHHERBNDOETREITSNSAREELHSHH]
<FEA>
TODAY <= EXPIRY DATE - KIT LIFE

< FERIARNEVDOVFIANEZ D= DEH>
EE#BEEDO Y~ (EAYRE 201843H31H) . KIT LIFEAGOHDIZA.
ZOOvhE, 20201 A308B ETIEBERE (ZRX SN BA[REEL BB,

It : TODAY <= 202043H31H - 60H

[EREBEEEODANBEZAOVFOHERTRIAFEITEINSBIE]

<;tEHK>

EXPIRY - KIT LIFE <= TODAY + RESTOCK RANGE

<5 >

EEMEEEOO YN (EAEAE 2020FE3A831H) . KITLIFEA60H. RESTOCK RANGEAY
A2BDEE. EE#BEEDOVNEANBEZ S OVMDHEEIRRAFRITEINSBFEL., 20194
12A19HTH 5,

1t : 202043 H31H - 60 H <= TODAY+ 42H
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Affiliate

Connecting

EbE1:1
Tavoy4X: 4
Block Ra_ndomiza Treatment

tion No.

1 10001 RE
............... 1 10002 7°3t,-|:
............... 1 10003 £1
............... 1 10004 jat,-h
............... 2 10005 ;‘gi
............... 2 10006 7°5t,-|-\
............... 2 10007 7°5-tr,-|<
............... 2 10008 ;i
............... 3 10009 7°5t,-i-\
............... 3 10010 7°3t,-|<
............... 3 10011 ;1
............... 3 10012 §;£

ISPE
e Japan

EE®E1:1:1
TavoH4X . 6
Block Rgndomiza Treatment
tion No.

1 10001 5 mg
110002 ................. 10mg .........
110003 ................. 10mg .........
110004 ................. 15mg .........
110005 .................. 5mg ..........
110006 ................. 15mg .........
.............. 210007 15mg
.............. 210008 15mg
.............. 210009 10mg
.............. 210010 5mg
.............. 210011 5mg
.............. 210012 10mg

Pharmaceutical

Knowledge

ST LAEIT
BRI IEES
ATEEEY 11

Tl

Site #1
Site #1
Site #1
Site #1

Site #2
Site #2
Site #2

1651 H
201 H
31 H
A H

1651 A
201 H
3% H
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SEF2: FyFJRFTTFYTILYRER)

FVRJRAM(BEH)

S—HIIREEN EHIBS™ FybaLF*8 E# A
1 119981 1 Active 20mg
2 100301 1 Active 20mg
3 112644 1 Active 20mg
5T SvaLn 123087| THHO) ; Active 70mg
6| ZHIBS 100192] A7l 1 Active 20mg
1 YRk
2999 114621 1 Active 20mg
3000 102635 1 Active 20mg
3001 122089 2 Active 40mg
3002 102247 2 Active 40mg
5999 109514 2 Active 40mg
6000 113328 2 Active 40mg
6001 117943 3 Active 60mg
6002 110061 3 Active 60mg
11998 120807 4 Placebo
11999 102561 4 Placebo
12000 121606 4 Placebo

3,000k X 48 =5112,000Fy ~ 53 D B

X1 O—VIAES HREROEFNEMEBITER DHIES THLHN ., BRBENEHTELVRIITTVE LGEITE
SEFAIC, BRI BICTFEOTHEIN-BLES RRABRADRTEIET . EEFTOEEICERASND

X2 BHIES BRETVMIGLTREABN B TEGVRSICEBAELICEIVR ITONES

X3 X7 EEIFER, Rg, ’RE5H
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IRD—OTRAL DD AREBREEZTRBIZEZELTTEL,

V=TI VARLVY
¥y b&47 HE kA "’
Active 20mg 400 601 1000
Active 40mg 400 3601 4000
Active 60mg 400 6601 7000
Placebo 400 9601 10000

BREOHACBHFOEATHRERLLIIA T RENIBESNI=TRABET HIRE, HIERR
OALVTRICHLERBED AT (FINIA D) BICEDHELIETET HLEBIT ERFSITHOC—2
IVRALUOZEEET HET A ITHON S,
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SEZP4: IRTLER—F
HRBORT—AXIZEE T BHLKR—F(Overview)

OVERVIEW REPORT

Total Screening Total Treatment

Country In Screening On treatment Discontinued

Screened Failure Randomized Complete
GLOBAL 622 16 113 493 84 51 358
JAPAN 200 4 46 150 27 23 100
KOREA 50 2 10 38 8 2 28
MALAYSIA 37 0 7 30 2 3 25
RUSSIAN
FED 180 5 30 145 30 10 105
UKRAINE 155 5 20 130 17 13 100
Total . Screening Total : . Treatment
Screened In Screening Failure Randomized On treatment Discontinued Complete
Japan_Only 200 4 46 150 27 23 100
Omer_Countl 427 12 67 343 57 28 258

Z DD LAR—b ()
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IRTE A [Z[R] [F1=#E{k 2
BATOSTHMNZBIFEERZRY ()

I 78 ) T

SRR 1—LILE

2  Kick Off Meeting O @) O 4~64 BHl]

B o o o HAEE TR

4 HHRE @) LEa— LEa1— 1~1.57H

g EIftR o I . EHRSRER (BRLBRET)
RTUTILIRE RUOF—LEIFEREBLTR

6 iﬁ;ﬁﬁi O LEa— LEa— 1.5~245AH
BEY =27 ILERL @) LEa— LEa— UATHI
UAT 24Tk @) O # B~ LAMEE

9 Go lLive O O

10 EEKEERKRERE= o o o EEEEAE(CSIVORT. XIE
A—k—= Siveh

11  SIV (Site Initiation Visit) e
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S ez NI —BRENSHBRBF TORT Va—ILOAER(TANM—LY /T
1 2RATVA=NVIR Sk oL TOra— R ER ©)

s RIKDARFTTa— )Lz TAFI—IILHNBDRBIREO-EREEEZIT

2 Kick Off Meeting S=HDITEE, ZIUITIRTORNU A —(S ML TEHL5Z & TREFRE ~HH
LGB ERIEEZHBTES,
3 BBERZICRO . gxmsRTOBRICETEIL =Y

« VAT LB D BITRNU T —DMERT H1EHE CRERKEERITOL
Ex—%#BFEATEMELED) . 200BREEL LI TNEBZST7—R1H
éo
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BRY EHEEE/EEA

e c ARUF— AITRBLE-ZEAFZSERAVIIN CERYT HRICER.

5 = FILURk « RUF—MSET R LA UNblindFwRA BN R EEINDLS12T B,
BIZIE A—ILREDHZE FEELIZEAD/ISRT—FFERHE, &,
5 | TR YT =S 3R F AR OLE 21—,
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BRY EHEEE/EEA

9 Go Live

« AUA—ZEELTHES (HLLXe-learning| ZTIRH) , AUA—ME Y
EZIZBEERLTLLSIZEEEENINDILED, ZETHRMENE
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11 SIV
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