SHARED

INVESTIGATOR 6,3 DFLAUR/INLOH )RUP

- PLATFORM
BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBHEBBBBMBMBMBMBI

IRWHQYDOLG SKRQOWEXPIEHDGGUHVY LI HQWHUHG LQ WH[W ILHOGYV LQ WKH IRUP VKDOO QRW EH SRS
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7+(5%$3(87,& $53§yBYLGH WKH OLVW RI 7TKHUDSHXWLF $UHDV IRU \RX

Oncology (V)

- Select Therapeutic Area -

- Select Therapeutic Area -

- Select Therapeutic Area -

- Select Therapeutic Area -

- Select Therapeutic Area -

- Select Therapeutic Area -

- Select Therapeutic Area -

- Select Therapeutic Area -

- Select Therapeutic Area -

6XEKHUDSHXWLF $UHDV

IRWHXEKHUDSHXWLF $UHDV FDQ EH VHOHFWHG RQOLQH IURP WKH )DFLOLW\ 3URILOH LQ 6,3
2MHU $UHDV RI ([SHUWLVH

678'< 3+$6( &$3%%,/,7,(6

[ 13kDVH ]| 3kDVH],3KDVH: |,3KDVH ,9

27+(5 )$&,/,7< '(7%,/6

'R \RX KDYH $IILOLDWHG 5HVHDUFK 6LWHV RU 6DWHOOLWH 6LWHV .
VHFRQGDU\ ORFDWLRQ ZKHUH WKH LQY B\ OIDWRI )R FOLQIRFD
VDPH LQYHVWLJIJDWRU ZKR VHHV VXEMHFWYV DW WKH SULPDU\ VLWH

KDW VWXG\ W\SHVY GRHV \RXU )DFLOLW\ KDYH H[SHULHQFH ZLWK"

[[]$FDGHPLFQGXV[ JULQYHVW JORWRIW Q P H QAW K HAUW K[H U |
,QLWLDWHG
,V \RXU )DFLOLW\ DIILOLDWHG ZLWK D JRYHUQPHQ\DPJIHRF(ERU S

KHDOWK VHUYLFH" O]_RW $SSOLFD
3%$7,(17 3238/%7,21
SDWLHQW 3RSXODWLRQ "HPRJUDSKLFV

[]3sHGLDWUWIVV WKDQ R[.|HTUOSWHRY [ | *HULDWAUUHDWHU WKDQ RU
3DWLHQW 3RSXODWLRQ &RPPHQWYV

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJIHRRY



SHARED

INVESTIGATOR 6,3 DFLOUR/NLOH )RUP

» PLATFORM
BBEBBEBBBBBBBBBBBBEBBBBBEBBBEBBBBEBBBBEBBBBEBEBBBBB B EBBBBBBBMBI
5% (5% (7+,&6 &200,77((

‘KDW LV WKH DYHUDJH WLPH LQ e v/ HY M VABBwW D vwxa\ RQFH
\RX KDYH UHFHLYHG WKH UHJXODW( )J)\ SDFNDJK ) *UHDWHU WKDQ

'RHV \RRBLOLW\ SHUIRUP ,5% (5% (WKLFV &RPPLMWWHH
& o (5% @YY O 1R
VXEPLVVLRQV"

'RHV \RRBLOLW\GKIIBLH @WSHBUWPHQW RU JURXS ®
WR SHUIRUP ,5% (5% (WKLFV &RPPLWWHH VXEPtO\FL"hVQv IR

'HSDUWPHQW &RQWDFW 1DPH | |

'HSDUWPHQW &RQWDFW 3KRQH 1XPEHU |

'HSDUWPHQW &RQWDFW (PDLO $GGUHVV |

,VARDFLOLW\ DEOH WR LQLWLDWH VWXG\ DFWL@.WH.\WVOULFQ_[FQ WR |
&RPPLWWHH SURWRFRO DSSURYDO"

KDW WASHV RI ,5% (5% (WKLFV &RPPLWWHREGRHV RRXHMHIPTFS SEWY o
XVHBHOHFW DOO WKDW DSSO\ [] 6SROVRU 3URYLGHG &HOQ\

'RHV \RXU LQVWLWXWLRQ DQG RU ORIP\DWUUW HE X WLRIQ AP QGDWH W
VDIHW\ UHSRUWYV >H J GHYHORSPHQW 6DIHW\ sTbWHIHERUW e
VXVSHFWHG XQH[SHFWHG VHULRXV DGYHUVH UHDFWLRQ
686$5 WREMOOS5HYLHZ 2QO\ ,5% (5%" (WKLFV &RPPLWWHH

$UH WEBRWKHU VWHISN RVGKORY VKR X ORA EFHUD\RD(LQ <vv. @ 1R
5% (5% (WKLFV &RPPLWWHH UHYLHZ DQG VXEPLVVLRQ"

, I <HV SURYLGH GHWDLOV DERXW WKH UROH YDULRXV FRPPLWWHH
VLWH V UHYLHZ DQG VXEPLVVLRQ SURFHVV I \RX KDYH PXOWLSOH
H[SODLQ ZKDW GULYHV WKH GHFLVLRQ RQ ZKLFK ,5% WR XVH

BEBEBBBBBEBBBBBEBBBBBBEBBBBBEBEBBBBBEBEBBBBBEBBBBBBEBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHI®DJIJHRRY



SHARED

INVESTIGATOR 6,3 DFLOAUR/INLOH )RUP

\ PLATFORM
BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBHEBBBBBBBMBI

/IRFDO ,5% (5% (WKLFV &RPPLWWHH

5% (5% (WKLFV &RPPLWW HE JRRH rrec |

6WUHHW 1DPH DQG 1XPEHq1230smondRoad |

% XLO GARBRIRP 6XLWH | |

$GGLWLRQDO $GGUHVV ,QIR |

&RXQWU\ |austraiia ©

6WDAWHRYLQFH 5HIJLRQ
& LW\
=LS 3SRVWDO &RGH

SHILVWURWLRQ 5HILVWHULQJ %RG\

|Committee F. EC00455- TGA |

|Committee C. EC00430 - TGA ”Oommittee G: EC00458- TGA |

|Committee D: EC00444 - TGA ”Committee H: EC00459- TGA |

‘KDW LV WKH PHHWLQF&IXI[UJHFRKEQF\@I:HHNOO 7ZLFH D @QW«QWKO\
5% (5% KLFV &RPPLWWHH

¥ yyywe() 2WKHU

+RZ ORQJ EHIRUH ,5&R P34 IONARILHH/Z - V I\®
WKXEPLVVLRQ 3DFNHW UHTXLUHG ZHH

ZHHNYV

@*UHDWHUZ/HK—IEN
"RHV WKH ,5% (5% (WKLFV &RPPLWWHH UHTXLUH SD\PHQW

SULRU WR UHOHDVH RI 1LQDO DsSURYDO c(Ox»wvQ(eytR

'RHV WKH ,5% (5% (WKLFV &RPPLWWHH UHTQUH FRQWUDFW EXGJH
<
DSSURYDO SULRU WR UHOHDVH RI ILQDO D Ulli\%DO GlFﬁ:XPHQWV"

IRWHWWDFKPHQWY FDQ EH XSORDGHG RQOLQH IURP WKH )DFLOLW\ 3URILOH LQ 6,3

IRWHGGLWLRQDO /RFDO ,5% (5% (WKLFV &RPPLWWHHY FDQ EH DGGHG RQOLQH IURP WKH )DFLOLW\ 3

&(175%/ $&7.,1* $6 /2B%Hw/ (5% (7+,&6 &200,77((

IRWEHQWUDO $FWLQJ DV /RFDO ,5% (5% (WKLFV &RPPLWWHH FDQ EH VHOHFWHG RQOLQH IURP WKH )

BBEBBBBBEBBBBBBBBBBBBBBBBBEBBBBBBEBBBBBEBBBBBBBBBBBBBBBBBE
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJIHRRY



SHARED

INVESTIGATOR 6,3DFLOURINLOH )RUP

PLATFORM
BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBHBBBBMBMBMBMBE

5(9,(: 21/<5% (5% (7+,&6 &200,77((
5% (5% (WKLFV &RPPLWWHH 1DPH

6WUHHW 1DPH DQG 1XHEHU

|
%XLOGLQJ )ORRU 5RRP|[6XLWH |
$GGLWLRQDO $GGUHVV ,QIR |
|
|
|

&R X Q WU\ | Select Country -

6WDWH 3URYLQFH 5HJ L| select state-
&L W\ |
=LS 3RVWDO &RGH

SHILVWURWLRQ S5HILVWHULQJ %RG\

IRWHGGLWLRQDO 5HYLHZ 2QO\ ,5% (5% (WKLFV &RPPLWWHHY FDQ EH DGGHG RQOLQH IURP WKH )DFL(
27+(5 5(9,(: %2$5'6

'RHV \RXU )DFIRVIKWHYKBHFBUGY WKDW QHHG WR DSSURYH
WKH VWXG\ SULRU WR ,5% (5% (WKLFV &RPPLWWHI—OX<E[—P\/L‘@LRQ1'R
JRU H[DPSOH VFLHQWLILF UDGLDWLRQ VDIHW\ FRPPLWWHHYV RU R

SHYLHZ %RDUG 1DPH OHHWLQJ JUHTXHQF\

| *HHNO\ 7ZLFH D ORQWIO 0ORQWKC

O axpuwHO) 2wkH[U

| O :HuNnoy O 7zLFH D 0RQWID) ORQWKO\

4XDUWHU() 2WKHU

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJHRRY



SHARED

6,3DFLOUWN.OH YRUP

PLATFORN
BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBW

[2&%] [$%

,V \RXU )DFLOLW\ XVLQJ D ORFDO ODC) <HV’C> 1R
/IDE 1DPH | |
/IDE &RQWDFW )LUVW IDPH |
/IDE &RQWDFW /DVW [1DPH |
BWUHHW 1DPH DQG LXPEHU |
% XLOELRARIRP 6 XLWH |
|
|
|
|

$GGLWLRQDMSBGUHVV

&R X Q WU\ | Select Country -
6WD3SWHRYLQFH 5HJL H- select state -
&L W\ |

=LS 3BRVWDO &RGH |
3KRQH 1XPEHU |
)D[ LXPEHU |
(PDLO $GGUHVYV |
/IREFDO /DE $FFUHGLWDWLRQ 6HOHFW DOO WKDW DSSO\

[1 1roH [J*/3 [Je&r$ []&s3 [].62 [ ]2wkwu

IRWBWWDFKPHQWY FDQ EH XSORDGHG RQOLQH IURP WKH )DFLOLW\ 3URILOH LQ 6,3

IRWSHGGLWLRQDO /RFDO /DEV FDQ EH DGGHG RQOLQH IURP WKH )DFLOLW\ 3URILOH LQ 6,3

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJIHRRY



6,3DFLOURINLOH )RUP

; PLATFORM
BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB B BEEEEEEEEE

&216(17 $1' 75%,1,1+*
&216(17

'RHV \RXU )DFLOLW\ KDYROR RULWRFHG %28 IRU Q@) UG (CRORHC

'RHV \RXU )DFLOLW)\ KDYRODL RAUIWRFHG 628 IRU 2V@H<UHVXQ|_4L|—4DE
SRSXODWLRQV"

'RHV \RXU )DFLOLW\ KDYRODL RAUIWR¥HG 628 IRU OLQRFJHMV@QWm
SHGLDWULF SRSXODWLRQV"

:LOO \RXU )DFLOLW\ UHTXLUH ODQJXDJH wuoqvo@mfdgw @U1RRQ

I1RWHDQJXDJHVY FDQ EH VHOHFWHG RQOLQH IURP WKH )DFLOLW\ 3URILOH LQ 6,3

.| ORFDWHG LQ WKH 86 KD\DNMX\D?E)(OIHL\ADIRV\X\V}QV\N&HOQdRVJP@ 1R

FRQVHQW VKRUW IRUP" O'RQW.QRZ
1RW $SSOLFD

75%$,1,1*

'RHV \RXU )DFLOLW\ KDYH D WUDLQLQJ SURJUDP ||@ WK\ Ovll-RDU

'RHV WKH FRXUVH FRQWHQW LQFOXGH *&3" @ <HV O 1R

'RHV \RRELOXMM\DQ H[WHUQDO SURJUDP WR FRQGX(V WV {OUEK W

3OHDVH SURYLGH SURJUDP FRXUVH QDPH | |

'R \RX KDYH D SURFHVV RU SURJUDP LQ SODFH WR@I—kVMUDLQ YRIVE
SURWRFRO LV DPHQGHG"

'RHV WKH VWXG\ VWDII WKDW SUHSDUHYV RUN\NDDQIV@J&LHWVODQQH[
WKDW PHHWY WKH ,$7%$ QWHUQDWLRQRQW RWKHIDQVSRUW $VVRFL
FRXQWULHYV KD]J]DUGRXV WUDLQLQJ UHTXLUHPHQWY IRU VKLSSLQJ

BEBEBBBBBEBBBBBEBBBBBBEBBBBBBEBBBBBEBEBBBBEBBBBBEBEBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJIHRRY



SHARED

INVESTIGATOR 6,3 DFLOAUR/INLOH )RUP

» PLATFORM
BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBHBBBBBBBBA

)$&,/,7< $1' (48,30(17

)$&,/,7&$3%$%,/,7,(6
&DQ \RXU )DFLOLW\ VXSSRUW SDWLHQW YLVLV) R@ZHeNHQRV"

&DQ \RXU )DFLOLW\ VXSSRUW LQ SDWLHQW DG@LVHWRQV IRURIHVI

'RHV \RXU VWXG\ VWDII KDYH VXIILFLHQW (QJOLVKHW()OBBJIH WH
FRPPXQLFDWLRQV LQ (QJOLVK"

'RHV \RXU )DFLOLW\ WD QN ®FRRUYWDDWLRQ VY®)srRHW () 1R
IRU VWXG\ FRQGXFW H J FRQVHQW VWXG\ V{FLRW 5Q 80/ LRCECL

'RHVY WKH )DFLOLW\ KDYH VWRUDJH VSDFH IRU@W<XI-G)( OODNVHG PI
HJ /DE .LWV 3DWLHQW ODWHULDOV HWEF "

'RHV \RXU )DFLOLW\ KDYH WKH DELOLW\ WR FI(::)C)*HH¥\A/ DQG MWRUH

'RHV \RXU )DFLOLW\ KDYH WKH DELOLW\ WR F3H(::)C)*HH¥\A/ 3. 3' MBRPSO
EXVLQHVV KRXUV"

'RHV \RXU )DFLOLW\ WA\SLFDOO\ DOORZ WKH FF@OHHF\WLRQ RLBKDU
VDPSOHV IRU UHVHDUFK SXUSRVHV"

W DOO

BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBE
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHI®DJHRRY



SHARED
INVESTIGATOR 6,3 DFLOUR/NLOH )RUP
BEBBBBBBEEBBBBBBRBBEBBEBEBRBBEBBEBEBEBRBBRBEBEBBEBEBRBREBRBEBEBEBEBEBRARBRRBBBBBR
(48,30(17

,GHQWHILADMQRVWLF (TXLSPHQW DYDLODEOH DW RU QHDU WKH )LC
&KHFN DOO WKDW DSSO\

[] 1s 1RW $SSOLFDEOH
[+] &7 6FDQRPSXWHUL]HG 7RPRJUDSK\ 6FDQ
[] s 'XDO (QHUJ\ ; UD\ $EVRUSWLRPHWU\ RU %RQH 'HQVLWR
[] (&* (.* (OHFWURFDUGLRJUDP
[] )/52 JOXRURVFRS\
[] os, ODJQHWLF 5HVRQDQFH ,PDJLQJ
[] o5s ODJQHWLF 5HVRQDQFH $QJLRJUDSK\ 05$%
056 ODJQHWLF 5H6/RHDMIFRIDBR S \
0$002 ODPPRJUDSK\
(] 10¢ 1XFOHDU PHGERQ®HVAD® WK\URLG VFDQ WKDOOLXP FI
[] 37 3RVLWURQ (PLVVLRQ 7RPRJUDSK\ 6FDQ
(] . b\ . 5GDGLDWLRQ
[] 2WKHU 2WKHU

'HVFULEH DQ\ DGGLWLRQDO HTXLSPHQW UHOHYDQW WR &OLQLFDC

*(1(5%$/ (48,30(17

'RHV \RXU )DFLOLW\ KDYH DQ 623 RU SURFHVV WKD HQVX V UR?’
DQG PDLOQWHQDQFH RI JHQHUDO HTXLSPHQW" ([DP HWHWR | Q HLRD
LQFOXGH VFDOH SXOVH R[LPHWHU VWDGLRPHWHU VSK\PRPDQRF

"RHV \RXU )DFLOLW\ KDYH WKH QHFHVVDU\ HTXLSP@WHWROUHFDW
LH FRGH FDUW "

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJHRRY



6,3DFLOURINLOH )RUP

INVESTIGATOR
PLATFORM

BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBHEBBBBBBRBMBE

,GHQWLI\ WKH HTXLSPHQW DYDLODEOH DW WKH )DFLOLW\ WR VXS
[] & HQWULIXJH

[l 5HIULJHUDWHG &HQWULIXJH

[l B5HIULJHUDWRU WR 'HJUHHV &

(TXLSPHQW &DSDELOLWLHV S5HIULJHUDWRU WR 'HJUHHV &
'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWX e LWRRILQJ C
"RHV WKLV HTXLSPHQW SURYLGH 0LQ 0D[ 7HPSHUDWXUH (ResQOruuas”

+RZ ITUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQWl";T'_tV"" oL ”5"‘4 WKH F
- Select -

PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW

'RHVY WKLV HKOYSPHQWS SRZHU" O<HV 1R

'RHVY WKLV HTXLSPHQW KDYH D WHPSHUDWXUH DODUP" O<HV 1R
'R \RX KDYH DQ 623 ZKLFK VXSSRUWV FDOLEUDWLRQ RI VQL<VHO|'XLZISRDHQW"
JUHH]HU WR '"HIUHHV &

(TXLSPHQW &D SOUEH H|HW L\ R '"HIJUHHV &
'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWXUH PHOLWRRLQJ C
'RHV WKLV HTXLSPHQW SURYLGH 0LQ 0D[ 7THPSHUDWXUH CQredQRrRULBJI"

+RZ IUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQW REEXI" R:KHSI|\I WKH |
PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW ~Select -
'RHV WKLV HTXLSPHQW KDYH EDFN XS SRZHU" O <HO 1R

'RHV WKLV HTXLSPHQW KDYH D WHPSHUDWXUH DODUP" O<HO 1R
'R \RX KDYH DQ 623 ZKLFK VXSSRUWYV FDOLEUDWLRQ RI VOL<\/HOTXL]SFPHQW"
I:' JUHH]HU WR '"HIUHHV &

(TXLSPHQW &D SPDHEH HJIHW LW R '"HIUHHYV &
'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWXIOl PHOLWRRLQJ C
'RHV WKLV HTXLSPHQW SURYLGH 0LQ O0D[ 7THPSHUDWXUH CrROHWRUL@J"

+RZ IUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQWW WKH |
PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW
'RHV WKLV HTXLSPHQW KDYH EDFN XS SRZHU" O <Hv 1R
'RHV WKLV HTXLSPHQW KDYH D WHPSHUDWXUH DODUP" <HO 1R
'R \RX KDYH DQ 623 ZKLFK VXSSRUWV FDOLEUDWLRQ RI VQL<\/HOTXLZISFPHQW"
JUHH]HU /LTXLG 1LWURJHQ '"HJUHHYV &
(TXLSPHQW &DSDELOLWLHV )UHH]JHU /LTXLG 1LWURJHQ '"HIJUHH

'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWXUH PHQLWRULQJ C
'RHV WKLV HTXLSPHQW SURYLGH O0LQ OD[ 7THPSHUDWXUH QQQHORUL@J"

+RZ IUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQW oo SN WKH
PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW
'RHV WKLV HTXLSPHQW KDYH EDFN XS SRZHU" O <HO 1R

'"RHV WKLV HTXLSPHQW KDYH D WHPSHUDWXUH pobpupr" QO <HQ 1R
'R \RX KDYH DQ 623 ZKLFK VXSSRUWY FDOLEUDWLRQ RI WOLWHOrkBspHow"

BBEBBBBEBEBBBBBEBBBBBBEBBBBBEBEBBBBEBBBBBEBEBBBBBEBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJIHRRY



SHARED

INVESTIGATOR 6 y 3 D F L G U\R‘ L O H ) R U P

~ PLATFORM
BBEEBBBBBEBBBBBBBBBBBEBBBBBBEBBBBBBEBBBBBBEBBBBBBBHEBBBBBMBMBMB

&20387(5 &$3%$%,/,7,(6

'RHV \RXU )DFLOLW\ KDYH FRPSXWHUV ZKLFK DUH GHGLF®PHW GLIRR
:KDW W\SH RI FRPSXWHU RSRUEWU QX V\WMADIWE R ® B/SKFSU\W V"

['] :LOQGRZV :LQGRZV ;3 :LQGRZV :LQGRZV HWF

[ ] $SSOH ODF 26 ; 6QRZ /HRSDUG ORRQWIIEQ /LRQ (O &DS

[ ] 8QL[ /LQX[ 6RODULV B8EXQWX 5HGKDW HWF

[], GRQ-W NQRZ

[] 2wk Hiu

'KDW W\SH RI LQWHUQHW DFFHVV GRHV \RXU )DFL{wr O
'RHV \RXU )DFLOLW\ OLPLW RU SURKLZEH B ECDFFHHE WRE GVXVH RI H[W}
RWLWHV IRU FOLQLFDO UHWHD VKIEP(W GR E3FRIOWNN. O
RU &52V "

'RHV WKH )DFLOLW\ KDYH DFFHVV WR ORFDO ,7 VX [es O

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJHIRIY



SHARED

6,3DFLBUWILOH )RUP

PLATFORN
BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBEBBHBHBHBHBHBHBE

,19(67,*$7,21%/ 352'8&7 &21752//(' 68%67$1&(6

,19(67,*$7,21%/ 352'8&7 6+,33,1* '(7%$,/6
35HFLSLHQW 1DPH |
6WUHHW 1DPH DQG |1XPEHU
%XLOGLQJ )ORRU 5FkRP 6 XLWH
$GGLWLRQDO $GGUI1-IVV , QIR

&R X Q WU\ | Select Country -
&L W\ |

=LS 3RVWDO &RGH
3KRQH 1XPEHU
)D[ 1XPEHU

(PDLO $GGUHVYV

|
|
|
|
|
6WDWH 3URYLQFH 5[ soeasae- |
|
|
|
|
|

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHIDJHIRI



SHARED

INVESTIGATOR 6 aDFLGU\R‘LOH )RUP

PLATFORN
BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBRBBBBIBB[

,19(67,*$7,21%/ 352'8&7 6725%*( /12&%$7,21

, 36 WRUDJH /RFDWLRH TDPH
6WUHHW 1DPH DQG JrXPI:HU
%XLOGLQJ )ORRU 5R|RP 6 XLWH
$GGLWLRQDO $GGUHVV QTR

&R XQW U\ |-Se|ect Country -
6WDWH 3URYLQFH 5|'|_Se|ectgtate_
& LW\

=LS 3RVWDO &RGH | |
3KRQH 1XPEHU

)D[ 1XPEHU | |
(PDLO $GGUHVYV | |

IRW$IGGLW I LRQBDWWLIDWLRQDO 3URGXFW 6WRUDJH /RFDWLRQV FDQ EH DGGHG RQOLQH IURP WKH )DF

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB
6,3 )DFLOLW\ 3URILOH )RUP Y /DVW 8SGDWHI®DJHIRIY



SHARED

INVESTIGATOR %) : :3 DFL (:3 l_]\FR" LOH ) RUP

‘ PLATFORM
BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBHBBBBBMBMBMB
,19(67,*$7,21$/ 352'8&7 6725%$*( (48,30(17

,GHQWLI\ WKH ,QYHVWLJDWLRQDO 3URGXFW 6WRUDJH (TXLSPHQW |
[] S5HIULJHUDWRU WR 'HJUHHV &

(TXLSPHQW &DSDELOLWLHYV 5HIULJHUDWRU WR '"HIJUHHV &

'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWX ) PROLWRRILQJ OF
'RHV WKLV HTXLSPHQW SURYLGH 0LQ O0D[ 7HPSHUDWXUH Qe CrRUL®J"

+RZ IUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQWl.E?_F_F_X_LI"_&_K_I:LF_ITI WKH P
PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW - Select - ©

'RHV WKLV HTXLSPHQW KDYH EDFN XS SRZHU" O <HO 1R

'RHV WKLV HTXLSPHQW KDYH D WHPSHUDWXUH bobuPrP" (O <H( 1R

'R \RX KDYH DQ 623 ZKLFK VXSSRUWYV FDOLEUDWLRQ RI WOLH( XLISPHQW"

JUHH]HU WR '"HIUHHYV &

(TXLSPHQW &D SO H]HW LW R '"HIJUHHV &

'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWX () PRROQLWRRILQJ OF
'RHV WKLV HTXLSPHQW SURYLGH 0LQ OD[ 7HPSHUDWXUH 0R@H(CRULAJ"

+RZ IUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQW RFFXU" &KHFN WKH P
PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW

'RHV WKLV HTXLSPHQW KDYH EDFN XS SRZHU" <HV 1R

'RHV WKLV HTXLSPHQW KDYH D WHPSHUDWXUH bobuP" Q<H(O 1R

'R \RX KDYH DQ 623 ZKLFK VXSSRUWYV FDOLEUDWLRQ RI WOLRHO XLISPHQW"
HH]JHU WR '"HIJUHHV &

(TXLSPHQW &D SOUHHH]HW LW R '"HIJUHHV &

'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWX ) PRROLWRRILQJ Of
'RHV WKLV HTXLSPHQW SURYLGH 0LQ O0D[ 7THPSHUDWXUH (re@H(CRULRJ"

+RZ IUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQW REEXU" &KHEN WKH P
PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW —select O]

'RHV WKLV HTXLSPHQW KDYH EDFN XS SRZHU" O <HD 1R

'RHVY WKLV HTXLSPHQW KDYH D WHPSHUDWXUH DoDuP" () <HV 1R

'R \RX KDYH DQ 623 ZKLFK VXSSRUWY FDOLEUDWLRQ RI WOLMHMTXLISPHQW"

[] YUHH]HU J/LTXLG 1LWURJHQ '"HIJUHHV &

(TXLSPHQW &DSDELOLWLHV )UHH]HU /LTXLG 1LWURJHQ '"HJUHHYV
'R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSHUDWXW) #ROLWRRLQJ Of
'RHV WKLV HTXLSPHQW SURYLGH 0LQ O0D[ 7THPSHUDWXUH (QreeORULERJ"

+RZ IUHTXHQWO\ FDQ WHPSHUDWXUH PHDVXUHPHQW REEXII" zwl—lccl\‘l WKH P
PHDVXUHPHQW \RXU HTXLSPHQW FDQ VXSSRUW -Select
'RHV WKLV HTXLSPHQW KDYH EDFN XS SRZHU" O <HO 1R

'RHVY WKLV HTXLSPHQW KDYH D WHPSHUDWXUH DODUP" @ <HO 1R
'R \RX KDYH DQ 623 ZKLFK VXSSRUWV FDOLEUDWLRQ RI V\OL<VHO'XL]SRDHQW"
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BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBE FRRBBBBBMR

,19(67,*$7,21%/ 352'8&7 6725%*( +$1'/,1*

.V WKH ,QYHVWLIJDWLRQDO 3URGXFW 6WRUDJH 5RRO)\HRXUE ZiV

R \RX KDYH WKH DELOLW\ WR JHQHUDWH D WHPSH@\Q&(\L/JHORQH\Q/I

,QYHVWLIJDWLRQDO 3URGXFW 6WRUDJH 5RRP"

'RHV WKH ,QYHSWRGBEWERRQDK® 5RRP SURYLGH 0LQ 0D[ WHPSHUDWXL
<HV 1R

PRQLWRULQJ"

'RHV WKH ,QYHSWRGBWERQDI® 5RRP KDYH EDFN Xs srz#vM (O 1R

'RHV WKH ,QYHSWRGBWER QDI 5RRP KDYH D WHPSHOWUH CpOgP"

'R ARX KDYH DQ 623 ZKLFK VXSSRUWYV FDOLEUDWLRPRI WKH~VHES!
PRQLWRULQJ HTXLSPHQW"
'RHV \RXU )DFLOLW\ KDYH WK K ID/EH crowrin & FRYQDIR RGO 1R

RI , QYHVWLIJDWLRQDO 3URGXFW"

'RHV \RXU )DFLOLW\ KDYH D ZULWWHQ 623 3ROLF\  RAG XOHLR U
' QYHVWLJIJDWLRQDO 3URGXFW" (O 1RW $sSOLFEC

'R \RX SURYLGH \RXU 6DWHOOLWH 6LWH V ZLWK D GHGI-L\FDO-I!BRLQ'
,QYHVWLIJDWLRQDO 3URGXFW" 1RW $SSOLFC

'RHV \RXU )DFLOLW\ KDYH D ZULWWHQ 623 3ROLF\ @R<FH—NGXO—IlWR I
, QYHVWLIJDWLRQDO 3URGXFW LV DSSURSULDWHO\ FOLl(R\MD$Q$4@LB
6DWHOOLWH 6LWH V "

'HVFULEH DGGLWLRQDO ,QYHVWLJDWLRQDO 3URGXFW 6WRUDJH +
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PLATFORM

BBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBHEBBBBBBBMBE
35(3%$5%$7,21 $1' $'0,1,675%$7,21 2) ,19(67,*$7,21%$/ 352'8&7
,GHQWLI\ WKH ,QYHVWLJDWLRQDO 3URGXFW SUHSDUDWLRQ FDSDEL

[] ((WHPSRUDQHRXV 3UHSDUDWLRQ

[l 9HUWLFDO ODPLQDU IORZ KRRG FKHPR KD]DUGRXV GUXJV

[ 1*ORYH ER[ QRQ YHQWHG

[1]+RUL]JRQWDO ODPLQDU IORZ KRRG QRQ KD]DUGRXV GUXJ SUHSD!

*ORYH ER[ YHQWHG WR RXWVLGH
SUHSDUDWLRQ DQG $GPLQLVWUDWLRQ RI ,QYHVWLIJDWLRQDO 3URG
,V\RXU )DFLOLW\ FDSDEOH RI DGPLQLVWHULQJ LQIO/ISRIQVG 1R
' VIRXU )DBPGOIOWDODWHO\ VWDIIHG WR VXSSRUW VWXGU\Q&\BWQER\Q/H_{(
EOLQGHG ,QYHVWLIJDWLRQDO 3URGXFW"

&21752//(' 68%67$1&(6

&RQWUROOHG 6XEVWDQFHV DUH GHILQHG DV $ GUXJ RU FKHPLFDO
D JRYHUQPHQW VXFK DV LOOLFLWO\ XVHG GUXJV RU SUHVFULSWLF
'RHV WKH )DFLOLW\ KDYH WKH UHTXLUHG @:H-Q\)VHORU LRHJILVWUD)
WR UHFHLYH VWRUH GLVSHQVH DQG UHWX)QRRGHHRIORDHE®D N XE V'
DV UHTXLUHG E\ ORFDO ODZ"

,V WKH VWRUDJH DUHD IRU FRQWUROOHG \DEMI—WWD@-I]-\RVHFXUHO\ F
ZLWK UHVWULFWHG DFFHVV LQ DFFRUGDQIOZRWK$SR(HDIE)D(HDH"

'RHVY WKH )DFLOLW\ KDYH WKH DELOLW\ WR KBQGOOJEFGLR ODEHO!
, QYHVWLIDWLRQDO 3URGXFW"

'RHV \RXU )DFLOLW\ KDYH WKH DELOLW\ W@{)I-Q\DJO?KRVLWH RU
RIl VLWH GHVWUXFWLRQ RI FRQWUROOHG \OEI.\R\AWDEQS:S-D/LEK)EIQI-DSSU

$77$&+0(176

8SORDG UHOHYDQW ,QYHVWLIJDWLRQDO 3URGXFW &RQWUROOHG 6
IRU PDQDJLQJ RU VWRULQJ ,QYHVWLIJDWLRQDO 3URGXFW V , 3 VW
UHFHLYH VWRUH GLVSHQVH DQG UHWXUQ FRQWUROOHG VXEVWDQ

IRWHWWDFKPHQWY FDQ EH XSORDGHG RQOLQH IURP WKH )DFLOLW\ 3URILOH LQ 6,3
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6285&( '2&80(17%7,21

6285&( '2&80(176
'KDW W\SH RI VRXUFH GRFXPHQWYV ZLOO EH XV[' 53D 8HU{ ' |F\W HFOWOU R/

'RHV \RXU )DF MHPAXUKDWWRUDJH IRU SDWLHQW UI—HZ"R\UGO 1R

'RHV \RXU )DFLOLW\ KDYH SDWLHQW UHFRUG DC)EKHVLQJ RQLRLWH"
3URYLRAD WLIRRBIQBG G UM YR I I VDWHKLYHYV

(/(&7521,& 0(',&$/ 5(&25'®5 (/(&7521,& +($/7+ 5(&26G+6

'R \RX KDYH (OHFWURQLF +HDOWK 5HFRUGV (+5 (OHR\MURQO:ER-IGLFDO

'KDW (05 (+5 VAIVWHP GR \RX XVH" [].Q KRXVH V\[{ NBIWKHUYV

I1RWHOHDVH VHOHFW RWKHU RSWLRQNFIIROL YW\5R QBLRWHG DW \RXU

JRU )DFLOLWLHYV ZLWK VDWHOOLWH VLWHYV ZKHUH LV WKH PRQLWR
|Each Satellite Site and Main Q‘
DFFHVV VRXUFH GRFXPHQWV"

3OHDVH OLVW DQ\ DFFHVV OLPLWDWLRQV UHTXLUHPHQWY IRU WKH

Restricted access to patient level is available for Sponsor representatives
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6,3 )DFLOLW\ 3YRVDVN)RIUFPDIRM G 3DJH RI
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BEBBEBEBBBEBBBBBBBBEBBBEBBBEBBBEBBBEBBBBBBBEBEBBEBBEBBEEBBBBBBBMBIE

021,725,1*

&KHFN DOO HTXLSPHQW WKDW ZLOO EH DYDLODEOH WR ORQLWRUYV
[]1rRQH[] 3KRQH [])DI [[] &aRS\ ODFKLQH{ ] .QWHUQHW $FFF

:KDW (OHFWURQLF 'DWD &DSWXUH (‘& V\WVWHPV KDV \RXU VWDII X'
1RQH 2UDFOH ,{/JRUGLGDWI pRYBFOH 5SHPRWH 'DBW&] | DWWHUY

'HVFULEH 2WKHU (‘& 6\VWHPYV

$'',7,21%/ ,1)250%$7,21 $1' $77%$&+0(176

$',7,21%/ ,1)250%$7,21

3OHDVH SURYLGH DGGLWLRQDO LQIRUPDWLRQ QRW FDSWXUHG LQ
LPSRUWDQW IRU 6SRQVRUYV) DNFR ORQWID DHE RXHWH\RKQFH WKH VHFWLRQ

)$&,/,7< $77$&+0(176

8SORDG DQ\ QRQ VWXG\ VSHFLILF )DFLOLW\ GRFXPHQWY WKDW KDY
SURILOH /DE ,5% (5% (WKLFV &RPPLWWHH ,QYHVWLJDWLRQDO 3U
GRFXPHQWDWLRQ VKRXOG EH LQFOXGHG LQ WKRVH VHFWLRQV 7K}

HIDPSOHV RI WKH W\SH RI GRFXPHQWDWLRQ WR EH LQFOXGHG LQ V
IRWHWWDFKPHQWV FDQ EH XSORDGHG RQOLQH IURP WKH )DFLOLW\ 3URILOH LQ 6,3
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