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&RPPLVVLRQ )LOH 1XPEHU 
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([DFW QDPH RI 5HJLVWUDQW DV VSHFLILHG LQ LWV &KDUWHU
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	7KH 1DVGDT 6WRFN 0DUNHW //&
	

	6HFXULWLHV UHJLVWHUHG SXUVXDQW WR 6HFWLRQ J RI WKH $FW 1RQH
	
	
	
	
	
	

	,QGLFDWH E\ FKHFN PDUN LI WKH 5HJLVWUDQW LV D ZHOONQRZQ VHDVRQHG LVVXHU DV GHILQHG LQ 5XOH  RI WKH 6HFXULWLHV $FW <(6 ն  12 շ
	

	,QGLFDWH E\ FKHFN PDUN LI WKH 5HJLVWUDQW LV QRW UHTXLUHG WR ILOH UHSRUWV SXUVXDQW WR 6HFWLRQ  RU G RI WKH $FW
	<(6 ն  12 շ
	



,QGLFDWH E\ FKHFN PDUN ZKHWKHU WKH 5HJLVWUDQW  KDV ILOHG DOO UHSRUWV UHTXLUHG WR EH ILOHG E\ 6HFWLRQ  RU G RI WKH 6HFXULWLHV ([FKDQJH $FW RI  GXULQJ WKH SUHFHGLQJ  PRQWKV RU IRU VXFK VKRUWHU SHULRG WKDW WKH 5HJLVWUDQW ZDV UHTXLUHG WR ILOH VXFK UHSRUWV DQG  KDV EHHQ VXEMHFW WR VXFK ILOLQJ UHTXLUHPHQWV IRU WKH SDVW  GD\V <(6 շ 12 ն
,QGLFDWH E\ FKHFN PDUN ZKHWKHU WKH 5HJLVWUDQW KDV VXEPLWWHG HOHFWURQLFDOO\ HYHU\ ,QWHUDFWLYH 'DWD )LOH UHTXLUHG WR EH VXEPLWWHG SXUVXDQW WR 5XOH  RI 5HJXODWLRQ 67 � RI WKLV FKDSWHU GXULQJ WKH SUHFHGLQJ  PRQWKV RU IRU VXFK VKRUWHU SHULRG WKDW WKH 5HJLVWUDQW ZDV UHTXLUHG WR VXEPLW VXFK ILOHV <(6 շ 12 ն
,QGLFDWH E\ FKHFN PDUN ZKHWKHU WKH UHJLVWUDQW LV D ODUJH DFFHOHUDWHG ILOHU DQ DFFHOHUDWHG ILOHU D QRQDFFHOHUDWHG ILOHU VPDOOHU UHSRUWLQJ FRPSDQ\ RU DQ HPHUJLQJ JURZWK FRPSDQ\ 6HH WKH GHILQLWLRQV RI ³ODUJH DFFHOHUDWHG ILOHU´ ³DFFHOHUDWHG ILOHU´ ³VPDOOHU UHSRUWLQJ FRPSDQ\´ DQG ³HPHUJLQJ JURZWK FRPSDQ\´ LQ 5XOH E RI WKH ([FKDQJH $FW
	/DUJH DFFHOHUDWHG ILOHU
	ն
	$FFHOHUDWHG ILOHU
	ն

	1RQDFFHOHUDWHG ILOHU
	շ
	6PDOOHU UHSRUWLQJ FRPSDQ\
	շ

	(PHUJLQJ JURZWK FRPSDQ\
	շ
	
	



,I DQ HPHUJLQJ JURZWK FRPSDQ\ LQGLFDWH E\ FKHFN PDUN LI WKH UHJLVWUDQW KDV HOHFWHG QRW WR XVH WKH H[WHQGHG WUDQVLWLRQ SHULRG IRU FRPSO\LQJ ZLWK DQ\ QHZ RU UHYLVHG ILQDQFLDO DFFRXQWLQJ VWDQGDUGV SURYLGHG SXUVXDQW WR 6HFWLRQ D RI WKH ([FKDQJH $FW ն
,QGLFDWH E\ FKHFN PDUN ZKHWKHU WKH UHJLVWUDQW KDV ILOHG D UHSRUW RQ DQG DWWHVWDWLRQ WR LWV PDQDJHPHQW¶V DVVHVVPHQW RI WKH HIIHFWLYHQHVV RI LWV LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ XQGHU 6HFWLRQ E RI WKH 6DUEDQHV2[OH\ $FW  86& E E\ WKH UHJLVWHUHG SXEOLF DFFRXQWLQJ ILUP WKDW SUHSDUHG RU LVVXHG LWV DXGLW UHSRUW ն
,I VHFXULWLHV DUH UHJLVWHUHG SXUVXDQW WR 6HFWLRQ E RI WKH $FW LQGLFDWH E\ FKHFN PDUN ZKHWKHU WKH ILQDQFLDO VWDWHPHQWV RI WKH UHJLVWUDQW LQFOXGHG LQ WKH ILOLQJ UHIOHFW WKH FRUUHFWLRQ RI DQ HUURU WR SUHYLRXVO\ LVVXHG ILQDQFLDO VWDWHPHQWV ն

,QGLFDWH E\ FKHFN PDUN ZKHWKHU DQ\ RI WKRVH HUURU FRUUHFWLRQV DUH UHVWDWHPHQWV WKDW UHTXLUHG D UHFRYHU\ DQDO\VLV RI LQFHQWLYHEDVHG FRPSHQVDWLRQ UHFHLYHG E\ DQ\ RI WKH UHJLVWUDQW¶V H[HFXWLYH RIILFHUV GXULQJ WKH UHOHYDQW UHFRYHU\ SHULRG SXUVXDQW WR �'E ն

,QGLFDWH E\ FKHFN PDUN ZKHWKHU WKH 5HJLVWUDQW LV D VKHOO FRPSDQ\ DV GHILQHG LQ 5XOH E RI WKH ([FKDQJH $FW <(6 ն	12 շ

7KH DJJUHJDWH PDUNHW YDOXH RI WKH YRWLQJ DQG QRQYRWLQJ FRPPRQ HTXLW\ KHOG E\ QRQDIILOLDWHV RI WKH 5HJLVWUDQW EDVHG RQ WKH FORVLQJ SULFH RI WKH VKDUHV RI FRPPRQ VWRFN RQ 7KH 1DVGDT *OREDO 6HOHFW 0DUNHW RQ -XQH   WKH ODVW EXVLQHVV GD\ RI WKH 5HJLVWUDQWV PRVW UHFHQWO\ FRPSOHWHG VHFRQG ILVFDO TXDUWHU ZDV DSSUR[LPDWHO\  PLOOLRQ
7KH QXPEHU RI VKDUHV RI 5HJLVWUDQW¶V &RPPRQ 6WRFN RXWVWDQGLQJ DV RI 0DUFK   ZDV  '2&80(176 ,1&25325$7(' %< 5()(5(1&(

3RUWLRQV RI WKH 5HJLVWUDQW¶V 'HILQLWLYH 3UR[\ 6WDWHPHQW ³3UR[\ 6WDWHPHQW´ UHODWLQJ WR WKH  $QQXDO 0HHWLQJ RI 6WRFNKROGHUV ZLOO EH ILOHG ZLWK WKH &RPPLVVLRQ ZLWKLQ  GD\V DIWHU WKH HQG RI WKH 5HJLVWUDQW¶V  ILVFDO \HDU DQG DUH LQFRUSRUDWHG E\ UHIHUHQFH LQWR 3DUW ,,, RI WKLV 5HSRUW

$XGLWRU )LUP ,'	$XGLWRU 1DPH .30* //3	$XGLWRU /RFDWLRQ 6DQ )UDQFLVFR &DOLIRUQLD
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³5LVN )DFWRUV´ DQG ³0DQDJHPHQW¶V 'LVFXVVLRQ DQG $QDO\VLV RI )LQDQFLDO &RQGLWLRQ DQG 5HVXOWV RI 2SHUDWLRQV´ DQG HOVHZKHUH LQ WKLV $QQXDO 5HSRUW
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3$57 ,

,WHP  %XVLQHVV

2YHUYLHZ

:H DUH D FOLQLFDOVWDJH ELRSKDUPDFHXWLFDO FRPSDQ\ GHYHORSLQJ WKHUDSHXWLF SURGXFW FDQGLGDWHV IRU PHWDEROLF GLVHDVHV E\ WDUJHWLQJ WKH ELRORJ\ RI KXPDQ DJLQJ 2XU WHFKQRORJ\ SODWIRUP DQG GLIIHUHQWLDWHG KXPDQ GDWDVHWV HQDEOH XV WR LGHQWLI\ SURPLVLQJ WDUJHWV EDVHG RQ LQVLJKWV LQWR PROHFXODU FKDQJHV WKDW GULYH DJLQJ

,Q -DQXDU\  ZH DQQRXQFHG WKH QRPLQDWLRQ RI RXU OHDG SURJUDP %*( D SRWHQW VWUXFWXUDOO\ QRYHO RUDOO\ DYDLODEOH EUDLQSHQHWUDQW VPDOOPROHFXOH 1/53 LQKLELWRU %*( KDV D GLVWLQFW PHFKDQLVP DQG ELQGLQJ VLWH IURP RWKHU 1/53 LQKLELWRUV LQ GHYHORSPHQW ZLWK LVVXHG SDWHQWV FRYHULQJ ERWK FRPSRVLWLRQ RI PDWWHU DQG FODLPV IRU WKH XQLTXH ELQGLQJ VLWH

,Q 'HFHPEHU  ZH DQQRXQFHG WKDW %*( ZDV ZHOOWROHUDWHG LQ 6LQJOH $VFHQGLQJ 'RVH 6$' DQG LQLWLDO 0XOWLSOH $VFHQGLQJ 'RVH 0$' FRKRUWV ZLWK D SKDUPDFRNLQHWLF SURILOH VXSSRUWLQJ RQFHGDLO\ RUDO GRVLQJ VWURQJ WDUJHW HQJDJHPHQW DQG KLJK EUDLQ SHQHWUDWLRQ

:H LQWHQG WR DGYDQFH %*( LQ WZR WKHUDSHXWLF DUHDV FDUGLRPHWDEROLF GLVHDVH DQG RSKWKDOPRORJ\







:H DUH DOVR DGYDQFLQJ HDUOLHU VWDJH SODWIRUPGHULYHG SURJUDPV LQ FROODERUDWLRQ ZLWK (OL /LOO\ DQG &RPSDQ\ /LOO\ DQG KDYH DQ RQJRLQJ WDUJHW GLVFRYHU\ FROODERUDWLRQ ZLWK 1RYDUWLV 3KDUPD $* 1RYDUWLV










Our approach: targeting human aging biology to treat chronic metabolic diseases

7KH EXUGHQ RI PDQ\ VHULRXV DQG FKURQLF GLVHDVHV	LQFOXGLQJ FDUGLRYDVFXODU GLVHDVH DQG GLDEHWHV	LQFUHDVHV ZLWK

DJH
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Age is a key risk factor for mortality from many chronic diseases in the United States, including cardiometabolic diseases like heart disease and diabetes. (Source: National Center for Health Statistics).




































+RZHYHU WKHUH LV VXEVWDQWLDO QDWXUDO YDULDWLRQ LQ WKH KXPDQ SRSXODWLRQ UHVXOWLQJ LQ D EURDG UDQJH RI DJLQJ WUDMHFWRULHV DQG RXWFRPHV ZLWK VRPH SHRSOH H[SHULHQFLQJ PXFK ORQJHU OLIHVSDQV DV ZHOO DV GHOD\HG GLVHDVH RQVHW :H FUHDWHG RXU FRPSDQ\ WR LGHQWLI\ ELRORJLFDO SDWKZD\V DVVRFLDWHG ZLWK ORQJHU KHDOWKLHU KXPDQ OLIHVSDQV DQG WR GHYHORS SKDUPDFHXWLFDO SURGXFWV WKDW FDQ PRGXODWH WKHVH SDWKZD\V ZLWK WKH LQWHQW WR SUHYHQW DQG UHYHUVH VSHFLILF GLVHDVHV IRFXVLQJ RQ FDUGLRPHWDEROLF GLVHDVHV
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We capture a range of aging outcomes in our human aging cohorts, including functional and cognitive decline, disease incidence and mortality. In this example, deep, serial profiling of circulating proteins in these participants was used to understand the biology that drives these outcomes.





















PHDVXULQJ WKRXVDQGV RI ELRORJLFDOO\ UHOHYDQW PROHFXOHV DQG WKHQ DSSO\ FRPSXWDWLRQDO WRROV WR WKH UHVXOWLQJ GDWD WR H[WUDFW SRWHQWLDO GULYHUV RI D ORQJ DQG KHDOWK\ OLIHVSDQ
[image: ]
















The BioAge platform encompasses over 150 million molecular data points spanning over 25 thousand individual participant profiles and over 50 years of follow-up.

:H KDYH VHOHFWHG FKURQLF FDUGLRPHWDEROLF GLVHDVHV DV RXU SULPDU\ IRFXV ZLWKLQ DJHUHODWHG FKURQLF GLVHDVHV JLYHQ WKHLU KLJK SUHYDOHQFH DQG UHVXOWLQJ SRWHQWLDO IRU LPSDFW RQ SRSXODWLRQ KHDOWK
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Prevalence of major cardiometabolic disease in the United States

&KURQLF FDUGLRPHWDEROLF GLVHDVHV DOVR UHSUHVHQW RXWVL]HG FRPPHUFLDO RSSRUWXQLWLHV )RU LQVWDQFH DFFRUGLQJ WR WKLUG SDUW\ HVWLPDWHV WKH JOREDO PDUNHW IRU */35 DJRQLVWV LQFOXGLQJ WKRVH XVHG WR WUHDW GLDEHWHV LV H[SHFWHG WR JURZ WR  ELOOLRQ E\ 










2XU 3LSHOLQH

:H DUH EXLOGLQJ D SLSHOLQH RI SODWIRUPGHULYHG WKHUDSHXWLFV WDUJHWLQJ FKURQLF FDUGLRPHWDEROLF GLVHDVH

2XU OHDG SURJUDP LV %*( D SRWHQW VWUXFWXUDOO\ QRYHO RUDOO\ DYDLODEOH EUDLQSHQHWUDQW VPDOOPROHFXOH 1/53 LQKLELWRU :H H[SHFW WR DQQRXQFH IXOO 3KDVH  6$'  0$' FOLQLFDO WULDO UHVXOWV LQ WKH ILUVW KDOI RI  :H DUH LQLWLDOO\ GHYHORSLQJ %*( IRU SDWLHQWV ZLWK FDUGLRYDVFXODU ULVN IDFWRUV DQG '0(

· )RU FDUGLRYDVFXODU ULVN ZH LQWHQG WR LQLWLDWH D GRVHUDQJLQJ 3KDVH D SURRIRIFRQFHSW WULDO LQ WKH ILUVW KDOI RI  LQ SDWLHQWV ZLWK REHVLW\ DQG HOHYDWHG KV&53 $SSUR[LPDWHO\  SDWLHQWV ZLOO EH UDQGRPL]HG %*( RU SODFHER IRU  ZHHNV 7KH SULPDU\ HQGSRLQW LV SHUFHQW FKDQJH LQ KV&53 5HVXOWV DUH DQWLFLSDWHG E\  \HDU HQG

· )RU '0( ZH LQWHQG WR LQLWLDWH D 3KDVH ED SURRIRIFRQFHSW WULDO LQ PLG LQ SDWLHQWV ZLWK '0(

$SSUR[LPDWHO\  SDWLHQWV ZLOO EH UDQGRPL]HG DFURVV JURXSV %*( ZLOO EH DVVHVVHG DV DQ DGMXQFWLYH WKHUDS\ WR LQWUDYLWUHDO DQWL9(*) WUHDWPHQW DQG DV D PRQRWKHUDS\ 7KH JRDO RI WKH WULDO LV WR GHPRQVWUDWH WDUJHW HQJDJHPHQW LQ WKH H\H 5HVXOWV DUH DQWLFLSDWHG LQ PLG

:H DUH DOVR GHYHORSLQJ QRYHO DSHOLQ UHFHSWRU $3- DJRQLVWV IRU REHVLW\ LQFOXGLQJ SURJUDPV WDUJHWLQJ ERWK RUDO DQG SDUHQWHUDO VXEFXWDQHRXV DGPLQLVWUDWLRQ :H LQWHQG WR ILOH WKH ILUVW ,1' IRU DQ $3- SURJUDP E\  \HDU HQG

:H DUH DGYDQFLQJ VHYHUDO DGGLWLRQDO SODWIRUP WDUJHWV FXUUHQWO\ LQ PROHFXOH GLVFRYHU\ VWDJH LQ FROODERUDWLRQ ZLWK /LOO\ ZKLFK ZH EHOLHYH KDYH WKH SRWHQWLDO WR WUDQVIRUP WUHDWPHQW RI FDUGLRPHWDEROLF GLVHDVH :H SODQ WR H[SDQG WKLV SLSHOLQH RYHU WLPH ERWK LQWHUQDOO\ DQG WKURXJK RXU WDUJHW GLVFRYHU\ FROODERUDWLRQ ZLWK 1RYDUWLV

2XU SRUWIROLR RI SURGXFW FDQGLGDWHV DQG RQJRLQJ FROODERUDWLRQV DUH VXPPDUL]HG LQ WKH ILJXUH EHORZ
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2XU 7HDP

:H KDYH DVVHPEOHG D OHDGHUVKLS WHDP RI H[SHUWV LQ DJLQJ ELRORJ\ DQG GUXJ GHYHORSPHQW 2XU VHQLRU WHDP FRQVLVWV RI WKH IROORZLQJ PHPEHUV

· .ULVWHQ )RUWQH\ 3K' RXU &KLHI ([HFXWLYH 2IILFHU DQG FRIRXQGHU 'U )RUWQH\ KDV H[WHQVLYH H[SHULHQFH LQ DJLQJ ELRORJ\ JHQHWLFV DQG ELRLQIRUPDWLFV DQG V\VWHPV ELRORJ\ IURP KHU ZRUN DW 6WDQIRUG DQG WKH 8QLYHUVLW\ RI 7RURQWR

· (ULF 0RUJHQ 0' RXU &KLHI 2SHUDWLQJ 2IILFHU DQG FRIRXQGHU 'U 0RUJHQ ZDV SUHYLRXVO\ RQ WKH IDFXOW\ DW WKH 8QLYHUVLW\ RI 7RURQWR ZKHUH KLV UHVHDUFK IRFXVHG RQ ELRPDUNHU GLVFRYHU\ DQG FKDUDFWHUL]DWLRQ LQ KLJK GLPHQVLRQDO GDWDVHWV IURP KXPDQ FRKRUWV






· 'RY *ROGVWHLQ 0' RXU &KLHI )LQDQFLDO 2IILFHU 'U *ROGVWHLQ SUHYLRXVO\ VHUYHG DV &KLHI )LQDQFLDO 2IILFHU DW 9LFXURQ 3KDUPDFHXWLFDOV ,QF DQG /R[R 2QFRORJ\ ,QF DV ZHOO DV D 0DQDJLQJ 3DUWQHU DW $LVOLQJ &DSLWDO +H ZDV PRVW UHFHQWO\ WKH &KLHI )LQDQFLDO 2IILFHU DQG &KLHI %XVLQHVV 2IILFHU RI ,QGDSWD 7KHUDSHXWLFV ,QF

· 3DXO 5XELQ 0' RXU &KLHI 0HGLFDO 2IILFHU 'U 5XELQ KDV RYHU  \HDUV RI H[SHULHQFH LQ WKH ELRWHFKQRORJ\ LQGXVWU\ DQG KDV OHG  FRPSRXQGV WR 86 DSSURYDO ZLWK ILYH OHG IURP GLVFRYHU\ WKURXJK DSSURYDO LQFOXGLQJ /XQHVWD� DQG ;RSHQH[� +H PRVW UHFHQWO\ VHUYHG DV ([HFXWLYH 9LFH 3UHVLGHQW 5HVHDUFK DQG 'HYHORSPHQW DW PL5DJHQ 7KHUDSHXWLFV ,QF DQG ZDV SUHYLRXVO\ &KLHI 0HGLFDO 2IILFHU DW ;20$ &RUSRUDWLRQ DQG ([HFXWLYH 9LFH 3UHVLGHQW 5HVHDUFK DQG 'HYHORSPHQW DW 6HSUDFRU

· $QQ 1HDOH RXU &KLHI 'HYHORSPHQW 2IILFHU 0V 1HDOH KDV RYHU  \HDUV RI H[SHULHQFH LQ WKH ELRWHFKQRORJ\ LQGXVWU\ 6KH ZDV PRVW UHFHQWO\ 6HQLRU 9LFH 3UHVLGHQW RI 'HYHORSPHQW 2SHUDWLRQV DW 3ULQFLSLD %LR3KDUPD ,QF DFTXLUHG E\ 6DQRIL 6$ ZKHUH VKH OHG RSHUDWLRQV DQG UHVRXUFLQJ VWUDWHJ\ IRU PXOWLSOH JOREDO HDUO\ DQG ODWH SKDVH FOLQLFDO SURJUDPV

· 3HQJ /HRQJ 3K' RXU &KLHI %XVLQHVV 2IILFHU 'U /HRQJ KDV H[WHQVLYH H[SHULHQFH LQ WKH ELRWHFK LQGXVWU\

SUHYLRXVO\ VHUYLQJ LQ KHDOWKFDUH LQYHVWPHQW EDQNLQJ DW 3LSHU -DIIUD\ DQG DV +HDG RI *HQHUDO 0HGLFLQH %XVLQHVV 'HYHORSPHQW DW 0HUFN .JD$ DQG &KLHI %XVLQHVV 2IILFHU DW .D]LD 7KHUDSHXWLFV /LPLWHG

· %- 6XOOLYDQ 3K' RXU &KLHI 6WUDWHJ\ 2IILFHU 'U 6XOOLYDQ ZDV SUHYLRXVO\ LQ /(. &RQVXOWLQJ¶V OLIH VFLHQFHV

SUDFWLFH ZKHUH KH DGYLVHG ELRSKDUPD FRPSDQLHV RQ JURZWK VWUDWHJ\ DQG 0  $

· *HRUJH +DUWPDQ 3K' RXU 6HQLRU 9LFH 3UHVLGHQW &KHPLVWU\ 'U +DUWPDQ LV D FRIRXQGHU RI 1RYLUD

7KHUDSHXWLFV ,QF DQG SUHYLRXVO\ VHUYHG DV H[HFXWLYH GLUHFWRU RI PHGLFLQDO FKHPLVWU\ DW 0HUFN &R ,QF ZKHUH KH DQG KLV JURXS LGHQWLILHG DQG EURXJKW  GUXJ FDQGLGDWHV LQWR 3KDVH  RU 3KDVH  FOLQLFDO WULDOV

2XU 6WUDWHJ\

2XU JRDO LV WR GHYHORS D IRFXVHG SRUWIROLR RI WKHUDSLHV IRU FDUGLRPHWDEROLF GLVHDVH E\ WDUJHWLQJ WKH ELRORJ\ RI KXPDQ DJLQJ %HORZ LV D VXPPDU\ RI NH\ SURGXFW FDQGLGDWH DQG SODWIRUP GLIIHUHQWLDWLRQ
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2XU VWUDWHJ\ LV WR

·



·

· $GYDQFH ERWK RUDO DQG SDUHQWHUDO DSHOLQ UHFHSWRU $3- DJRQLVWV DV D QRYHO H[HUFLVH PLPHWLF DSSURDFK IRU WKH WUHDWPHQW RI REHVLW\ :H EHOLHYH WKDW $3- DJRQLVP KDV WKH SRWHQWLDO WR WUDQVIRUP WKH WUHDWPHQW RI REHVLW\ E\ LQFUHDVLQJ ZHLJKW ORVV TXDQWLW\ DQG TXDOLW\ LQFOXGLQJ LPSURYHG ERG\ FRPSRVLWLRQ DQG WROHUDELOLW\
·

%*( D 3RWHQWLDO %HVWLQ&ODVV 1/53 ,QKLELWRU

NLRP3 and inflammation — a predictor of decreased longevity

1/53 LV D FRPSRQHQW RI D PXOWLSURWHLQ FRPSOH[ UHIHUUHG WR DV WKH LQIODPPDVRPH SDUW RI WKH LQQDWH LPPXQH V\VWHP $FWLYDWLRQ RI WKH 1/53 LQIODPPDVRPH OHDGV WR WKH VHFUHWLRQ RI LQIODPPDWRU\ F\WRNLQHV LQWHUOHXNLQ  EHWD ,/� DQG LQWHUOHXNLQ  ,/ +RZHYHU 1/53 FDQ EHFRPH K\SHUDFWLYDWHG LQ FHUWDLQ GLVHDVH VWDWHV UHVXOWLQJ LQ VXVWDLQHG F\WRNLQH UHOHDVH DQG FKURQLF VWHULOH LQIODPPDWLRQ
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NLRP3 dysregulation: in certain disease states, intrinsic stimuli like cellular stress and excess nutrients can result in NLRP3 hyperactivation, resulting in sustained cytokine cleavage and a chronic inflammatory state.






:H IRXQG WKDW LQFUHDVHG WUDQVFULSWLRQ RI JHQHV IRU 1/53 ,/� DQG ,/ LQ RXU KXPDQ DJLQJ FRKRUWV ZDV DVVRFLDWHG ZLWK VLJQLILFDQWO\ LQFUHDVHG DOOFDXVH PRUWDOLW\ ULVN 7KHVH ILQGLQJV DOLJQ ZLWK KXPDQ JHQHWLF HYLGHQFH IURP 0HQGHOLDQ UDQGRPL]DWLRQ VWXGLHV ZKLFK GHPRQVWUDWH WKDW D RQH VWDQGDUG GHYLDWLRQ LQFUHDVH LQ 1/53 H[SUHVVLRQ LV DVVRFLDWHG ZLWK XS WR D  LQFUHDVH LQ KHDUW IDLOXUH ULVN $GGLWLRQDOO\ JDLQRIIXQFWLRQ PXWDWLRQV LQ 1/53 KDYH EHHQ DVVRFLDWHG ZLWK UHGXFHG OHDQ PDVV LPSDLUHG ERG\ FRPSRVLWLRQ DQG DFFHOHUDWHG DWKHURVFOHURVLV

&RQVLVWHQW ZLWK RXU ILQGLQJV WKDW 1/53 FDQ KDYH GHWULPHQWDO HIIHFWV RQ KXPDQ ORQJHYLW\ SUHYLRXV VWXGLHV KDYH VKRZQ WKDW JHQHWLF GHOHWLRQ RI 1/53 VLJQLILFDQWO\ H[WHQGHG PRXVH OLIHVSDQ DQG DOVR LPSURYHG KHDOWKVSDQ DV PHDVXUHG E\ SDUDPHWHUV VXFK DV PXVFOH VWUHQJWK LQFOXGLQJ PXVFOH VL]H DQG ZLUH KDQJ ODWHQF\ WR IDOO DQG FRJQLWLYH IXQFWLRQ VXFK DV SUHVHUYHG FRQWH[WXDO PHPRU\
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Levels of NLRP3-associated proteins (principal component) are inversely related to mortality risk in our human aging cohorts (left). Consistently, in a third-party preclinical study, knockout of the NLRP3 gene in mice significantly extends lifespan (n = 10 mice per group) (right). (Source: Marín-Aguilar et al. 2020).
































BGE-102, our lead program
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KDV QRW GHPRQVWUDWHG $73DVH LQKLELWLRQ LQ RXU LQ YLWUR DVVD\V VXJJHVWLQJ D IXQGDPHQWDOO\ GLVWLQFW PHFKDQLVP WKDW PD\ RIIHU DGYDQWDJHV LQ VSHFLILFLW\ RU VLGH HIIHFW SURILOH
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%*( KDV EHHQ VKRZQ WR H[KLELW UREXVW SRWHQF\ DQG IDYRUDEOH SKDUPDFRNLQHWLF SURSHUWLHV ,Q KXPDQ ex vivo ZKROH EORRG VWLPXODWLRQ DVVD\V %*( DFKLHYHV DQ ,& WKH FRQFHQWUDWLRQ DW ZKLFK  WDUJHW HQJDJHPHQW LV DFKLHYHG RI  QDQRPRODU IRU ,/  $W  PJ RQFH GDLO\ PHDQ WURXJK SODVPD FRQFHQWUDWLRQV SURYLGH DSSUR[LPDWHO\ KRXU ,& FRYHUDJH DQG � VXSSUHVVLRQ RI ,/  7KH FRPSRXQG SHQHWUDWHV WKH FHQWUDO QHUYRXV V\VWHP ZLWK D PHDQ EUDLQWRSODVPD FRQFHQWUDWLRQ UDWLR .SXX&6) RI DSSUR[LPDWHO\  PHDVXUHG DIWHU  GD\V RI  PJ RQFHGDLO\ GRVLQJ H[FHHGLQJ WKH HVWLPDWHG ,& IRU ,/  VXSSUHVVLRQ LQ WKH FHQWUDO QHUYRXV V\VWHP 7KH VDIHW\ PDUJLQ DW WKH  PJ GRVH EDVHG RQ H[SRVXUHV DW 'D\  LQ WKH KHDOWK\ YROXQWHHU 0$' FRKRUW UDQJHV IURP IROG WR IROG UHODWLYH WR WKH QRREVHUYHGDGYHUVHHIIHFW OHYHO 12$(/ LQ PRQWK */3 WR[LFRORJ\ VWXGLHV



2XU LQWHOOHFWXDO SURSHUW\ SRUWIROLR LQFOXGHV FRPSRVLWLRQ RI PDWWHU FODLPV DQG FODLPV FRYHULQJ WKH QRYHO 1/53 ELQGLQJ VLWH ZLWK SDWHQW SURWHFWLRQ H[WHQGLQJ WKURXJK  SULRU WR SDWHQW WHUP UHVWRUDWLRQ

Phase 1 clinical trial results

Trial design

:H DUH FRQGXFWLQJ D 3KDVH  FOLQLFDO WULDO GHVLJQHG WR HYDOXDWH WKH VDIHW\ WROHUDELOLW\ SKDUPDFRNLQHWLFV DQG SKDUPDFRG\QDPLFV RI %*( LQ ERWK KHDOWK\ YROXQWHHUV DQG LQGLYLGXDOV ZLWK REHVLW\ 7KH HQWLUH VWXG\ KDV EHHQ FRQGXFWHG LQ D FOLQLFDO WULDO XQLW 7KH WULDO FRQVLVWHG RI 6$' FRKRUWV 0$' FRKRUWV LQ KHDOWK\ YROXQWHHUV DQG RQJRLQJ 0$' FRKRUWV LQ REHVH SDUWLFLSDQWV ZLWK HOHYDWHG EDVHOLQH KV&53
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%*( KDV PHW NH\ REMHFWLYHV WR GDWH :H DQWLFLSDWH FRPSOHWLRQ RI DOO 3KDVH  FRKRUWV DQG D IXOO GDWD UHDGRXW LQ WKH ILUVW KDOI RI 
[image: ]





























Safety profile and tolerability

,Q RXU 3KDVH  WULDOV %*( KDV EHHQ ZHOO WROHUDWHG DFURVV DOO FRPSOHWHG FRKRUWV $OO DGYHUVH HYHQWV REVHUYHG WR GDWH KDYH EHHQ PLOG WR PRGHUDWH LQ VHYHULW\ VHOIOLPLWHG LQ QDWXUH DQG ZLWKRXW DSSDUHQW GRVHGHSHQGHQF\ :H KDYH REVHUYHG QR GRVHOLPLWLQJ WR[LFLWLHV LQ DQ\ FRKRUW

Pharmacokinetics

6LQJOH GRVH SKDUPDFRNLQHWLF VWXGLHV GHPRQVWUDWHG GRVHSURSRUWLRQDO H[SRVXUH DFURVV WKH  PJ WR  PJ GRVH UDQJH LQGLFDWLQJ OLQHDU SKDUPDFRNLQHWLFV ZLWKLQ WKH VWXGLHG GRVH UDQJH
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8SRQ PXOWLSOH GDLO\ GRVLQJ %*( H[KLELWV DFFXPXODWLRQ ZLWK RQFHGDLO\ GRVLQJ 7URXJK SODVPD FRQFHQWUDWLRQV UHDFKHG DSSUR[LPDWH VWHDG\ VWDWH E\ 'D\  RI GRVLQJ ZKHUH PHDQ WURXJK FRQFHQWUDWLRQV DW ERWK WKH  PJ DQG  PJ RQFHGDLO\ GRVHV H[FHHGHG WKH KXPDQ ,/  ,&
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CNS Exposure

$ NH\ GLIIHUHQWLDWRU RI %*( LV LWV GHPRQVWUDWHG DELOLW\ WR FURVV WKH EORRGEUDLQ EDUULHU DQG DFKLHYH WKHUDSHXWLFDOO\ PHDQLQJIXO FRQFHQWUDWLRQV LQ FHUHEURVSLQDO IOXLG &6) 2Q 'D\  RI 0$' GRVLQJ DW  PJ RQFH GDLO\ PHDQ &6) FRQFHQWUDWLRQV RI %*( DSSUR[LPDWHG WKH KXPDQ ,/  ,& $W WKH  PJ GRVH PHDQ &6) FRQFHQWUDWLRQV H[FHHGHG WKH ,&
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7KLV &16 H[SRVXUH GLIIHUHQWLDWHV %*( IURP SHULSKHUDOO\ VHOHFWLYH 1/53 LQKLELWRUV DQG SRWHQWLDOO\ HQDEOHV %*(  WR DGGUHVV QHXURLQIODPPDWRU\ LQGLFDWLRQV

Target engagement: IL-1ȕ suppression

Ex vivo ZKROH EORRG VWLPXODWLRQ DVVD\V FRQILUPHG UREXVW DQG VXVWDLQHG WDUJHW HQJDJHPHQW DFURVV DOO GRVLQJ FRKRUWV ,Q WKH  PJ 0$' FRKRUW %*( DFKLHYHG  VXSSUHVVLRQ RI ,/  DW WURXJK FRQFHQWUDWLRQV RQ 'D\  ,Q WKH  PJ 0$' FRKRUW LQ KHDOWK\ YROXQWHHUV ,/  VXSSUHVVLRQ UHDFKHG  DW WURXJK RQ 'D\ 
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7LPHFRXUVH SKDUPDFRG\QDPLF GDWD IURP WKH  PJ FRKRUW GHPRQVWUDWH WKDW QHDUPD[LPDO ,/  VXSSUHVVLRQ ZDV DFKLHYHG E\ 'D\  DQG PDLQWDLQHG WKURXJKRXW WKH HQWLUH KRXU GRVLQJ LQWHUYDO FRQILUPLQJ VXVWDLQHG WDUJHW HQJDJHPHQW ZLWK RQFHGDLO\ GRVLQJ
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Inflammatory biomarkers in obese subjects with elevated baseline hsCRP

,Q DGGLWLRQ WR KHDOWK\ YROXQWHHUV ZH DUH FRQGXFWLQJ WZR DGGLWLRQDO 0$' FRKRUWV LQ REHVH SDWLHQWV ZLWK HOHYDWHG EDVHOLQH KV&53 ,Q WKHVH FRKRUWV ZH DUH HYDOXDWLQJ FLUFXODWLQJ ELRPDUNHUV RI V\VWHPLF LQIODPPDWLRQ 5HVXOWV IURP WKH ILUVW FRKRUW  PJ RQFH GDLO\ DUH UHSRUWHG KHUH
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,Q WKH REHVH VXEMHFWV ,/  VXSSUHVVLRQ PHDVXUHG  DW WURXJK RQ 'D\  FRQILUPLQJ WKDW UREXVW WDUJHW HQJDJHPHQW LV DOVR REVHUYHG LQ VXEMHFWV ZLWK HOHYDWHG EDVHOLQH KV&53
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,Q REHVH VXEMHFWV %*( DFKLHYHG D PHGLDQ UHGXFWLRQ LQ KV&53 RI  E\ 'D\  7KH HIIHFW ZDV HYLGHQW HDUOLHU ZLWK D PHGLDQ  UHGXFWLRQ DOUHDG\ REVHUYHG RQ 'D\  VXJJHVWLQJ UDSLG DQWLLQIODPPDWRU\ DFWLYLW\
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Note: median values, error bars show IQR (Q1-Q3); median baseline hsCRP 4.85 mg/L for active treatment and 4.25 mg/L for placebo.
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Note: median baseline hsCRP 4.85 mg/L for active treatment and 4.25 mg/L for placebo.



,/ D F\WRNLQH GRZQVWUHDP RI ,/  VLJQDOLQJ DQG D GULYHU RI KV&53 SURGXFWLRQ ZDV DOVR VXEVWDQWLDOO\ UHGXFHG $W 'D\  %*(WUHDWHG VXEMHFWV H[KLELWHG D PHGLDQ UHGXFWLRQ LQ SODVPD ,/ RI  FRPSDUHG WR D  UHGXFWLRQ LQ SODFHER UHFLSLHQWV %\ 'D\  WKH PHGLDQ ,/ UHGXFWLRQ LQ %*( UHFLSLHQWV ZDV  ZKHUHDV SODFHER SDUWLFLSDQWV VKRZHG D  LQFUHDVH LQ ,/ OHYHOV
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Note: measurements performed using the Alamar NULISA platform given higher sensitivity below 2.5 pg/mL; in the median values, error bars show IQR (Q1-Q3); median baseline IL-6 2.3 pg/mL for active treatment and 1.3 pg/mL for placebo.

)LEULQRJHQ DQRWKHU FLUFXODWLQJ ELRPDUNHU RI V\VWHPLF LQIODPPDWLRQ DQG DQ LQGHSHQGHQW ULVN IDFWRU IRU WKURPERWLF HYHQWV ZDV UHGXFHG E\ D PHGLDQ RI  DW 'D\  LQ %*( UHFLSLHQWV FRPSDUHG WR D  LQFUHDVH LQ SODFHER UHFLSLHQWV
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Note: median values, error bars show IQR (Q1-Q3); median baseline fibrinogen 331 mg/dL for active treatment and 290 mg/dL for placebo.



,Q WZR SDUWLFLSDQWV ZLWK HOHYDWHG EDVHOLQH &6) ,/ ! SJP/ %*( UHGXFHG &6) ,/ OHYHOV E\  DW 'D\  ZLWK D FRUUHVSRQGLQJ  UHGXFWLRQ LQ SODVPD ,/ 7KLV ILQGLQJ GHPRQVWUDWHV IXQFWLRQDO SKDUPDFRG\QDPLF DFWLYLW\ ZLWKLQ WKH FHQWUDO QHUYRXV V\VWHP DQG VXJJHVWV WKDW %*( PD\ KDYH XWLOLW\ LQ QHXURLQIODPPDWRU\ FRQGLWLRQV ZKHUH 1/53 DFWLYDWLRQ FRQWULEXWHV WR SDWKRORJ\
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Note: *IL-6 levels >7 pg/mL in the CSF are considered elevated; corresponding decrease in the plasma was 62%; measurements performed using the Alamar NULISA platform.

Anticipated development milestones

:H DQWLFLSDWH FRPSOHWLRQ RI WKH 3KDVH  WULDO ZLWK D IXOO GDWD UHDGRXW LQ WKH ILUVW KDOI RI 

:H VXEVHTXHQWO\ LQWHQG WR DGYDQFH %*( IRU ERWK FDUGLRPHWDEROLF GLVHDVH DQG RSKWKDOPRORJ\ ,Q WKH ILUVW KDOI RI  ZH SODQ WR LQLWLDWH D 3KDVH D FDUGLRYDVFXODU ULVN SURRIRIFRQFHSW WULDO LQ SDWLHQWV ZLWK REHVLW\ DQG HOHYDWHG KV&53 ZLWK UHVXOWV H[SHFWHG E\  \HDU HQG ,Q PLG ZH SODQ WR LQLWLDWH D 3KDVH ED SURRIRIFRQFHSW WULDO LQ SDWLHQWV ZLWK '0( ZLWK UHVXOWV DQWLFLSDWHG LQ PLG

Atherosclerotic cardiovascular disease opportunity

Burden of cardiovascular disease and unmet need





7KLV UHVLGXDO ULVN DIIHFWLQJ SDWLHQWV HYHQ DIWHU RSWLPL]DWLRQ RI OLSLG DQG EORRG SUHVVXUH WDUJHWV LV LQFUHDVLQJO\ DWWULEXWHG WR FKURQLF V\VWHPLF LQIODPPDWLRQ D SDWKZD\ WKDW FXUUHQW FDUGLRYDVFXODU WKHUDSHXWLFV GR QRW DGHTXDWHO\ DGGUHVV 7KH UHVXOWLQJ SDWLHQW SRSXODWLRQ ZLWK UHVLGXDO LQIODPPDWRU\ ULVN LV ODUJH DQG FOLQLFDOO\ LPSRUWDQW FXUUHQWO\ ODFNLQJ VSHFLILF DQWLLQIODPPDWRU\ WKHUDSHXWLFV LQ URXWLQH FDUGLRYDVFXODU SUDFWLFH







Inflammation and high-sensitivity C-reactive protein as independent cardiovascular risk factors

$ JURZLQJ ERG\ RI HYLGHQFH VXSSRUWV LQIODPPDWLRQ DV DQ LQGHSHQGHQW GULYHU RI $6&9' KV&53 D FLUFXODWLQJ ELRPDUNHU RI V\VWHPLF LQIODPPDWLRQ KDV HPHUJHG DV D UREXVW SUHGLFWRU RI FDUGLRYDVFXODU ULVN WKDW LV LQGHSHQGHQW RI WUDGLWLRQDO OLSLGEDVHG ULVN IDFWRUV
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Adapted from Ridker et al. 2024. Results for Fine-Gray model, adjusted for age and covariables.






















IDLOHG WR QRUPDOL]H KV&53 WR EHORZ  PJ/ VKRZHG QR VLJQLILFDQW EHQHILW IURP WKH DFWLYH WUHDWPHQW HVWDEOLVKLQJ KV&53 QRUPDOL]DWLRQ DV D PHDQLQJIXO WKHUDSHXWLF JRDO IRU UHGXFLQJ FDUGLRYDVFXODU ULVN
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7KH PDJQLWXGH RI UHVLGXDO LQIODPPDWRU\ ULVN LV VXEVWDQWLDO $W DQ\ JLYHQ /'/ FKROHVWHURO OHYHO SDWLHQWV ZLWK HOHYDWHG KV&53 KDYH LQFUHDVHG FDUGLRYDVFXODU ULVN 7KLV REVHUYDWLRQ XQGHUVFRUHV WKDW LQIODPPDWLRQ FRQWULEXWHV WR FDUGLRYDVFXODU ULVN LQGHSHQGHQWO\ RI G\VOLSLGHPLD DQG PRUHRYHU DGGLWLYHO\ LQFUHDVHV ULVN ZKHQ HOHYDWHG /'/ FKROHVWHURO DQG HOHYDWHG KV&53 FRH[LVW
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NLRP3 inhibition as a cardiovascular target: mechanistic advantages over downstream cytokine inhibition.







%H\RQG LWV HIIHFWV RQ ,/  DQG WKH ,/KV&53 D[LV 1/53 LQKLELWLRQ RIIHUV SRWHQWLDO PHFKDQLVWLF DGYDQWDJHV WKDW PD\ SURYH FOLQLFDOO\ UHOHYDQW )LUVW 1/53 DFWLYDWLRQ DOVR GULYHV WKH SURGXFWLRQ RI ,/ DQ LQIODPPDWRU\ F\WRNLQH WKDW KDV HPHUJHG DV DQ LQGHSHQGHQW SUHGLFWRU RI FDUGLRYDVFXODU ULVN DQG WKDW LV QRW DGGUHVVHG E\ FXUUHQW DQWL,/ RU DQWL,/ 

WKHUDSHXWLF DSSURDFKHV ,Q WKH &$1726 WULDO SDWLHQWV LQ WKH KLJKHVW WHUWLOH RI EDVHOLQH ,/ KDG DSSUR[LPDWHO\  KLJKHU ULVN RI FDUGLRYDVFXODU GHDWK FRPSDUHG WR SDWLHQWV LQ WKH ORZHVW WHUWLOH KD]DUG UDWLR  3   5LGNHU HW DO (XURSHDQ +HDUW -RXUQDO  HVWDEOLVKLQJ ,/ DV DQ LQGHSHQGHQW FRQWULEXWRU WR FDUGLRYDVFXODU PRUWDOLW\ $ WKHUDS\ WKDW VXSSUHVVHV ERWK ,/ DQG WKH ,/KV&53 D[LV WKURXJK 1/53 LQKLELWLRQ PD\ WKHUHIRUH SURYLGH PRUH FRPSUHKHQVLYH DQWL LQIODPPDWRU\ EHQHILW WKDQ VHOHFWLYH ,/ RU ,/  EORFNDGH

6HFRQG 1/53 LQIODPPDVRPH DFWLYDWLRQ FDQ WULJJHU S\URSWRVLV D IRUP RI LQIODPPDWRU\ FHOO GHDWK WKDW UHOHDVHV LQWUDFHOOXODU FRQWHQWV DQG PD\ FRQWULEXWH WR DWKHURVFOHURWLF SODTXH GHVWDELOL]DWLRQ 1/53 LQKLELWRUV FDQ SUHYHQW S\URSWRVLV ZKHUHDV DQWL,/ DQG DQWL,/  PRQRFORQDO DQWLERGLHV GR QRW DGGUHVV WKLV PHFKDQLVP 3\URSWRVLV LQKLELWLRQ PD\ WKHUHIRUH UHSUHVHQW DQ DGGLWLRQDO PHFKDQLVP WKURXJK ZKLFK 1/53 LQKLELWLRQ UHGXFHV FDUGLRYDVFXODU ULVN
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%*(V  PHGLDQ KV&53 UHGXFWLRQ REHVH SDUWLFLSDQWV ZLWK HOHYDWHG EDVHOLQH KV&53 'D\  RI  PJ 4' GRVLQJ LV FRPSDUDEOH WR ELRORJLF DSSURDFKHV WDUJHWLQJ WKH ,/  DQG ,/ SDWKZD\V DQG WKLV HIIHFW ZDV DFKLHYHG ZLWK RQFH GDLO\ RUDO GRVLQJ UDWKHU WKDQ LQMHFWDEOH DGPLQLVWUDWLRQ
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The cardiovascular market opportunity

&DUGLRYDVFXODU ULVN UHGXFWLRQ UHSUHVHQWV D VXEVWDQWLDO DQG JURZLQJ WKHUDSHXWLF PDUNHW $SSUR[LPDWHO\  PLOOLRQ DGXOWV

LQ WKH 8QLWHG 6WDWHV KDYH D GLDJQRVLV RI $6&9' RI ZKRP DSSUR[LPDWHO\ 	UHSUHVHQWLQJ URXJKO\  PLOOLRQ
LQGLYLGXDOV KDYH HOHYDWHG KV&53 DQG PD\ EH FDQGLGDWHV IRU DQWLLQIODPPDWRU\ WKHUDS\ 7KH JOREDO PDUNHW IRU OLSLG ORZHULQJ WKHUDSLHV LV H[SHFWHG WR UHDFK DSSUR[LPDWHO\  ELOOLRQ E\  DQG DQ RUDO DQWLLQIODPPDWRU\ DJHQW WKDW UHGXFHV FDUGLRYDVFXODU ULVN WKURXJK D FRPSOHPHQWDU\ PHFKDQLVP FRXOG PHDQLQJIXOO\ H[SDQG WKH RYHUDOO FDUGLRYDVFXODU WKHUDSHXWLFV PDUNHW
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Phase 2a proof-of-concept trial in cardiovascular risk

:H SODQ WR LQLWLDWH D GRVHUDQJLQJ 3KDVH D FDUGLRYDVFXODU ULVN SURRIRIFRQFHSW WULDO RI %*( LQ SDWLHQWV ZLWK REHVLW\ DQG HOHYDWHG KV&53 LQ WKH ILUVW KDOI RI  7KLV WULDO LV GHVLJQHG WR FRQILUP DQG H[WHQG WKH KV&53 DQG LQIODPPDWRU\ ELRPDUNHU HIIHFWV REVHUYHG LQ RXU 3KDVH  REHVH FRKRUWV DQG WR IXUWKHU FKDUDFWHUL]H WKH VDIHW\ DQG WROHUDELOLW\ RI %*( RYHU DQ H[WHQGHG WUHDWPHQW SHULRG
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7KH 3KDVH D WULDO ZLOO EH D GRXEOHEOLQG UDQGRPL]HG SODFHERFRQWUROOHG VWXG\ HQUROOLQJ DSSUR[LPDWHO\  SDWLHQWV ZLWK D ZHHN WUHDWPHQW SHULRG 7KH SULPDU\ HQGSRLQW LV SHUFHQW FKDQJH LQ KV&53 IURP EDVHOLQH WR :HHN  5HVXOWV DUH DQWLFLSDWHG E\  \HDU HQG

























Ophthalmology — Diabetic Macular Edema and Geographic Atrophy

2XU VHFRQG WDUJHW WKHUDSHXWLF DUHD IRU %*( LV RSKWKDOPRORJ\ 1/53 LQIODPPDVRPH DFWLYDWLRQ VLWV DW WKH FHQWHU RI PXOWLSOH UHWLQDO GLVHDVHV LQFOXGLQJ '0( DQG JHRJUDSKLF DWURSK\ *$ ZKLFK DUH SUHYDOHQW FRQGLWLRQV ZLWK VXEVWDQWLDO XQPHW QHHGV
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'0( LV RXU ILUVW SURRIRIFRQFHSW LQGLFDWLRQ LQ RSKWKDOPRORJ\

Diabetic macular edema

Disease burden and unmet medical need. '0( UHSUHVHQWV RQH RI WKH OHDGLQJ FDXVHV RI YLVLRQ ORVV LQ WKH ZRUNLQJDJH SRSXODWLRQ DIIHFWLQJ DSSUR[LPDWHO\  PLOOLRQ SDWLHQWV LQ WKH 8QLWHG 6WDWHV '0( GHYHORSV DV K\SHUJO\FHPLD DQG DVVRFLDWHG V\VWHPLF LQIODPPDWLRQ GULYH YDVFXODU OHDNDJH ZLWKLQ WKH UHWLQD LPSDLULQJ FHQWUDO YLVLRQ DQG UHGXFLQJ TXDOLW\ RI OLIH $SSUR[LPDWHO\  RI '0( SDWLHQWV GHYHORS YLVLRQWKUHDWHQLQJ HGHPD LQ ERWK H\HV ZLWKLQ RQH \HDU RI GLDJQRVLV







NLRP3 inflammasome in DME. ,Q '0( K\SHUJO\FHPLD DQG R[LGDWLYH VWUHVV DFWLYDWH 1/53 5HOHDVH RI ,/  DQG ,/ VWLPXODWHV ,/ SURGXFWLRQ LQ UHWLQDO WLVVXH ZKLFK LQ WXUQ SURPRWHV 9(*) H[SUHVVLRQ DQG YDVFXODU OHDNDJH WKLV SURFHVV LV H[DFHUEDWHG E\ S\URSWRVLV LQ HQGRWKHOLDO FHOOV FRPSURPLVLQJ PLFURYDVFXODU LQWHJULW\ 1/53 WKXV UHSUHVHQWV D PHFKDQLVWLF EULGJH EHWZHHQ V\VWHPLF PHWDEROLF G\VUHJXODWLRQ LQ GLDEHWHV DQG ORFDO SDWKRORJLFDO YDVFXODU SHUPHDELOLW\ LQ WKH UHWLQD



Preclinical evidence for BGE-102 in DME. ,Q D VWUHSWR]RWRFLQLQGXFHG GLDEHWLF PRXVH PRGHO RUDO %*( GHPRQVWUDWHG GRVHGHSHQGHQW SUHVHUYDWLRQ RI UHWLQDO YDVFXODU SHUPHDELOLW\ $GGLWLRQDOO\ %*( SUHVHUYHG EORRGUHWLQD EDUULHU WLJKW MXQFWLRQ SURWHLQV LQFOXGLQJ FODXGLQ
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,Q GLHWLQGXFHG REHVH PLFH %*( LPSURYHG LQVXOLQ VHQVLWLYLW\ DV PHDVXUHG E\ +20$,5 +RPHRVWDWLF 0RGHO $VVHVVPHQW IRU ,QVXOLQ 5HVLVWDQFH WR D GHJUHH FRPSDUDEOH WR VHPDJOXWLGH D */3 UHFHSWRU DJRQLVW ZLWK ZHOOHVWDEOLVKHG PHWDEROLF EHQHILWV 7KLV LPSURYHPHQW SKHQRFRSLHV WKH PHWDEROLF SKHQRW\SH RI 1OUSNQRFNRXW PLFH 9DQGDQPDJVDU HW DO














 DQG SURYLGHV HYLGHQFH WKDW %*( KDV WKH SRWHQWLDO WR DGGUHVV WKH NH\ GULYHU RI '0( WKDW FXUUHQW LQWUDYLWUHDO WKHUDSLHV GR QRW
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Phase 1b/2a proof-of-concept trial in DME

:H SODQ WR LQLWLDWH D 3KDVH ED SURRIRIFRQFHSW WULDO RI %*( LQ SDWLHQWV ZLWK '0( LQ PLG 7KH WULDO LV GHVLJQHG WR GHPRQVWUDWH SKDUPDFRG\QDPLF DFWLYLW\ RI %*( LQ WKH H\H IROORZLQJ RUDO DGPLQLVWUDWLRQ DQG WR HYDOXDWH LWV SRWHQWLDO DV DQ DGMXQFWLYH WKHUDS\ WR DQWL9(*) WUHDWPHQW DQG DV D PRQRWKHUDS\
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7KH WULDO ZLOO EH D UDQGRPL]HG VWXG\ ZLWK DQ ZHHN WUHDWPHQW SHULRG 7KH SULPDU\ HQGSRLQW LV SHUFHQW FKDQJH LQ LQWUDRFXODU ,/ :H DQWLFLSDWH SUHOLPLQDU\ UHVXOWV LQ PLG













Geographic atrophy

Disease burden and unmet medical need. *HRJUDSKLF DWURSK\ * $ WKH DGYDQFHG GU\ IRUP RI DJHUHODWHG PDFXODU GHJHQHUDWLRQ $0' DIIHFWV DSSUR[LPDWHO\  PLOOLRQ SDWLHQWV LQ WKH 8QLWHG 6WDWHV *$ LV FKDUDFWHUL]HG E\ SURJUHVVLYH GHJHQHUDWLRQ RI WKH UHWLQDO SLJPHQW HSLWKHOLXP 53( DQG SKRWRUHFHSWRUV UHVXOWLQJ LQ LUUHYHUVLEOH ORVV RI FHQWUDO YLVLRQ 7KH GLVHDVH SURJUHVVLRQ LV VHYHUH DSSUR[LPDWHO\  RI SDWLHQWV EHFRPH OHJDOO\ EOLQG ZLWKLQ RQH \HDU RI GLDJQRVLV VLJQLILFDQWO\ OLPLWLQJ LQGHSHQGHQFH DQG TXDOLW\ RI OLIH LQ DQ DJLQJ SRSXODWLRQ



NLRP3 inflammasome in GA. ,Q * $ SURJUHVVLYH DFFXPXODWLRQ RI FHOOXODU GHEULV HJ GUXVHQ OLSRIXVFLQ DORQJ ZLWK $OX 51$ DFWLYDWHV 1/53 LQ 53( FHOOV DQG UHVLGHQW PLFURJOLD &KURQLF LQIODPPDVRPH DFWLYDWLRQ DQG UHVXOWLQJ S\URSWRVLV FRQWULEXWH WR SURJUHVVLYH 53( GHJHQHUDWLRQ DQG VHFRQGDU\ SKRWRUHFHSWRU ORVV

6\VWHPLF LQIODPPDWLRQ LV LQFUHDVLQJO\ UHFRJQL]HG DV D ULVN IDFWRU IRU *$ SURJUHVVLRQ HOHYDWHG FLUFXODWLQJ LQIODPPDWRU\ PDUNHUV LQFOXGLQJ KV&53 DQG ,/ KDYH EHHQ DVVRFLDWHG ZLWK LQFUHDVHG ULVN RI $0' SURJUHVVLRQ LQ HSLGHPLRORJLFDO VWXGLHV $V D UHVXOW V\VWHPLF 1/53 LQKLELWLRQ PD\ RIIHU DGYDQWDJHV RYHU UHJLRQDO LQWUDYLWUHDO DSSURDFKHV

Emerging clinical and preclinical evidence. 3XEOLVKHG SUHFOLQLFDO VWXGLHV VXSSRUW WKH UHOHYDQFH RI 1/53 WR *$ ,Q WKLUGSDUW\ VWXGLHV 1OUSNQRFNRXW PLFH ZHUH FRPSOHWHO\ SURWHFWHG DJDLQVW 53( GHJHQHUDWLRQ LQGXFHG E\ ERWK GUXVHQ DVVRFLDWHG SDWKRJHQLF VWLPXOL DP\ORLG  ROLJRPHUV DQG HQGRVRPDO GDPDJH FDXVHG E\ $OX 51$
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Adapted from Narendran et al. 2021 and Tarallo et al. 2012

,Q D QDWXUDO DJLQJ PRGHO RI $0' RUDO DGPLQLVWUDWLRQ RI D %*( DQDORJ DOPRVW FRPSOHWHO\ SUHYHQWHG DJHUHODWHG OLSRIXVFLQ DFFXPXODWLRQ D FDUGLQDO IHDWXUH RI *$ SURJUHVVLRQ 7KHVH ILQGLQJV VXSSRUW WKH WKHUDSHXWLF K\SRWKHVLV WKDW 1/53 LQKLELWLRQ PD\ VORZ RU DUUHVW *$ SURJUHVVLRQ
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&OLQLFDO HYLGHQFH IXUWKHU VXSSRUWV LQIODPPDVRPH LQKLELWLRQ LQ *$ $ WKLUGSDUW\ FOLQLFDO VWXG\ RI DQ LQIODPPDVRPH LQKLELWRU . DQ LQWUDYLWUHDO LPSODQW 1  GHPRQVWUDWHG D  UHGXFWLRQ LQ *$ OHVLRQ JURZWK DW WKUHH PRQWKV S 

FRPSDUHG WR IHOORZ H\H VXEVWDQWLDOO\ H[FHHGLQJ WKH DSSUR[LPDWHO\  UHGXFWLRQ REVHUYHG ZLWK DSSURYHG FRPSOHPHQW LQKLELWRUV DW  PRQWKV ,Q D VXSSRUWLQJ HSLGHPLRORJLFDO DQDO\VLV FKURQLF H[SRVXUH WR IOXR[HWLQH D FRPSRXQG ZLWK ZHDN 1/53 LQKLELWRU\ DFWLYLW\ DW PLFURPRODU FRQFHQWUDWLRQV ZDV DVVRFLDWHG ZLWK D  UHGXFWLRQ LQ LQFLGHQW $0' KD]DUG UDWLR  S :KLOH WKHVH HSLGHPLRORJLFDO GDWD DUH H[SORUDWRU\ WKLV REVHUYDWLRQ LV FRQVLVWHQW ZLWK WKH K\SRWKHVLV WKDW 1/53 LQKLELWLRQ PD\ VORZ SURJUHVVLRQ RI $0'*$
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Right panel adapted from Ambati et al. 2021

$SHOLQ 5HFHSWRU $3- $JRQLVWV $Q ([HUFLVH 0LPHWLF $SSURDFK IRU WKH 7UHDWPHQW RI 2EHVLW\ DQG 0HWDEROLF 'LVHDVH
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Levels of the exercise-secreted protein apelin predicted both function and metabolic health in our longitudinal human aging cohorts.
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Higher apelin protein levels predicted improved longevity and grip strength in our human aging cohorts (left). Levels were also associated with traits related to muscle function, adiposity, glucose control, and longevity (right). Glucose and insulin control measure the ability to regulate blood glucose increases via insulin secretion after a glucose challenge.

Enhancing apelin signaling can recapitulate many of the benefits of exercise

$SHOLQ LV D SHSWLGH KRUPRQH UHIHUUHG WR DV DQ H[HUNLQH D VLJQDOLQJ PROHFXOH UHOHDVHG E\ VNHOHWDO PXVFOH LQ UHVSRQVH WR H[HUFLVH WKDW PHGLDWHV EHQHILFLDO PHWDEROLF DQG IXQFWLRQDO DGDSWDWLRQV WR SK\VLFDO DFWLYLW\

&RPSDULQJ WKH SK\VLRORJLFDO HIIHFWV RI HQKDQFHG DSHOLQ VLJQDOLQJ WR WKRVH RI H[HUFLVH UHYHDOV PXOWLSOH DUHDV RI RYHUODS

 	%RWK DSHOLQ DQG H[HUFLVH KDYH D EHQHILFLDO HIIHFW RQ ERG\ FRPSRVLWLRQ LPSURYLQJ WKH UDWLR RI OHDQ WR IDW PDVV 7KH SURSRUWLRQ RI OHDQ PDVV LV D YHU\ VWURQJ SUHGLFWRU RI IXQFWLRQDO FDSDFLW\ PHWDEROLF KHDOWK DQG FDUGLRYDVFXODU RXWFRPHV DQG PRUH SUHGLFWLYH WKDQ DEVROXWH OHDQ PDVV RU DEVROXWH IDW PDVV

 	,Q VNHOHWDO PXVFOH ERWK DSHOLQ VLJQDOLQJ DQG H[HUFLVH ERRVW SURWHLQ V\QWKHVLV PLWRFKRQGULDO ELRJHQHVLV DQG EDVDO PHWDEROLF UDWH WKHUHE\ LQFUHDVLQJ UHVWLQJ HQHUJ\ H[SHQGLWXUH

 	,Q ERWK PXVFOH DQG DGLSRVH WLVVXH DSHOLQ DQG H[HUFLVH LQFUHDVH LQVXOLQ VHQVLWLYLW\ UHVXOWLQJ LQ XSUHJXODWLRQ RI JOXFRVH XSWDNH DQG PHWDEROLVP

7KLV VWULNLQJ FRQJUXHQFH EHWZHHQ WKH DFWLRQV RI DSHOLQ DQG H[HUFLVH VXJJHVWV WKDW WKLV SHSWLGH DFWV DV D NH\ PROHFXODU WUDQVGXFHU RI WKH V\VWHPLF H[HUFLVH UHVSRQVH DQG WKDW WDUJHWLQJ WKH DSHOLQ$3- D[LV PD\ EH DEOH WR PLPLF PDQ\ RI WKH EHQHILWV RI SK\VLFDO DFWLYLW\ VRPHWLPHV UHIHUUHG WR DV ³H[HUFLVH LQ D SLOO´
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([HUFLVH DPHOLRUDWHV PDQ\ RI WKH QHJDWLYH KHDOWK RXWFRPHV DVVRFLDWHG ZLWK DJLQJ &LUFXODWLQJ DSHOLQ OHYHOV LQFUHDVH DFXWHO\ DIWHU H[HUFLVH ZLWK WKH PDJQLWXGH RI WKLV UHVSRQVH VWURQJO\ SUHGLFWLQJ SK\VLFDO SHUIRUPDQFH LQ ROGHU DGXOWV
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In a third-party preclinical study, apelin levels were significantly correlated with the benefits of exercise over 6 months. Older people (> 70y) with the greatest increase in plasma apelin levels after 6 months of an exercise program had the highest improvement in Short Physical Performance Battery (SPPB) test score. Apelin measurements were taken from 34 individuals. r2 represents the correlation coefficient, a statistical measure of the strength of a linear relationship between two variables. A correlation coefficient of -1 describes a perfect negative, or inverse, correlation. A coefficient of 1 shows a perfect positive correlation, or a direct relationship. A correlation coefficient of 0 means there is no linear relationship. The p-value is used to determine the probability as to whether the difference between two data sets is due to chance. The smaller the p -value, the more likely the differences are not due to chance alone. In general, if the p-value is less than or equal to 0.05, the outcome is considered statistically significant. (Source: Vinel et al. 2018).
































+RZHYHU ERWK EDVDO OHYHOV RI DSHOLQ DQG WKH GHJUHH RI H[HUFLVHLQGXFHG HOHYDWLRQ RI WKH SHSWLGH GHFOLQH ZLWK DJH FRLQFLGLQJ ZLWK GHWHULRUDWLRQ RI ILWQHVV DQG PXVFOH IXQFWLRQ
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In a third-party preclinical study, apelin expression in mice significantly decreased with age (n= 6 mice per group). There was also a lower magnitude increase in apelin expression in response to exercise with age, with no significant increase observed in the 24 month group. In mice, 12 months represents middle age and 24 months old age. #p< 0.05; *p< 0.05; ** p< 0.01. (Source: Vinel et al. 2018).

7KH UHODWLRQVKLS EHWZHHQ DSHOLQ H[HUFLVH DQG IXQFWLRQ RYHU WKH OLIHVSDQ WDNHQ WRJHWKHU ZLWK WKH FRUUHODWLRQ EHWZHHQ DSHOLQ OHYHOV DQG PXVFOHUHODWHG KHDOWK SDUDPHWHUV REVHUYHG LQ RXU ORQJLWXGLQDO FRKRUWV VXJJHVW WKDW DSHOLQ PD\ KHOS PHGLDWH WKH EHQHILFLDO DQWLDJLQJ HIIHFWV RI H[HUFLVH

























Apelin activates key metabolic regulators AMPK, PI3K, and ERK

7KH PROHFXODU PHFKDQLVPV RI DSHOLQ SDWKZD\ VLJQDOLQJ DUH ZHOO FKDUDFWHUL]HG $V GHSLFWHG LQ WKH ILJXUH EHORZ WKH SK\VLRORJLFDO HIIHFWV RI DSHOLQ LQ WDUJHW FHOOV DUH PHGLDWHG E\ WKH DSHOLQ UHFHSWRU $3 -$3/15 D * SURWHLQFRXSOHG UHFHSWRU WKDW DFWLYDWHV PXOWLSOH LQWUDFHOOXODU VLJQDOLQJ SDWKZD\V LQFOXGLQJ $03DFWLYDWHG SURWHLQ NLQDVH $03. DQG 3,. ,Q SDUDOOHO YLD UHFUXLWPHQW RI �DUUHVWLQ XSRQ DSHOLQ ELQGLQJ $3- DFWLYDWHV H[WUDFHOOXODU VLJQDO UHJXODWHG NLQDVH (5. 7KHVH SDWKZD\V DUH LQYROYHG LQ PHWDEROLF SURFHVVHV FRQVLVWHQW ZLWK DSHOLQ¶V UROH DV DQ H[HUNLQH LQFOXGLQJ JOXFRVH XSWDNH PLWRFKRQGULDO ELRJHQHVLV DQG IDWW\ DFLG R[LGDWLRQ
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APJ is a G protein-coupled receptor that signals through AMPK and PI3K. AMPK and PI3K activate downstream effectors Akt and endothelial nitric oxide synthase (eNOS), which increase cellular glucose uptake. AMPK activates transcriptional coactivator PGC-1a, which increases mitochondrial biogenesis. AMPK directly increases fatty acid oxidation. APJ also activates ERK signaling through ß-arrestin. (Source: Bertrand et al. 2015).






























Genetic evidence supports the potential of APJ agonists to improve metabolism

*HQHWLF VWXGLHV RI DSHOLQ LQ PLFH SXEOLVKHG E\ RWKHU JURXSV SURYLGH VXSSRUW IRU WKH SRWHQWLDO UROH RI $3- DJRQLVWV LQ WKH WUHDWPHQW RI REHVLW\ ,QDFWLYDWLRQ RI WKH JHQH IRU DSHOLQ ZDV VKRZQ WR UHVXOW LQ PLFH ZLWK D VWDWLVWLFDOO\ VLJQLILFDQW LQFUHDVH LQ IDW FRQWHQW FRPSDUHG WR VLPLODUO\ WUHDWHG ZLOGW\SH PLFH $SHOLQ NQRFNRXW PLFH IHG D KLJK IDW GLHW IRU WKUHH ZHHNV DOVR KDG VLJQLILFDQWO\ GHFUHDVHG LQVXOLQ VHQVLWLYLW\ FRPSDUHG WR VLPLODUO\ WUHDWHG ZLOGW\SH PLFH
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In a third-party preclinical study, inactivation of the gene for apelin (APKO) in mice led to a significant increase in fat content compared to wild-type counterparts (p<0.05) (n =10–15 mice per group). In a separate third-party preclinical study, APKO mice had significantly worse performance on an insulin tolerance test (p<0.01) (n= 6 –7 mice per group). (Source: Yue et al. 2010, Yue et al. 2011).

,Q FRQWUDVW WUDQVJHQLF PLFH ZLWK RYHUH[SUHVVHG DSHOLQ VKRZHG VHYHUDO PHWDEROLF EHQHILWV $QLPDOV ZHUH VLJQLILFDQWO\ SURWHFWHG IURP ZHLJKW JDLQ ZKHQ SODFHG RQ D KLJK IDW GLHW 7KLV ZDV QRW GXH WR D GHFUHDVH LQ IRRG LQWDNH EXW LQVWHDG WR DQ LQFUHDVHG PHWDEROLF UDWH &RQVLVWHQW ZLWK DSHOLQ¶V UROH DV DQ H[HUNLQH WUDQVJHQLF DSHOLQ PLFH DOVR KDG LQFUHDVHG VNHOHWDO PXVFOH PLWRFKRQGULDO ELRJHQHVLV DQG LQFUHDVHG R[\JHQ LQWDNH FRPSDUHG WR ZLOGW\SH FRXQWHUSDUWV
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In a third-party preclinical study, overexpression of apelin in a transgenic mouse (Tg) resulted in significantly reduced weight when fed a high fat diet compared to wild-type control mice (Cont) (p<0.001) (n= 19–24 mice per group). Tg mice had a significantly higher basal metabolic rate than their wild-type counterparts on a high fat diet (p<0.01) (n= 7-9 mice per group) with no significant difference in food intake (n= 19–24 mice per group). (Source: Yamamoto et al. 2011).









+XPDQ JHQHWLFV DUH FRQVLVWHQW ZLWK ILQGLQJV LQ LQWHUYHQWLRQDO JHQHWLF VWXGLHV LQ PLFH 6LJQLILFDQW JHQRPHZLGH DVVRFLDWLRQV KDYH EHHQ UHSRUWHG DW WKH DSHOLQ UHFHSWRU $3- DQG ERG\ PDVV LQGH[ OHDQ ERG\ PDVV DQG VHUXP OLSLG OHYHOV DFURVV GLYHUVH SRSXODWLRQV
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Preclinical results in a diet-induced obesity mouse model demonstrate the potential of apelin receptor APJ agonists to increase weight loss quantity and quality

:H HYDOXDWHG WKH HIIHFWV RI DQ LQYHVWLJDWLRQDO RUDO VPDOO PROHFXOH $3- DJRQLVW D]HODSUDJ RQ ZHLJKW ORVV DQG RWKHU RXWFRPHV LQ D GLHWLQGXFHG REHVLW\ PRXVH PRGHO

$]HODSUDJ LQ FRPELQDWLRQ ZLWK WLU]HSDWLGH UHVWRUHG ERG\ ZHLJKW DQG ERG\ FRPSRVLWLRQ RI REHVH PLFH WR OHDQ FRQWURO OHYHOV 7LU]HSDWLGH PRQRWKHUDS\ OHG WR D UHGXFWLRQ LQ ERG\ ZHLJKW RI DSSUR[LPDWHO\  DW WKH GRVH WHVWHG 7KH DGGLWLRQ RI D]HODSUDJ WR WLU]HSDWLGH WUHDWPHQW OHG WR IXUWKHU VLJQLILFDQW GRVHGHSHQGHQW GHFUHDVHV LQ ERG\ ZHLJKW ZLWK  ZHLJKW UHGXFWLRQ E\ WKUHH ZHHNV LQ WKH KLJKHVW GRVH JURXS

,Q DGGLWLRQ WR FRUUHFWLQJ WRWDO ZHLJKW EDFN WR OHDQ FRQWURO OHYHOV WKH DGGLWLRQ RI D]HODSUDJ LQ FRPELQDWLRQ ZLWK WLU]HSDWLGH DOVR UHVWRUHG WKH ERG\ FRPSRVLWLRQ RI REHVH PLFH WR WKDW RI OHDQ FRQWUROV LQ D VLJQLILFDQW GRVHGHSHQGHQW IDVKLRQ 7KH SURSRUWLRQ RI OHDQ ERG\ PDVV LQFUHDVHG ZKLOH WKDW RI IDW GHFUHDVHG RYHU WKH WKUHHZHHN GRVLQJ SHULRG





























,Q WKH FRQWH[W RI FOLQLFDO FDUH ERG\ FRPSRVLWLRQ DQG VSHFLILFDOO\ WKH SURSRUWLRQ RI OHDQ PDVV LV KLJKO\ SUHGLFWLYH RI PXOWLSOH KHDOWK RXWFRPHV LQFOXGLQJ SK\VLFDO IXQFWLRQ PHWDEROLF KHDOWK DQG FDUGLRYDVFXODU RXWFRPHV DQG PRUH SUHGLFWLYH WKDQ DEVROXWH OHYHOV RI OHDQ RU IDW PDVV
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The combination of azelaprag and tirzepatide resulted in significant, dose-dependent increases in overall weight loss compared to tirzepatide monotherapy in diet-induced obesity mouse model (left), as well as full restoration of body composition (% lean, % fat, lean / fat ratio) of obese mice to that of lean controls (middle, right). Lean and fat mass were measured by EchoMRI. Group size: n=6-14 per group. Tirzepatide (10nmol/kg) vs. tirzepatide (10nmol/kg) + azelaprag (1.1g/l) on day 20: p<0.0001 for all measurements.

Clinical Case Study: azelaprag results demonstrate the potential of apelin receptor APJ agonists to function as an exerkine mimetic to improve body composition and metabolism

:H FRPSOHWHG D GRXEOHEOLQG QRQUDQGRPL]HG 3KDVH E EHG UHVW DWURSK\ WULDO RI DSHOLQ UHFHSWRU $3- DJRQLVW D]HODSUDJ LQ  KHDOWK\ LQGLYLGXDOV  \HDUV RI DJH RU ROGHU %HG UHVW VWXGLHV DUH D ZHOOHVWDEOLVKHG PHWKRG WR PRGHO PXVFOH DQG IXQFWLRQDO DJLQJ RQ D FRPSUHVVHG WLPHOLQH ,Q WKH WULDO VXEMHFWV RQ EHG UHVW IRU  GD\V UHFHLYHG GDLO\ GRVHV RI  PJ D]HODSUDJ RU SODFHER GHOLYHUHG E\ LQWUDYHQRXV LQIXVLRQ

:H REVHUYHG WKDW WUHDWPHQW ZLWK D]HODSUDJ VLJQLILFDQWO\ GHFUHDVHG S EHGUHVWLQGXFHG PXVFOH DWURSK\ DFURVV PXOWLSOH HQGSRLQWV DV VKRZQ LQ WKH ILJXUH EHORZ
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Overview endpoints and significance of results from the azelaprag bed rest atrophy Phase 1b trial. Thigh circumference results are shown as an example at right: 10 days of bed rest led to a mean decrease of 6.4% in thigh circumference in subjects that received placebo. By contrast, we observed no significant decrease in thigh circumference in subjects dosed with azelaprag.



,Q -DQXDU\  ZH WHUPLQDWHG GHYHORSPHQW RI D]HODSUDJ DQ RUDOO\ DYDLODEOH VPDOO PROHFXOH DJRQLVW RI $3- IRU REHVLW\ DQG RWKHU FKURQLF GLVHDVHV 7KH GHFLVLRQ IROORZHG REVHUYDWLRQV RI OLYHU WUDQVDPLQLWLV ZLWKRXW FOLQLFDOO\ VLJQLILFDQW V\PSWRPV DQG ZLWKRXW FOHDU GRVH GHSHQGHQFH LQ VRPH SDWLHQWV LQ WKH D]HODSUDJ DUPV RI WKH 675,'(6 3KDVH  FOLQLFDO WULDO IRU REHVLW\

+RZHYHU ZH EHOLHYH WKH UHVXOWV RI WKH D]HODSUDJ 3KDVH  WULDOV GHPRQVWUDWH WKH SRWHQWLDO RI DSHOLQ UHFHSWRU $3-DJRQLVWV WKHUHIRUH ZH DUH DGYDQFLQJ GLVWLQFW RUDOO\ DYDLODEOH DSHOLQ UHFHSWRU $3- DJRQLVWV DV D QRYHO H[HUFLVH PLPHWLF DSSURDFK IRU WKH WUHDWPHQW RI REHVLW\

Development strategy and timelines

:H DUH DGYDQFLQJ $3- DJRQLVWV WKURXJK ERWK RUDO DQG SDUHQWHUDO GHYHORSPHQW SDWKZD\V WR PD[LPL]H WKH SRWHQWLDO RI WKLV WKHUDSHXWLF DSSURDFK DFURVV GLIIHUHQW FOLQLFDO FRQWH[WV DQG SDWLHQW SRSXODWLRQV
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Oral APJ agonist program. :H KDYH ILOHG FRPSRVLWLRQ RI PDWWHU LQWHOOHFWXDO SURSHUW\ SURWHFWLQJ QRYHO VPDOO PROHFXOH $3- DJRQLVWV ZLWK SLFRPRODU SRWHQF\ 7KHVH FRPSRXQGV DUH EDVHG RQ DQ LQQRYDWLYH FKHPLFDO VFDIIROG DQG DFKLHYH DJRQLVW SRWHQF\ FRPSDUDEOH WR QDWLYH DSHOLQ WKH HQGRJHQRXV OLJDQG :H LQWHQG WR FKDUDFWHUL]H WKHVH FRPSRXQGV IXUWKHU DQG DGYDQFH WKH PRVW SURPLVLQJ FDQGLGDWH WRZDUG ,1'HQDEOLQJ VWXGLHV

Parenteral APJ agonist program. ,Q -XQH  ZH DQQRXQFHG DQ RSWLRQ DJUHHPHQW ZLWK -L.DQJ 7KHUDSHXWLFV IRU D

QRYHO $3- DJRQLVW QDQRERG\ D VLQJOHGRPDLQ DQWLERG\ GHULYHG IURP FDPHOLG LPPXQRJOREXOLQ 7KH QDQRERG\ GHPRQVWUDWHV DSSUR[LPDWHO\ IROG JUHDWHU DJRQLVW SRWHQF\ WKDQ QDWLYH DSHOLQ DQG LV RSWLPL]HG IRU VXEFXWDQHRXV DGPLQLVWUDWLRQ SURYLGLQJ D ORQJHUDFWLQJ PRGDOLW\ VXLWDEOH IRU FKURQLF REHVLW\ WUHDWPHQW :H DUH FRQGXFWLQJ SUHFOLQLFDO FKDUDFWHUL]DWLRQ DQG DGYDQFLQJ WKLV SURJUDP WRZDUG ,1'HQDEOLQJ VWXGLHV

:H LQWHQG WR ILOH WKH ILUVW ,1' IRU DQ $3- SURJUDP E\ WKH HQG RI 

The evolving obesity treatment landscape

Obesity disease overview: a growing driver of both morbidity and healthcare spending

2EHVLW\ LV D FRPSOH[ PHGLFDO GLVRUGHU WKDW KDV EHHQ GHVFULEHG DV DQ DFFHOHUDWHG DJLQJ FRQGLWLRQ DV LW LQFUHDVHV WKH ULVN RI ERWK PRUELGLW\ DQG PRUWDOLW\ IURP DJHUHODWHG FKURQLF GLVHDVH ,W LQYROYHV ERWK DSSHWLWH G\VUHJXODWLRQ DQG DOWHUHG OLSLG DQG HQHUJ\ PHWDEROLVP ZKLFK LQ WXUQ UHVXOW LQ H[FHVVLYH DFFXPXODWLRQ RI IDW WLVVXH *OREDOO\ RYHU  PLOOLRQ DGXOWV DJH  DUH



OLYLQJ ZLWK REHVLW\ GHILQHG DV D ERG\ PDVV LQGH[ %0, RI  RU JUHDWHU )XUWKHUPRUH WKH ZRUOGZLGH SUHYDOHQFH RI REHVLW\ LQ DGXOWV  PRUH WKDQ GRXEOHG IURP XQGHU  LQ  WR RYHU  LQ  7KH JOREDO HVWLPDWHG FRVW RI RYHUZHLJKW DQG REHVLW\ LV LQ WKH WULOOLRQV RI GROODUV UHSUHVHQWLQJ PRUH WKDQ  RI WKH JOREDO JURVV GRPHVWLF SURGXFW
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Obesity treatment landscape: incretin drugs are transforming care, creating an important clinical and commercial opportunity

7KH WUHDWPHQW ODQGVFDSH IRU REHVLW\ KDV XQGHUJRQH D IXQGDPHQWDO WUDQVIRUPDWLRQ ZLWK WKH HPHUJHQFH RI */35 DJRQLVWV ,QMHFWDEOH */35 DJRQLVWV LQFOXGLQJ VHPDJOXWLGH :HJRY\ DQG WLU]HSDWLGH =HSERXQG KDYH GHPRQVWUDWHG XQSUHFHGHQWHG HIILFDF\ LQ DFKLHYLQJ VXVWDLQHG ZHLJKW ORVV DQG LPSURYLQJ FDUGLRPHWDEROLF ULVN IDFWRUV ,Q SLYRWDO FOLQLFDO WULDOV LQMHFWDEOH VHPDJOXWLGH SURGXFHG DSSUR[LPDWHO\  ZHLJKW ORVV WLU]HSDWLGH D GXDO */35*,3 UHFHSWRU DJRQLVW SURGXFHG DSSUR[LPDWHO\  ZHLJKW ORVV

7KH FRPPHUFLDO VXFFHVV RI LQMHFWDEOH */35 DJRQLVWV KDV EHHQ VLJQLILFDQW 7KH JOREDO PDUNHW IRU */35 DJRQLVWV LV SURMHFWHG WR H[FHHG  ELOOLRQ E\  GULYHQ E\ H[SDQGLQJ LQGLFDWLRQV EH\RQG REHVLW\ DQG GLDEHWHV QHZ RUDO DQG FRPELQDWLRQ IRUPXODWLRQV DQG LQFUHDVLQJ WUHDWPHQW SHQHWUDWLRQ DFURVV EURDGHU SDWLHQW SRSXODWLRQV 7KH VFDOH RI WKLV PDUNHW UHIOHFWV ERWK WKH VHYHULW\ RI WKH XQGHUO\LQJ XQPHW QHHG DQG WKH PDJQLWXGH RI WKH FRPPHUFLDO RSSRUWXQLW\ IRU WKHUDSLHV WKDW

















FDQ DGGUHVV WKH OLPLWDWLRQV RI FXUUHQW LQFUHWLQEDVHG DSSURDFKHV	OLPLWDWLRQV WKDW ZH EHOLHYH $3- DJRQLVP LV ZHOO

SRVLWLRQHG WR FRPSOHPHQW
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Key unmet needs

'HVSLWH WKH DGYDQFHV UHSUHVHQWHG E\ */35 DJRQLVW WKHUDS\ VXEVWDQWLDO XQPHW PHGLFDO QHHGV SHUVLVW LQ REHVLW\ WUHDWPHQW 7KHVH XQPHW QHHGV VSDQ WKUHH FULWLFDO GLPHQVLRQV RUDO HIILFDF\ SDULW\ ZLWK LQMHFWDEOHV JDVWURLQWHVWLQDO WROHUDELOLW\ DQG SUHVHUYDWLRQ RI ERG\ FRPSRVLWLRQ GXULQJ ZHLJKW ORVV &XUUHQW WKHUDSHXWLF DSSURDFKHV DGGUHVV RQO\ D VXEVHW RI WKHVH QHHGV OHDYLQJ VLJQLILFDQW WKHUDSHXWLF JDSV
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Oral weight loss

Tolerability *DVWURLQWHVWLQDO VLGH HIIHFWV UHSUHVHQW D VXEVWDQWLDO EDUULHU WR WROHUDELOLW\ DQG DGKHUHQFH ZLWK LQFUHWLQ EDVHG REHVLW\ WKHUDSHXWLFV ,Q 3KDVH  DQG 3KDVH  FOLQLFDO WULDOV JDVWURLQWHVWLQDO DGYHUVH HYHQWV LQFOXGLQJ QDXVHD YRPLWLQJ FRQVWLSDWLRQ DQG GLDUUKHD RFFXU LQ  WR  RI SDWLHQWV WUHDWHG ZLWK LQMHFWDEOH LQFUHWLQ DJRQLVWV DQG LQ 



Body composition $ IXQGDPHQWDO OLPLWDWLRQ RI FXUUHQW REHVLW\ WKHUDSHXWLFV LQFOXGLQJ */35 DJRQLVWV LV WKDW ZHLJKW ORVV DFKLHYHG WKURXJK DSSHWLWH VXSSUHVVLRQ LV QRW DFFRPSDQLHG E\ SUHIHUHQWLDO ORVV RI DGLSRVH WLVVXH 5DWKHU D VXEVWDQWLDO SURSRUWLRQ RI ZHLJKW ORVV UHSUHVHQWV ORVV RI OHDQ PXVFOH PDVV &OLQLFDO GDWD LQGLFDWH WKDW XS WR  RI ZHLJKW ORVW GXULQJ */35 DJRQLVW WUHDWPHQW PD\ FRPSULVH OHDQ ERG\ PDVV UDWKHU WKDQ DGLSRVH WLVVXH





APJ agonism in obesity



2XU 3ODWIRUP IRU 'LVFRYHU\ RI 1RYHO 7DUJHWV WKDW 'ULYH +XPDQ 0HWDEROLF $JLQJ

:H KDYH EXLOW D WDUJHW GLVFRYHU\ FDSDELOLW\ VSHFLILFDOO\ GHVLJQHG WR LGHQWLI\ DQG YDOLGDWH GUXJ WDUJHWV WKDW GULYH PHWDEROLF DJLQJ DQG DJHUHODWHG GLVHDVHV LQ KXPDQV 2XU DSSURDFK FRPELQHV

·

· 6HULDO PXOWLRPLF PROHFXODU SURILOLQJ 7KURXJK SDUWQHUVKLSV ZLWK FRPSDQLHV XVLQJ VWDWHRIWKHDUW PROHFXODU SURILOLQJ WHFKQLTXHV ZH TXDQWLILHG WKRXVDQGV RI FRPSRQHQWV IURP WKHVH VDPSOHV VXFK DV SURWHLQV DQG PHWDEROLWHV ZLWK KLJK VHQVLWLYLW\



· 'DWD VFLHQFH DQDO\VLV :H KDYH GHYHORSHG D VXLWH RI DQDO\WLF DSSURDFKHV DOORZLQJ XV WR LQWHJUDWH ORQJLWXGLQDO PROHFXODU SURILOHV ZLWK FOLQLFDO DQG KHDOWK RXWFRPH GDWD WR GLUHFWO\ GHFRGH WKH ELRORJ\ WKDW GULYHV GLVSDUDWH DJLQJ WUDMHFWRULHV DQG PHWDEROLF DJLQJ DQG UHODWHG KHDOWK RXWFRPHV DQG LGHQWLI\ QRYHO GUXJ WDUJHWV IRU WUHDWLQJ PHWDEROLF GLVHDVH

· ([SHUWLVH LQ DJLQJ ELRORJ\ :H DSSO\ RXU NQRZOHGJH RI WKH DJLQJ SURFHVV LQFOXGLQJ RXU RZQ ODUJH FRORQ\ RI QDWXUDOO\ DJHG URGHQWV WR YDOLGDWH SRWHQWLDO GUXJ WDUJHWV LQ UHOHYDQW in vitro DQG in vivo PRGHOV RI DJHUHODWHG PHWDEROLF GLVRUGHUV

· 7HFKQRORJ\IRUZDUG DSSURDFK WR FOLQLFDO WULDOV :H DLP WR PD[LPL]H WKH YDOXH RI RXU FOLQLFDO WULDOV E\ OHYHUDJLQJ DGYDQFHG DQDO\WLF DSSURDFKHV WR TXDQWLI\ SDUWLFLSDQWV¶ ELRORJ\ DQG KHDOWK GHULYH PHFKDQLVWLF LQVLJKWV DQG OLQN WULDO REVHUYDWLRQV EDFN WR ORQJWHUP KHDOWKVSDQ RXWFRPHV IURP RXU QDWXUDO DJLQJ FRKRUWV ([DPSOHV IURP SULRU DQG RQJRLQJ WULDOV LQFOXGH SODVPD SURWHRPLF SURILOLQJ ZHDUDEOH GHYLFHV SURWHLQ V\QWKHWLF UDWH DQDO\VLV DQG VLQJOHQXFOHXV 51$ VHTXHQFLQJ RI ELRSV\ VDPSOHV
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The BioAge platform encompasses over 150 million molecular data points spanning over 25 thousand individual participant profiles and over 50 years of follow-up.

Approach for identifying novel targets based on unique insights into human aging biology

:H KDYH QHJRWLDWHG IDYRUDEOH DJUHHPHQWV ZLWK ELREDQNV WR DFFHVV ORQJWHUP ORQJLWXGLQDO FRKRUWV RI LQGLYLGXDOV ZLWK VHULDOO\ ELREDQNHG VDPSOHV ZKR ZHUH HQUROOHG DV KHDOWK\ DGXOWV DQG IROORZHG IRU XS WR  \HDUV

,Q WKHVH FRKRUWV ZH KDYH GHWDLOHG PHGLFDO RXWFRPHV DQG SK\VLRORJLFDO PHDVXUHPHQWV V\VWHPDWLFDOO\ FROOHFWHG RYHU WKH FRXUVH RI WKHVH VWXGLHV LQFOXGLQJ OLIHVSDQ RXWFRPHV VXFK DV DOOFDXVH DQG GLVHDVHVSHFLILF PRUWDOLW\ IXQFWLRQDO KHDOWKVSDQ RXWFRPHV VXFK DV JULS VWUHQJWK DQG ZDONLQJ VSHHG DQG GLVHDVH RXWFRPHV VXFK DV FRJQLWLYH VFRUHV DQG GHPHQWLD GLDJQRVHV FDUGLRYDVFXODU GLVHDVH SURJUHVVLRQ %0, DQG VNLQIROG WKLFNQHVV
























7KH ELREDQNV WR ZKLFK ZH KDYH VHFXUHG DFFHVV DUH IURP GLVWLQFW JHRJUDSKLFDO UHJLRQV DQG LQFOXGH VDPSOHV IURP LQGLYLGXDOV ZKRVH GHPRJUDSKLFV DUH UHSUHVHQWDWLYH RI WKRVH UHJLRQV HQDEOLQJ XV WR LGHQWLI\ DJLQJ SURFHVVHV WKDW DUH FRQVHUYHG DFURVV SRSXODWLRQV DQG HQYLURQPHQWDO EDFNJURXQGV
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Example of longitudinal lifespan and health outcomes captured in human aging cohorts. CVD: Cardiovascular. ApoE:

Apolipoprotein E.

:H SDUWQHU ZLWK RUJDQL]DWLRQV DQG FRPSDQLHV OHDGLQJ WKH GHYHORSPHQW RI KLJKO\ VHQVLWLYH PXOWLRPLF PROHFXODU SURILOLQJ WHFKQRORJLHV LQFOXGLQJ 6RPD/RJLF DQG 0HWDERORQ WR LGHQWLI\ DQG TXDQWLI\ FRPSRQHQWV RI ORQJLWXGLQDOO\ ELREDQNHG VHUXP DQG SODVPD VSHFLPHQV IURP RXU DJLQJ FRKRUWV 7KH FDSDELOLWLHV WKDW WKHVH RUJDQL]DWLRQV DQG FRPSDQLHV EULQJ DOORZ XV WR JHQHUDWH PROHFXODU SURILOHV ZLWK PRUH GHWDLO WKDQ KDG SUHYLRXVO\ EHHQ SRVVLEOH

:H FRPELQH SURWHRPLFV DQG PHWDERORPLFV ZLWK RUWKRJRQDO GDWD VXFK DV FOLQLFDO RXWFRPHV DQG KHDOWKVSDQ SKHQRW\SHV WR REWDLQ LQVLJKWV LQWR WKH XQGHUO\LQJ SDWKZD\V DQG SRWHQWLDO WDUJHWV WKDW SUHGLVSRVH LQGLYLGXDOV WR DJH PRUH TXLFNO\ RU EH PRUH UHVLVWDQW WR GHYHORSLQJ PXOWLPRUELGLW\ 2XU JRDO DV D FRPSDQ\ LV WR XVH WKHVH LQVLJKWV WR GHYHORS SKDUPDFHXWLFDOV WKDW FDQ WUHDW D UDQJH RI PHWDEROLF GLVHDVHV GULYHQ E\ DJLQJ




















:H KDYH SUHYLRXVO\ VKDUHG WKH LGHQWLILFDWLRQ RI DSHOLQ DQG 1/53 IURP RXU SODWIRUP %H\RQG WKHVH WDUJHWV WKHUH DUH PDQ\ SURPLVLQJ WDUJHWV HPHUJLQJ IURP RXU GDWD VHWV 7KH ILJXUH EHORZ KLJKOLJKWV WKH PDQ\ SURWHLQV WKDW KDYH VLJQLILFDQW VLJQDOV IRU ERWK ORQJHYLW\ DV ZHOO DV PXOWLSOH KHDOWK RXWFRPHV LQ RXU FRKRUW GDWD
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Circulating proteins are shown based on their magnitude of association with mortality (hazard ratio) in the BioAge human aging cohorts. Proteins are color coded based on significant associations (p<0.05) with future healthspan outcomes representing different organ systems, including grip strength (muscle aging), cognitive scores (brain aging), renal function quantified with cystatin C (kidney aging), and cardiovascular aging. A protein was considered significant for cardiovascular aging if significantly associated with �2+ of the following risk factors: total cholesterol, HDL, LDL, systolic or diastolic BP, fasting glucose, CRP, MCP-1 and ICAM-1.

2XU /RQJHYLW\ 0DS DV GHILQHG EHORZ LV WKH UHVXOW RI DSSO\LQJ DQ DJLQJELRORJ\IRFXVHG DQDO\WLF DSSURDFK WKDW LQWHJUDWHV SURSULHWDU\ GDWD RULJLQDWLQJ IURP RXU KXPDQ DJLQJ FRKRUWV ZLWK SXEOLF GDWD RQ DJLQJ DQG WDUJHW ELRORJ\ WR JHQHUDWH SRZHUIXO LQVLJKWV LQWR KXPDQ DJLQJ PHFKDQLVPV DQG WDUJHWV 2XU FRUH DQDO\WLFDO SLSHOLQH OHYHUDJHV DPRQJ RWKHU DSSURDFKHV

 	ORQJLWXGLQDO PXOWLRPLF DQG FOLQLFDO GDWD

Ɣ UHODWLRQVKLSV DFURVV PXOWLSOH GDWDVHWV DQG GDWD PRGDOLWLHV Ɣ QHWZRUN EDVHG SURSDJDWLRQ RI ELRORJLFDO VLJQDOV DQG





























 	FDXVDO HYLGHQFH IURP JHQHWLF VLJQDOV YLD D EHVSRNH PHQGHOLDQ UDQGRPL]DWLRQ DQDO\VLV
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The BioAge Longevity Map integrates novel aging biology and public data to derive insights into aging biology and resulting therapeutic targets.

:H DUH DGYDQFLQJ VHYHUDO DGGLWLRQDO SODWIRUP WDUJHWV FXUUHQWO\ LQ PROHFXOH GLVFRYHU\ VWDJH LQ FROODERUDWLRQ ZLWK /LOO\ ZKLFK ZH EHOLHYH KDYH WKH SRWHQWLDO WR WUDQVIRUP WUHDWPHQW RI PHWDEROLF GLVHDVH :H SODQ WR H[SDQG WKLV SLSHOLQH RYHU WLPH ERWK LQWHUQDOO\ DQG WKURXJK WKH WDUJHW GLVFRYHU\ FROODERUDWLRQ ZLWK 1RYDUWLV DQG SRWHQWLDOO\ WKURXJK DGGLWLRQDO SDUWQHUVKLSV ZLWK SKDUPDFHXWLFDO FRPSDQLHV

0DQXIDFWXULQJ



&RPSHWLWLRQ

7KH ELRWHFKQRORJ\ DQG SKDUPDFHXWLFDO LQGXVWULHV DUH FKDUDFWHUL]HG E\ UDSLG HYROXWLRQ RI WHFKQRORJLHV ILHUFH FRPSHWLWLRQ DQG VWURQJ GHIHQVH RI LQWHOOHFWXDO SURSHUW\ :KLOH ZH EHOLHYH WKDW RXU SODWIRUP NQRZOHGJH H[SHULHQFH DQG VFLHQWLILF UHVRXUFHV SURYLGH XV ZLWK FRPSHWLWLYH DGYDQWDJHV ZH IDFH FRPSHWLWLRQ IURP PDMRU SKDUPDFHXWLFDO DQG ELRWHFKQRORJ\ FRPSDQLHV DFDGHPLF LQVWLWXWLRQV JRYHUQPHQWDO DJHQFLHV DQG SXEOLF DQG SULYDWH UHVHDUFK LQVWLWXWLRQV DPRQJ RWKHUV








FRPSHWLWRUV IRU WKH DSHOLQ UHFHSWRU $3- DJRQLVW SURJUDP LQFOXGH 6WUXFWXUH 7KHUDSHXWLFV %ULVWRO 0\HUV 6TXLEE $3,( 7KHUDSHXWLFV DQG 6DQRIL 6$ ZKR KDYH RU KDG VPDOO PROHFXOH $3- DJRQLVWV LQ SUHFOLQLFDO RU FOLQLFDO GHYHORSPHQW



,QWHOOHFWXDO 3URSHUW\





$V RI )HEUXDU\   RXU LQWHOOHFWXDO SURSHUW\ SRUWIROLR FRQWDLQHG RZQHG DQG LQOLFHQVHG FDVHV DQG FRQWDLQV VHYHUDO LVVXHG 86 DQG IRUHLJQ QDWLRQDO SDWHQWV DQG PXOWLSOH SHQGLQJ 86 3DWHQW &RRSHUDWLRQ 7UHDW\ 3&7 DQG IRUHLJQ QDWLRQDO DSSOLFDWLRQV 7KHVH SDWHQW IDPLOLHV DUH H[SHFWHG WR H[SLUH EHWZHHQ  DQG  H[FOXGLQJ SDWHQW WHUP DGMXVWPHQWV H[WHQVLRQV RU WHUPLQDO GLVFODLPHUV DQG DVVXPLQJ SD\PHQW RI DOO DSSURSULDWH PDLQWHQDQFH IHHV

APJ Agonist Program

$V RI )HEUXDU\   ZH RZQHG RQH SDWHQW IDPLO\ UHODWLQJ WR QRYHO DSHOLQ UHFHSWRU $3- DJRQLVWV DQG UHODWHG PHWKRGV 7KLV SDWHQW IDPLO\ LQFOXGHV WKUHH 86 SURYLVLRQDO DSSOLFDWLRQV KDYLQJ ILOLQJ GDWHV RI 0D\   6HSWHPEHU   DQG -DQXDU\   $Q\ SDWHQWV WKDW PD\ LVVXH DQG FODLP SULRULW\ WR WKH SHQGLQJ DSSOLFDWLRQV DUH H[SHFWHG WR H[SLUH LQ  ZLWKRXW WDNLQJ LQWR DFFRXQW DQ\ SDWHQW WHUP DGMXVWPHQWV H[WHQVLRQV RU WHUPLQDO GLVFODLPHUV DQG DVVXPLQJ SD\PHQW RI DOO DSSURSULDWH PDLQWHQDQFH IHHV





$V RI )HEUXDU\   ZH KDG RSWLRQHG WR OLFHQVH RQH SDWHQW IDPLO\ IURP -L.DQJ 7KHUDSHXWLFV UHODWLQJ WR D QRYHO $3- DJRQLVW DQWLERG\ 7KLV SDWHQW IDPLO\ LQFOXGHV RQH 3&7 QRQSURYLVLRQDO DSSOLFDWLRQ DQG DQ\ SDWHQWV WKDW PD\ LVVXH DQG FODLP SULRULW\ WR WKH SHQGLQJ DSSOLFDWLRQ DUH H[SHFWHG WR H[SLUH LQ  ZLWKRXW WDNLQJ LQWR DFFRXQW DQ\ SDWHQW WHUP DGMXVWPHQWV H[WHQVLRQV RU WHUPLQDO GLVFODLPHUV DQG DVVXPLQJ SD\PHQW RI DOO DSSURSULDWH PDLQWHQDQFH IHHV

$V RI )HEUXDU\   ZH KDG LQOLFHQVHG RQH SDWHQW IDPLO\ IURP ,16(50 UHODWLQJ WR XVH RI WKH FODVV RI DSHOLQ UHFHSWRU DJRQLVWV IRU WUHDWLQJ VDUFRSHQLD 7KLV SDWHQW IDPLO\ LQFOXGHV RQH 86 3DWHQW DQG IRUHLJQ QDWLRQDO SDWHQWV LQ -DSDQ DQG (XURSH ZLWK YDOLGDWLRQ LQ  (XURSHDQ VWDWHV ZKLFK SDWHQWV DUH H[SHFWHG WR H[SLUH LQ  ZLWKRXW WDNLQJ LQWR DFFRXQW DQ\ SDWHQW WHUP DGMXVWPHQWV RU H[WHQVLRQV DQG DVVXPLQJ SD\PHQW RI DOO DSSURSULDWH PDLQWHQDQFH IHHV



NLRP3 Inhibitor Program



 DQG RQH ZLOO H[SLUH RQ 0DUFK   ZLWKRXW WDNLQJ LQWR DFFRXQW DQ\ SDWHQW WHUP DGMXVWPHQWV H[WHQVLRQV RU WHUPLQDO GLVFODLPHUV DQG DVVXPLQJ SD\PHQW RI DOO DSSURSULDWH PDLQWHQDQFH IHHV )XWXUH SDWHQWV WKDW UHVXOW IURP SHQGLQJ DSSOLFDWLRQV LQ WKHVH IDPLOLHV DUH SURMHFWHG WR H[SLUH RQ RQH RI 0DUFK   -DQXDU\   6HSWHPEHU   6HSWHPEHU   2FWREHU   RU 0DUFK   ZLWKRXW WDNLQJ LQWR DFFRXQW DQ\ SDWHQW WHUP DGMXVWPHQWV H[WHQVLRQV RU WHUPLQDO GLVFODLPHUV DQG DVVXPLQJ SD\PHQW RI DOO DSSURSULDWH PDLQWHQDQFH IHHV

Platform Technology and Discovery Program



:H H[SHFW WR ILOH DGGLWLRQDO SDWHQW DSSOLFDWLRQV LQ VXSSRUW RI FXUUHQW DQG IXWXUH FOLQLFDO FDQGLGDWHV DV ZHOO DV QHZ SODWIRUP DQG FRUH WHFKQRORJLHV





DQ\ RI RXU SHQGLQJ SDWHQW DSSOLFDWLRQV RU ZLWK UHVSHFW WR DQ\ SDWHQW DSSOLFDWLRQV ILOHG E\ XV LQ WKH IXWXUH QRU FDQ ZH EH VXUH WKDW DQ\ SDWHQWV WKDW PD\ EH JUDQWHG WR XV LQ WKH IXWXUH ZLOO EH FRPPHUFLDOO\ XVHIXO LQ SURWHFWLQJ RXU SURGXFW FDQGLGDWHV GLVFRYHU\ SURJUDPV DQG SURFHVVHV )RU WKLV DQG PRUH FRPSUHKHQVLYH ULVNV UHODWHG WR LQWHOOHFWXDO SURSHUW\ VHH ³5LVN )DFWRUV 5LVNV 5HODWHG WR ,QWHOOHFWXDO 3URSHUW\´

7KH WHUPV RI LQGLYLGXDO SDWHQWV GHSHQG XSRQ WKH OHJDO WHUP RI WKH SDWHQWV LQ WKH FRXQWULHV LQ ZKLFK WKH\ DUH REWDLQHG ,Q PRVW FRXQWULHV LQ ZKLFK ZH ILOH LQFOXGLQJ WKH 8QLWHG 6WDWHV WKH SDWHQW WHUP LV  \HDUV IURP WKH HDUOLHVW GDWH RI ILOLQJ D QRQ SURYLVLRQDO SDWHQW DSSOLFDWLRQ ,Q WKH 8QLWHG 6WDWHV D SDWHQW¶³5LVN )DFWRUV 5LVNV 5HODWHG WR ,QWHOOHFWXDO 3URSHUW\´





















¶V UHODWLRQVKLS ZLWK XV LV WR EH NHSW FRQILGHQWLDO DQG QRW GLVFORVHG WR WKLUG SDUWLHV H[FHSW LQ VSHFLILF FLUFXPVWDQFHV 2XU DJUHHPHQWV ZLWK HPSOR\HHV DOVR SURYLGH WKDW DOO LQYHQWLRQV FRQFHLYHG E\ WKH HPSOR\HH LQ WKH FRXUVH RI HPSOR\PHQW ZLWK XV RU IURP WKH HPSOR\HH¶³5LVN )DFWRUV 5LVNV 5HODWHG WR ,QWHOOHFWXDO 3URSHUW\´

³5LVN )DFWRUV 5LVNV 5HODWHG WR ,QWHOOHFWXDO 3URSHUW\´

:KHQ DYDLODEOH WR H[SDQG PDUNHW H[FOXVLYLW\ RXU VWUDWHJ\ LV WR REWDLQ RU OLFHQVH DGGLWLRQDO LQWHOOHFWXDO SURSHUW\ UHODWHG WR FXUUHQW RU FRQWHPSODWHG GHYHORSPHQW SODWIRUPV FRUH HOHPHQWV RI WHFKQRORJ\ DQGRU FOLQLFDO FDQGLGDWHV

*RYHUQPHQW 5HJXODWLRQ

3KDUPDFHXWLFDO SURGXFWV DUH VXEMHFW WR H[WHQVLYH UHJXODWLRQ E\ JRYHUQPHQW DXWKRULWLHV LQ WKH 8QLWHG 6WDWHV DW WKH IHGHUDO VWDWH DQG ORFDO OHYHO DQG LQ RWKHU FRXQWULHV DQG MXULVGLFWLRQV 7KH SURFHVVHV IRU REWDLQLQJ UHJXODWRU\ DSSURYDOV LQ WKH 8QLWHG 6WDWHV DQG LQ IRUHLJQ FRXQWULHV DQG MXULVGLFWLRQV DORQJ ZLWK VXEVHTXHQW FRPSOLDQFH ZLWK DSSOLFDEOH VWDWXWHV DQG UHJXODWLRQV DQG RWKHU UHJXODWRU\ DXWKRULWLHV UHTXLUH WKH H[SHQGLWXUH RI VXEVWDQWLDO WLPH DQG ILQDQFLDO UHVRXUFHV

FDA Review and Approval Process









¶V VDWLVIDFWLRQ EHIRUH WKH FOLQLFDO WULDO FDQ EHJLQ $V D UHVXOW VXEPLVVLRQ RI DQ ,1' PD\ QRW UHVXOW LQ WKH )'$ DOORZLQJ FOLQLFDO WULDOV WR FRPPHQFH



¶V UHTXLUHPHQWV RU PD\ LPSRVH RWKHU FRQGLWLRQV



7KH PDQXIDFWXUHU RI DQ LQYHVWLJDWLRQDO QHZ GUXJ LQ D 3KDVH  RU  FOLQLFDO WULDO IRU D VHULRXV RU OLIHWKUHDWHQLQJ GLVHDVH LV UHTXLUHG WR PDNH DYDLODEOH VXFK DV E\ SRVWLQJ RQ LWV ZHEVLWH LWV SROLF\ RQ HYDOXDWLQJ DQG UHVSRQGLQJ WR UHTXHVWV IRU H[SDQGHG DFFHVV







$ IWHU FRPSOHWLRQ RI WKH UHTXLUHG FOLQLFDO WHVWLQJ DQ 1'$ LV SUHSDUHG DQG VXEPLWWHG WR WKH )'$ )'$ DSSURYDO RI WKH 1' $ LV UHTXLUHG EHIRUH PDUNHWLQJ DQG GLVWULEXWLRQ RI WKH SURGXFW PD\ EHJLQ LQ WKH 86 7KH 1'$ PXVW LQFOXGH WKH UHVXOWV RI DOO SUHFOLQLFDO FOLQLFDO DQG RWKHU WHVWLQJ DQG D FRPSLODWLRQ RI GDWD UHODWLQJ WR WKH SURGXFW¶V SKDUPDFRORJ\ FKHPLVWU\ PDQXIDFWXUH DQG FRQWUROV DV ZHOO DV DQ\ SURSRVHG ODEHOLQJ 7KH FRVW RI SUHSDULQJ DQG VXEPLWWLQJ DQ 1'$ LV VXEVWDQWLDO DQG LQFOXGHV DQ DSSOLFDWLRQ XVHU IHH XQOHVV D ZDLYHU DSSOLHV DV ZHOO DV DQ DQQXDO SURJUDP IHH DQG WKH IHHV DUH W\SLFDOO\ LQFUHDVHG DQQXDOO\

7KH )'$ KDV  GD\V IURP LWV UHFHLSW RI DQ 1'$ WR FRQGXFW D SUHOLPLQDU\ UHYLHZ DQG GHWHUPLQH ZKHWKHU WKH DSSOLFDWLRQ ZLOO EH ILOHG EDVHG RQ WKH DJHQF\¶

7KH )'$ PD\ DOVR UHIHU DSSOLFDWLRQV IRU QRYHO GUXJ SURGXFWV RU GUXJ SURGXFWV WKDW SUHVHQW GLIILFXOW TXHVWLRQV RI VDIHW\ RU HIILFDF\ WR DQ RXWVLGH DGYLVRU\ FRPPLWWHH W\SLFDOO\ D SDQHO WKDW LQFOXGHV FOLQLFLDQV DQG RWKHU H[SHUWV IRU UHYLHZ HYDOXDWLRQ DQG D UHFRPPHQGDWLRQ DV WR ZKHWKHU WKH DSSOLFDWLRQ VKRXOG EH DSSURYHG 7KH )'$ LV QRW ERXQG E\ WKH UHFRPPHQGDWLRQ RI DQ DGYLVRU\ FRPPLWWHH EXW LW JHQHUDOO\ IROORZV VXFK UHFRPPHQGDWLRQV

%HIRUH DSSURYLQJ DQ 1'$ WKH )'$ ZLOO W\SLFDOO\ LQVSHFW RQH RU PRUH FOLQLFDO VLWHV WR DVVXUH FRPSOLDQFH ZLWK *&3 $GGLWLRQDOO\ WKH )'$ ZLOO LQVSHFW WKH IDFLOLW\ RU WKH IDFLOLWLHV DW ZKLFK WKH GUXJ LV PDQXIDFWXUHG 7KH )'$ ZLOO QRW DSSURYH WKH SURGXFW XQOHVV FRPSOLDQFH ZLWK FXUUHQW JRRG PDQXIDFWXULQJ SUDFWLFHV F*03V LV VDWLVIDFWRU\ DQG WKH 1'$ FRQWDLQV GDWD WKDW SURYLGH VXEVWDQWLDO HYLGHQFH WKDW WKH GUXJ LV VDIH DQG HIIHFWLYH LQ WKH LQGLFDWLRQ VWXGLHG

$IWHU WKH )'$ HYDOXDWHV WKH 1'$ DQG FRPSOHWHV DQ\ FOLQLFDO DQG PDQXIDFWXULQJ IDFLOLW\ LQVSHFWLRQV LW LVVXHV HLWKHU DQ DSSURYDO OHWWHU RU D FRPSOHWH UHVSRQVH OHWWHU &5/ $ &5/ JHQHUDOO\ RXWOLQHV WKH GHILFLHQFLHV WKH )'$ LGHQWLILHG GXULQJ LWV UHYLHZ RI WKH VXEPLVVLRQ DQG PD\ UHTXLUH VXEVWDQWLDO DGGLWLRQDO WHVWLQJ RU LQIRUPDWLRQ LQ RUGHU IRU WKH )'$ WR UHFRQVLGHU WKH DSSOLFDWLRQ IRU DSSURYDO ,I RU ZKHQ WKRVH GHILFLHQFLHV KDYH EHHQ DGGUHVVHG WR WKH )'$¶V VDWLVIDFWLRQ LQ D UHVXEPLVVLRQ RI WKH 1'$ WKH )'$ ZLOO LVVXH DQ DSSURYDO OHWWHU 7KH )'$ KDV FRPPLWWHG WR UHYLHZLQJ VXFK UHVXEPLVVLRQV LQ WZR RU VL[ PRQWKV GHSHQGLQJ RQ WKH W\SH RI LQIRUPDWLRQ LQFOXGHG (YHQ LI VXFK GDWD DQG LQIRUPDWLRQ DUH VXEPLWWHG WKH )'$ PD\ GHFLGH WKDW WKH 1'$ GRHV QRW VDWLVI\ WKH FULWHULD IRU DSSURYDO

¶V VDIHW\ RU HIILFDF\ DQG PD\ OLPLW IXUWKHU PDUNHWLQJ RI WKH SURGXFW EDVHG RQ WKH UHVXOWV RI WKLV SRVWDSSURYDO WHVWLQJ RU VXUYHLOODQFH












Disclosure of Clinical Trial Information



Pediatric Information



7KH %HVW 3KDUPDFHXWLFDOV IRU &KLOGUHQ $FW %3&$ SURYLGHV 1'$ KROGHUV D VL[PRQWK H[WHQVLRQ RI DQ\ H[FOXVLYLW\ SDWHQW RU QRQSDWHQW IRU D GUXJ LI FHUWDLQ FRQGLWLRQV DUH PHW &RQGLWLRQV IRU H[FOXVLYLW\ LQFOXGH WKH )'$¶V GHWHUPLQDWLRQ WKDW LQIRUPDWLRQ UHODWLQJ WR WKH XVH RI D QHZ GUXJ LQ WKH SHGLDWULF SRSXODWLRQ PD\ SURGXFH KHDOWK EHQHILWV LQ WKDW SRSXODWLRQ WKH )'$ PDNLQJ D ZULWWHQ UHTXHVW IRU SHGLDWULF VWXGLHV DQG WKH DSSOLFDQW DJUHHLQJ WR SHUIRUP DQG UHSRUWLQJ RQ WKH UHTXHVWHG VWXGLHV ZLWKLQ WKH VWDWXWRU\ WLPHIUDPH $SSOLFDWLRQV XQGHU WKH %3&$ DUH WUHDWHG DV SULRULW\ DSSOLFDWLRQV ZLWK DOO RI WKH EHQHILWV WKDW GHVLJQDWLRQ FRQIHUV

Post-Approval Requirements





The Hatch-Waxman Amendments

Orange Book Listing

8QGHU WKH 'UXJ 3ULFH &RPSHWLWLRQ DQG 3DWHQW 7HUP 5HVWRUDWLRQ $FW RI  FRPPRQO\ UHIHUUHG WR DV WKH +DWFK :D[PDQ $PHQGPHQWV 1'$ DSSOLFDQWV DUH UHTXLUHG WR OLVW ZLWK WKH )'$ HDFK SDWHQW ZKRVH FODLPV FRYHU WKH DSSOLFDQW¶V SURGXFW RU DSSURYHG PHWKRG RI XVLQJ WKH SURGXFW 8SRQ DSSURYDO RI D GUXJ HDFK RI WKH SDWHQWV OLVWHG LQ WKH DSSOLFDWLRQ IRU WKH GUXJ LV WKHQ SXEOLVKHG LQ WKH )'$¶V $SSURYHG 'UXJ 3URGXFWV ZLWK 7KHUDSHXWLF (TXLYDOHQFH (YDOXDWLRQV FRPPRQO\ NQRZQ DV WKH 2UDQJH %RRN 'UXJV OLVWHG LQ WKH 2UDQJH %RRN FDQ LQ WXUQ EH FLWHG E\ SRWHQWLDO JHQHULF FRPSHWLWRUV LQ VXSSRUW RI DSSURYDO RI DQ DEEUHYLDWHG QHZ GUXJ DSSOLFDWLRQ $1'$ $Q $1'$ SURYLGHV IRU PDUNHWLQJ RI D GUXJ SURGXFW WKDW KDV



WKH VDPH DFWLYH LQJUHGLHQWV LQ WKH VDPH VWUHQJWKV DQG GRVDJH IRUP DV WKH OLVWHG GUXJ DQG KDV EHHQ VKRZQ WKURXJK ELRHTXLYDOHQFH WHVWLQJ WR EH WKHUDSHXWLFDOO\ HTXLYDOHQW WR WKH OLVWHG GUXJ 2WKHU WKDQ WKH UHTXLUHPHQW IRU ELRHTXLYDOHQFH WHVWLQJ $1' $ DSSOLFDQWV DUH QRW UHTXLUHG WR FRQGXFW RU VXEPLW UHVXOWV RI SUHFOLQLFDO RU FOLQLFDO WHVWV WR SURYH WKH VDIHW\ RU HIIHFWLYHQHVV RI WKHLU GUXJ SURGXFW 'UXJV DSSURYHG LQ WKLV ZD\ DUH FRPPRQO\ UHIHUUHG WR DV ³JHQHULF HTXLYDOHQWV´ WR WKH OLVWHG GUXJ DQG FDQ RIWHQ EH VXEVWLWXWHG E\ SKDUPDFLVWV XQGHU SUHVFULSWLRQV ZULWWHQ IRU WKH RULJLQDO OLVWHG GUXJ

7KH $1'$ DSSOLFDQW LV UHTXLUHG WR FHUWLI\ WR WKH )'$ FRQFHUQLQJ DQ\ SDWHQWV OLVWHG IRU WKH DSSURYHG SURGXFW LQ WKH )' $¶

$ FHUWLILFDWLRQ WKDW WKH QHZ SURGXFW ZLOO QRW LQIULQJH WKH DOUHDG\ DSSURYHG SURGXFW¶

Exclusivity



Patent Term Restoration

$IWHU 1'$ DSSURYDO WKH RZQHU RI D UHOHYDQW GUXJ SDWHQW PD\ DSSO\ IRU XS WR D ILYH\HDU SDWHQW H[WHQVLRQ 2QO\ RQH SDWHQW PD\ EH H[WHQGHG IRU HDFK UHJXODWRU\ UHYLHZ SHULRG ZKLFK LV FRPSRVHG RI WZR SDUWV D WHVWLQJ SKDVH DQG DQ DSSURYDO SKDVH 7KH DOORZDEOH SDWHQW WHUP H[WHQVLRQ LV JHQHUDOO\ FDOFXODWHG DV KDOI RI WKH GUXJ¶V WHVWLQJ SKDVH WKH WLPH EHWZHHQ ,1' DSSOLFDWLRQ DQG 1'$ VXEPLVVLRQ DQG DOO RI WKH UHYLHZ SKDVH WKH WLPH EHWZHHQ 1'$ VXEPLVVLRQ DQG DSSURYDO XS WR D PD[LPXP RI ILYH \HDUV ,I WKH H[WHQGHG SDWHQW ZDV LVVXHG GXULQJ WKH GHYHORSPHQW RU UHYLHZ SHULRG WKH FDOFXODWLRQ EHJLQV IURP WKH GDWH RI SDWHQW LVVXDQFH 7KH UHYLHZ SHULRG FDQ EH VKRUWHQHG LI WKH )'$ GHWHUPLQHV WKDW WKH DSSOLFDQW GLG QRW SXUVXH DSSURYDO ZLWK GXH GLOLJHQFH 7KH WRWDO SDWHQW WHUP DIWHU WKH H[WHQVLRQ PD\ QRW H[FHHG  \HDUV








Coverage and Reimbursement

¶V GHWHUPLQDWLRQ WR SURYLGH FRYHUDJH IRU D GUXJ SURGXFW GRHV QRW HQVXUH WKDW RWKHU SD\RUV ZLOO DOVR SURYLGH FRYHUDJH IRU WKH GUXJ SURGXFW &RYHUDJH SROLFLHV DQG WKLUGSDUW\ SD\RU UHLPEXUVHPHQW UDWHV PD\ FKDQJH DW DQ\ WLPH DQG FDQ GLIIHU VLJQLILFDQWO\ IURP SD\RU WR SD\RU



Other Healthcare Laws

,Q DGGLWLRQ WR )'$ UHVWULFWLRQV RQ PDUNHWLQJ RI SKDUPDFHXWLFDO SURGXFWV VHYHUDO RWKHU W\SHV RI VWDWH DQG IHGHUDO ODZV KDYH EHHQ DSSOLHG WR UHVWULFW FHUWDLQ JHQHUDO EXVLQHVV DQG PDUNHWLQJ SUDFWLFHV LQ WKH SKDUPDFHXWLFDO LQGXVWU\ LQ UHFHQW \HDUV 7KHVH ODZV LQFOXGH DQWLNLFNEDFN VWDWXWHV IDOVH FODLPV VWDWXWHV SULFH WUDQVSDUHQF\ DQG UHSRUWLQJ SULYDF\ DQG F\EHUVHFXULW\ ODZV DQG RWKHU KHDOWKFDUH ODZV DQG UHJXODWLRQV













¶¶ ULJKWV ZLWK UHVSHFW WR FHUWDLQ VHQVLWLYH SHUVRQDO LQIRUPDWLRQ 7KH &35$ DOVR FUHDWHV D QHZ VWDWH DJHQF\ WKDW LV YHVWHG ZLWK DXWKRULW\ WR LPSOHPHQW DQG HQIRUFH WKH &&3$ DQG &35$ 2WKHU VWDWHV KDYH DOVR HQDFWHG SURSRVHG RU DUH FRQVLGHULQJ SURSRVLQJ GDWD SULYDF\ ODZV ZKLFK FRXOG IXUWKHU FRPSOLFDWH FRPSOLDQFH HIIRUWV LQFUHDVH RXU SRWHQWLDO OLDELOLW\ DQG DGYHUVHO\ DIIHFW RXU EXVLQHVV

)XUWKHU SXUVXDQW WR WKH IHGHUDO 3K\VLFLDQ 3D\PHQWV 6XQVKLQH $FW HQDFWHG DV SDUW RI WKH $&$ WKH &HQWHUV IRU 0HGLFDUH 0HGLFDLG 6HUYLFHV &06 KDV LVVXHG D ILQDO UXOH WKDW UHTXLUHV PDQXIDFWXUHUV RI DSSURYHG SUHVFULSWLRQ GUXJV WKDW DUH UHLPEXUVDEOH XQGHU 0HGLFDUH 0HGLFDLG RU WKH &KLOGUHQ¶













(IIRUWV WR HQVXUH WKDW EXVLQHVV DUUDQJHPHQWV ZLWK WKLUG SDUWLHV FRPSO\ ZLWK DSSOLFDEOH KHDOWKFDUH ODZV DQG UHJXODWLRQV LQYROYH VXEVWDQWLDO FRVWV ,I D GUXJ FRPSDQ\¶¶V DWWHQWLRQ IURP WKH RSHUDWLRQ RI WKH EXVLQHVV HYHQ LI VXFK DFWLRQ LV VXFFHVVIXOO\ GHIHQGHG

U.S. Healthcare Reform



³GRQXW KROH´

(PSOR\HHV DQG +XPDQ &DSLWDO 5HVRXUFHV
















)DFLOLWLHV

2XU KHDGTXDUWHUV DUH ORFDWHG LQ (PHU\YLOOH &DOLIRUQLD ZKHUH ZH OHDVH DQG RFFXS\  VTXDUH IHHW RI RIILFH DQG ODERUDWRU\ VSDFH

:H EHOLHYH WKDW RXU H[LVWLQJ IDFLOLWLHV DQG QHZ IDFLOLWLHV XQGHU FRQVWUXFWLRQ DUH VXIILFLHQW WR PHHW RXU QHDUWHUP QHHGV

$GGLWLRQDO ,QIRUPDWLRQ

:H ZHUH LQFRUSRUDWHG XQGHU WKH ODZV RI WKH 6WDWH RI 'HODZDUH LQ $SULO  XQGHU WKH QDPH %LR$JH /DEV ,QF 2XU SULQFLSDO H[HFXWLYH RIILFH LV ORFDWHG DW  +ROOLV 6WUHHW 6XLWH  (PHU\YLOOH &DOLIRUQLD  DQG RXU WHOHSKRQH QXPEHU LV   2XU ZHEVLWH DGGUHVV LV ZZZELRDJHODEVFRP 7KH LQIRUPDWLRQ FRQWDLQHG RQ RU WKDW FDQ EH DFFHVVHG WKURXJK RXU ZHEVLWH LV QRW SDUW RI DQG LV QRW LQFRUSRUDWHG E\ UHIHUHQFH LQWR WKLV $QQXDO 5HSRUW









































,WHP $ 5LVN )DFWRUV

Investing in our common stock involves a high degree of risk. Before making your decision to invest in shares of our common stock, you should carefully consider the risks described below, together with the other information contained in this Annual Report, including in the section titled “Management’s Discussion and Analysis of Financial Condition and Results of Operations” and in our consolidated financial statements and the related notes included elsewhere in this Annual Report. The risks and uncertainties described below are not the only ones we face. Additional risks and uncertainties that we are unaware of or that we deem immaterial may also become important factors that adversely affect our business. We cannot assure you that any of the events discussed below will not occur. These events could have a material and adverse impact on our business, financial condition, results of operations and prospects. If that were to happen, the trading price of our common stock could decline, and you could lose all or part of your investment. These disclosures reflect the Company’s beliefs and opinions as to factors that could materially and adversely affect the Company and its securities in the future. References to past events are provided by way of example only and are not intended to be a complete listing of such events or a representation as to whether or not such factors or similar events have occurred in the past or their likelihood of occurring in the future.

5LVN )DFWRUV 6XPPDU\

2XU EXVLQHVV LV VXEMHFW WR D QXPEHU RI ULVNV DQG XQFHUWDLQWLHV LQFOXGLQJ DPRQJ RWKHUV WKH IROORZLQJ

· :H DUH D FOLQLFDOVWDJH ELRSKDUPDFHXWLFDO FRPSDQ\ ZLWK D OLPLWHG RSHUDWLQJ KLVWRU\ KDYH QRW FRPSOHWHG DQ\ FOLQLFDO WULDOV EH\RQG 3KDVH E DQG KDYH QR SURGXFWV DSSURYHG IRU FRPPHUFLDO VDOH ZKLFK PD\ PDNH LW GLIILFXOW IRU LQYHVWRUV WR HYDOXDWH RXU EXVLQHVV OLNHOLKRRG RI VXFFHVV DQG YLDELOLW\

· :H KDYH LQFXUUHG VLJQLILFDQW RSHUDWLQJ ORVVHV VLQFH RXU LQFHSWLRQ DQG H[SHFW WR LQFXU VLJQLILFDQW ORVVHV IRU WKH IRUHVHHDEOH IXWXUH :H DUH QRW FXUUHQWO\ SURILWDEOH DQG PD\ QHYHU DFKLHYH RU VXVWDLQ SURILWDELOLW\ ,I ZH DUH XQDEOH WR DFKLHYH RU VXVWDLQ SURILWDELOLW\ WKH PDUNHW YDOXH RI RXU FRPPRQ VWRFN ZLOO OLNHO\ GHFOLQH
· :H ZLOO UHTXLUH VXEVWDQWLDO DGGLWLRQDO FDSLWDO WR ILQDQFH RXU RSHUDWLRQV DQG DFKLHYH RXU JRDOV ,I ZH DUH XQDEOH WR UDLVH FDSLWDO ZKHQ QHHGHG RU RQ WHUPV DFFHSWDEOH WR XV ZH PD\ EH IRUFHG WR GHOD\ UHGXFH RU HOLPLQDWH RXU UHVHDUFK RU GHYHORSPHQW SURJUDPV DQ\ IXWXUH FRPPHUFLDOL]DWLRQ HIIRUWV RU RWKHU RSHUDWLRQV
· ,I ZH DUH XQDEOH WR DGYDQFH WKH GHYHORSPHQW RI UHFHLYH UHJXODWRU\ DSSURYDO IRU DQG XOWLPDWHO\ VXFFHVVIXOO\ FRPPHUFLDOL]H %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV ZH PD\ GHYHORS RU H[SHULHQFH VLJQLILFDQW GHOD\V LQ GRLQJ VR RXU EXVLQHVV ZLOO EH PDWHULDOO\ KDUPHG

·

· :H PD\ GHYHORS IXWXUH SURGXFW FDQGLGDWHV LQ FRPELQDWLRQ ZLWK RWKHU WKHUDSLHV ZKLFK ZRXOG H[SRVH XV WR DGGLWLRQDO ULVNV

· :H H[SHFW WR H[SDQG RXU GHYHORSPHQW FOLQLFDO DQG UHJXODWRU\ FDSDELOLWLHV DQG RSHUDWLRQV DV ZH JURZ DQG DV D UHVXOW ZH PD\ HQFRXQWHU GLIILFXOWLHV LQ PDQDJLQJ RXU JURZWK ZKLFK FRXOG GLVUXSW RXU RSHUDWLRQV
· 2XU TXDUWHUO\ DQG DQQXDO RSHUDWLQJ UHVXOWV PD\ IOXFWXDWH VLJQLILFDQWO\ RU PD\ IDOO EHORZ WKH H[SHFWDWLRQV RI LQYHVWRUV RU VHFXULWLHV DQDO\VWV HDFK RI ZKLFK PD\ FDXVH RXU VWRFN SULFH WR IOXFWXDWH RU GHFOLQH
· 1HJDWLYH UHVXOWV RU SXEOLFLW\ IRU RQH GUXJ IRU DWKHURVFOHURWLF FDUGLRYDVFXODU GLVHDVH $6&9' ULVN UHGXFWLRQ GLDEHWLF PDFXODU HGHPD '0( RU REHVLW\ FRXOG KDYH D VXEVWDQWLDO LPSDFW RQ DOO GUXJV DQG SURGXFW FDQGLGDWHV IRU $6&9' ULVN UHGXFWLRQ '0( RU REHVLW\ LQFOXGLQJ DQ\ SRWHQWLDO SURGXFW FDQGLGDWHV ZH PD\ KDYH LQ WKH IXWXUH

· :H DUH VXEMHFW WR VHFXULWLHV OLWLJDWLRQ ZKLFK LV H[SHQVLYH DQG FRXOG GLYHUW PDQDJHPHQW DWWHQWLRQ

· :H SUHYLRXVO\ LGHQWLILHG PDWHULDO ZHDNQHVVHV LQ RXU LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ $OWKRXJK ZH KDYH UHPHGLDWHG WKHVH PDWHULDO ZHDNQHVVHV ZH PD\ LGHQWLI\ DGGLWLRQDO PDWHULDO ZHDNQHVVHV RU RWKHU GHILFLHQFLHV LQ WKH IXWXUH RU RWKHUZLVH IDLO WR PDLQWDLQ DQ HIIHFWLYH V\VWHP RI LQWHUQDO FRQWUROV ZKLFK FRXOG UHVXOW LQ PDWHULDO PLVVWDWHPHQWV RI RXU ILQDQFLDO VWDWHPHQWV RU FDXVH XV WR IDLO WR PHHW RXU UHSRUWLQJ REOLJDWLRQV



·

· 7KH PDQXIDFWXUH RI SKDUPDFHXWLFDO SURGXFWV LQFOXGLQJ %*( RXU $3- SURJUDPV RU DQ\ IXWXUH SURGXFW FDQGLGDWHV LV FRPSOH[ 2XU WKLUGSDUW\ PDQXIDFWXUHUV PD\ HQFRXQWHU GLIILFXOWLHV LQ SURGXFWLRQ ZKLFK FRXOG GHOD\ RU HQWLUHO\ KDOW WKHLU DELOLW\ LQ WKH IXWXUH WR VXSSO\ RXU SURGXFW FDQGLGDWHV IRU FOLQLFDO WULDOV RU LI DSSURYHG IRU FRPPHUFLDO VDOH

5LVNV 5HODWHG WR 2XU )LQDQFLDO 3RVLWLRQ /LPLWHG 2SHUDWLQJ +LVWRU\ DQG 1HHG IRU $GGLWLRQDO &DSLWDO

We are a clinical-stage biopharmaceutical company with a limited operating history, have not completed any clinical trials beyond Phase 1b and have no products approved for commercial sale, which may make it difficult for investors to evaluate our business, likelihood of success and viability.







We have incurred significant operating losses since our inception and expect to incur significant losses for the foreseeable future. We are not currently profitable, and may never achieve or sustain profitability. If we are unable to achieve or sustain profitability, the market value of our common stock will likely decline.










PDWXUHV E\ $SULO   )RU DGGLWLRQDO LQIRUPDWLRQ DERXW WKH /RDQ $JUHHPHQW VHH 1RWH  WR RXU FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV LQFOXGHG HOVHZKHUH LQ WKLV $QQXDO 5HSRUW



We will require substantial additional capital to finance our operations and achieve our goals. If we are unable to raise capital when needed or on terms acceptable to us, we may be forced to delay, reduce or eliminate our research or development programs, any future commercialization efforts or other operations.





· WKH SURJUHVV WLPLQJ DQG UHVXOWV RI FOLQLFDO WULDOV IRU RXU OHDG SURGXFW FDQGLGDWH %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV

· WKH H[WHQW WR ZKLFK ZH GHYHORS LQOLFHQVH RU DFTXLUH DQ\ IXWXUH SURGXFW FDQGLGDWHV RU WHFKQRORJLHV

· WKH QXPEHU RI IXWXUH SURGXFW FDQGLGDWHV DQG DGGLWLRQDO LQGLFDWLRQV IRU RXU FXUUHQW SURGXFW FDQGLGDWHV ZH PD\ SXUVXH DQG WKH SUHFOLQLFDO VWXGLHV DQG FOLQLFDO WULDOV QHFHVVDU\ WR GHYHORS WKHP
· WKH FRVWV WLPLQJ DQG RXWFRPH RI VHHNLQJ UHJXODWRU\ DSSURYDOV RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV

· WKH VFRSH DQG FRVWV RI PDNLQJ DUUDQJHPHQWV ZLWK WKLUGSDUW\ PDQXIDFWXUHUV RU HVWDEOLVKLQJ PDQXIDFWXULQJ FDSDELOLWLHV IRU ERWK FOLQLFDO DQG FRPPHUFLDO VXSSOLHV RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV





· WKH FRVWV LQYROYHG LQ JURZLQJ RXU RUJDQL]DWLRQ WR WKH VL]H QHHGHG WR DOORZ IRU WKH UHVHDUFK GHYHORSPHQW DQG SRWHQWLDO FRPPHUFLDOL]DWLRQ RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV

· WKH FRVWV DVVRFLDWHG ZLWK FRPPHUFLDOL]LQJ DQ\ DSSURYHG SURGXFW FDQGLGDWHV LQFOXGLQJ HVWDEOLVKLQJ VDOHV PDUNHWLQJ PDUNHW DFFHVV DQG GLVWULEXWLRQ FDSDELOLWLHV

· WR WKH H[WHQW ZH SXUVXH VWUDWHJLF FROODERUDWLRQV LQFOXGLQJ FROODERUDWLRQV WR FRPPHUFLDOL]H %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV RXU DELOLW\ WR HVWDEOLVK DQG PDLQWDLQ FROODERUDWLRQV RQ IDYRUDEOH WHUPV LI DW DOO DV ZHOO DV WKH WLPLQJ DQG DPRXQW RI DQ\ PLOHVWRQH RU UR\DOW\ SD\PHQWV ZH DUH UHTXLUHG WR PDNH RU DUH HOLJLEOH WR UHFHLYH XQGHU VXFK FROODERUDWLRQV RU RXU FXUUHQW OLFHQVHV

· WKH FRVWV DVVRFLDWHG ZLWK FRPSOHWLQJ DQ\ SRVWPDUNHWLQJ VWXGLHV RU WULDOV UHTXLUHG E\ WKH 86 )RRG DQG 'UXJ $GPLQLVWUDWLRQ )'$ RU RWKHU UHJXODWRU\ DXWKRULWLHV

· WKH UHYHQXH LI DQ\ UHFHLYHG IURP FRPPHUFLDO VDOHV RI %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV LI DQ\ DUH DSSURYHG

· WKH FRVWV RI SUHSDULQJ ILOLQJ DQG SURVHFXWLQJ SDWHQW DSSOLFDWLRQV PDLQWDLQLQJ DQG HQIRUFLQJ RXU LQWHOOHFWXDO SURSHUW\ ULJKWV DQG GHIHQGLQJ LQWHOOHFWXDO SURSHUW\UHODWHG FODLPV WKDW ZH PD\ EHFRPH VXEMHFW WR LQFOXGLQJ DQ\ OLWLJDWLRQ FRVWV DQG WKH RXWFRPH RI VXFK OLWLJDWLRQ DQG

· WKH FRVWV DVVRFLDWHG ZLWK SRWHQWLDO SURGXFW OLDELOLW\ FODLPV LQFOXGLQJ WKH FRVWV DVVRFLDWHG ZLWK REWDLQLQJ LQVXUDQFH DJDLQVW VXFK FODLPV DQG ZLWK GHIHQGLQJ DJDLQVW VXFK FODLPV



:H ZLOO EH UHTXLUHG WR REWDLQ IXUWKHU IXQGLQJ WKURXJK SXEOLF RU SULYDWH HTXLW\ ILQDQFLQJV GHEW ILQDQFLQJV FROODERUDWLYH DJUHHPHQWV OLFHQVLQJ DUUDQJHPHQWV RU RWKHU VRXUFHV RI ILQDQFLQJ ZKLFK PD\ GLOXWH RXU VWRFNKROGHUV RU UHVWULFW RXU RSHUDWLQJ DFWLYLWLHV :H GR QRW KDYH DQ\ FRPPLWWHG H[WHUQDO VRXUFH RI IXQGV 7R WKH H[WHQW WKDW ZH UDLVH DGGLWLRQDO FDSLWDO WKURXJK WKH VDOH RI HTXLW\ RU FRQYHUWLEOH GHEW VHFXULWLHV HDFK LQYHVWRU¶V RZQHUVKLS LQWHUHVWV ZLOO EH GLOXWHG DQG WKH WHUPV PD\ LQFOXGH OLTXLGDWLRQ RU RWKHU SUHIHUHQFHV WKDW DGYHUVHO\ DIIHFW HDFK LQYHVWRU¶

2XU IDLOXUH WR UDLVH FDSLWDO DV DQG ZKHQ QHHGHG RU RQ DFFHSWDEOH WHUPV FRXOG VLJQLILFDQWO\ KDUP RXU EXVLQHVV ILQDQFLDO FRQGLWLRQ UHVXOWV RI RSHUDWLRQV DQG SURVSHFWV DQG FDXVH WKH SULFH RI RXU FRPPRQ VWRFN WR GHFOLQH DQG ZH PD\ KDYH WR GHOD\ UHGXFH WKH VFRSH RI VXVSHQG RU HOLPLQDWH RQH RU PRUH RI RXU UHVHDUFK RU GUXJ GHYHORSPHQW SURJUDPV SUHFOLQLFDO VWXGLHV IXWXUH FOLQLFDO WULDOV RU IXWXUH FRPPHUFLDOL]DWLRQ HIIRUWV












5LVN 5HODWHG WR 5HVHDUFK 'LVFRYHU\ 'HYHORSPHQW 5HJXODWRU\ $SSURYDO DQG &RPPHUFLDOL]DWLRQ RI RXU

3URGXFW &DQGLGDWHV

We are substantially dependent on our ability to identify and develop future product candidates. If we are unable to advance the development of, receive regulatory approval for and ultimately successfully commercialize BGE-102 or any future product candidates we may develop, or experience significant delays in doing so, our business will be materially harmed.



2XU DELOLW\ WR JHQHUDWH SURGXFW UHYHQXH ZKLFK ZH GR QRW H[SHFW ZLOO RFFXU IRU PDQ\ \HDUV LI HYHU ZLOO EH KHDYLO\ GHSHQGHQW RQ WKH VXFFHVVIXO GHYHORSPHQW DQG HYHQWXDO FRPPHUFLDOL]DWLRQ RI %*( RXU $3- SURJUDPV DQG DQ\ IXWXUH SURGXFW FDQGLGDWHV 7KH VXFFHVV RI %*( DQG DQ\ IXWXUH SURGXFW FDQGLGDWHV ZLOO EH GHSHQGHQW RQ VHYHUDO IDFWRUV LQFOXGLQJ WKH IROORZLQJ

· VXFFHVVIXO DQG WLPHO\ FRPSOHWLRQ RI SUHFOLQLFDO VWXGLHV DQG FOLQLFDO WULDOV GHPRQVWUDWLQJ DWWUDFWLYH FRPSHWLWLYH WDUJHW SURGXFW SURILOHV IRU RXU SURGXFW FDQGLGDWHV

· FOHDUDQFH RI ,1'V E\ WKH )'$ RU RWKHU VLPLODU FOLQLFDO WULDO DSSOLFDWLRQV IURP RWKHU UHJXODWRU\ DXWKRULWLHV IRU RXU IXWXUH FOLQLFDO WULDOV IRU RXU SLSHOLQH SURGXFW FDQGLGDWHV

· WLPHO\ DQG VXFFHVVIXO HQUROOPHQW RI SDWLHQWV LQ DQG FRPSOHWLRQ RI FOLQLFDO WULDOV ZLWK IDYRUDEOH UHVXOWV

· GHPRQVWUDWLRQ RI VDIHW\ HIILFDF\ DQG DFFHSWDEOH ULVNEHQHILW SURILOHV RI RXU SURGXFW FDQGLGDWHV WR WKH VDWLVIDFWLRQ RI WKH )'$ DQG RWKHU FRPSDUDEOH IRUHLJQ UHJXODWRU\ DJHQFLHV

· UHFHLSW RI UHJXODWRU\ DSSURYDOV IURP DSSOLFDEOH UHJXODWRU\ DXWKRULWLHV LI JUDQWHG LQFOXGLQJ WKH FRPSOHWLRQ RI DQ\ UHTXLUHG SRVWPDUNHWLQJ VWXGLHV RU WULDOV DQG DYDLODEOH IXQGLQJ WR SHUIRUP DQ\ SRVWPDUNHWLQJ FRPPLWPHQWV
· UDLVLQJ DGGLWLRQDO IXQGV QHFHVVDU\ WR FRPSOHWH FOLQLFDO GHYHORSPHQW RI DQG FRPPHUFLDOL]H RXU FXUUHQW RU DQ\ IXWXUH SURGXFW FDQGLGDWHV

· REWDLQLQJ SURWHFWLQJ DQG HQIRUFLQJ RXU SDWHQW WUDGH VHFUHW DQG RWKHU LQWHOOHFWXDO SURSHUW\ DQG UHJXODWRU\ H[FOXVLYLW\ IRU RXU FXUUHQW DQG IXWXUH SURGXFW FDQGLGDWHV

· PDNLQJ DUUDQJHPHQWV ZLWK WKLUGSDUW\ PDQXIDFWXUHUV RU HVWDEOLVKLQJ PDQXIDFWXULQJ FDSDELOLWLHV IRU ERWK FOLQLFDO DQG FRPPHUFLDO VXSSOLHV RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV DQG HQVXULQJ D UHVLOLHQW HIIHFWLYH VXSSO\ FKDLQ WKDW SURGXFHV VXSSO\ WKDW RXWSDFHV GHPDQG

· GHYHORSLQJ DQG LPSOHPHQWLQJ PDUNHWLQJ DQG UHLPEXUVHPHQW VWUDWHJLHV DV ZHOO DV DGHTXDWH GHPDQG IRUHFDVWV IRU VXSSO\ DQG VDOHV SODQQLQJ

· HVWDEOLVKLQJ VDOHV PDUNHWLQJ DQG GLVWULEXWLRQ FDSDELOLWLHV DQG ODXQFKLQJ FRPPHUFLDO VDOHV RI RXU SURGXFWV LI DQG ZKHQ DSSURYHG ZKHWKHU DORQH RU LQ FROODERUDWLRQ ZLWK RWKHUV LQ D PDUNHW ZKHUH SURPRWLRQDO VDOHV DSSURDFKHV DUH UDSLGO\ PRYLQJ WR GLJLWDO SODWIRUPV

· GHPRQVWUDWLRQ RI SURGXFW FKDUDFWHULVWLFV DWWUDFWLYH WR SK\VLFLDQV SDWLHQWV DGYRFDWHV SD\RUV DQG FDUHJLYHUV

· DFFHSWDQFH RI RXU SURGXFWV LI DQG ZKHQ DSSURYHG E\ SDWLHQWV WKH PHGLFDO FRPPXQLW\ DQG WKLUGSDUW\ SD\RUV XQGHUSLQQHG E\ DGHTXDWH KHDOWK HFRQRPLF GDWD DQG D PHDQLQJIXO YDOXH SURSRVLWLRQ

· HIIHFWLYHO\ FRPSHWLQJ ZLWK RWKHU WKHUDSLHV LQFOXGLQJ WKRVH WKDW KDYH QRW \HW HQWHUHG WKH PDUNHW








· REWDLQLQJ DQG PDLQWDLQLQJ WKLUGSDUW\ SD\RU FRYHUDJH DQG DGHTXDWH UHLPEXUVHPHQW LQ ERWK SXEOLF DQG SULYDWH SD\RU VSDFHV JLYHQ WKH VLJQLILFDQW QXPEHU RI REHVH SDWLHQWV LQ WKH 8QLWHG 6WDWHV ZKR PD\ EHQHILW IURP RXU SURGXFW FDQGLGDWHV

· REWDLQLQJ DSSURSULDWH VXSSRUW IURP SDWLHQW DGYRFDF\ RUJDQL]DWLRQV

· DGGUHVVLQJ DQ\ GHOD\V LQ RXU FOLQLFDO WULDOV UHVXOWLQJ IURP DQ\ PDMRU QDWXUDO GLVDVWHUV KHDOWK SDQGHPLFV RU VLJQLILFDQW SROLWLFDO HYHQWV DQG

· PDLQWDLQLQJ D FRQWLQXHG DFFHSWDEOH VDIHW\ SURILOH RI WKH SURGXFWV IROORZLQJ DSSURYDO



Due to our limited resources and access to capital, we must, and have in the past decided to, prioritize development of certain potential product candidates over other potential product candidates. These decisions may prove to have been wrong and may adversely affect our ability to develop our own programs or our attractiveness as a commercial partner, and may ultimately have an impact on our commercial success.



Drug development is a lengthy and expensive process, the outcome of clinical testing is inherently uncertain, and results of earlier studies and trials may not be predictive of future trial results. We may incur additional costs or experience additional delays in completing, or ultimately be unable to complete, the development and commercialization of BGE-102, our APJ programs or any future product candidates for many reasons, including a failure to replicate positive results from earlier preclinical studies or clinical trials in future preclinical studies or clinical trials.

¶




QRWZLWKVWDQGLQJ SURPLVLQJ UHVXOWV LQ HDUOLHU WULDOV 7KHUH LV W\SLFDOO\ D KLJK UDWH RI IDLOXUH RI SURGXFW FDQGLGDWHV SURFHHGLQJ WKURXJK FOLQLFDO WULDOV SDUWLFXODUO\ LQ WKH HDUOLHU VWDJHV RI GHYHORSPHQW 0RVW SURGXFW FDQGLGDWHV WKDW FRPPHQFH FOLQLFDO WULDOV DUH QHYHU DSSURYHG DV SURGXFWV DQG WKHUH FDQ EH QR DVVXUDQFH WKDW DQ\ RI RXU IXWXUH FOLQLFDO WULDOV ZLOO XOWLPDWHO\ EH VXFFHVVIXO RU VXSSRUW FOLQLFDO GHYHORSPHQW RI DQ\ IXWXUH SURGXFW FDQGLGDWHV

:H PD\ H[SHULHQFH GHOD\V LQ LQLWLDWLQJ RU FRPSOHWLQJ FOLQLFDO WULDOV RI RXU IXWXUH SURGXFW FDQGLGDWHV :H DOVR PD\ H[SHULHQFH XQIRUHVHHQ HYHQWV GXULQJ RU DV D UHVXOW RI DQ\ IXWXUH FOLQLFDO WULDOV WKDW ZH FRQGXFW WKDW FRXOG GHOD\ RU SUHYHQW RXU DELOLW\ WR UHFHLYH UHJXODWRU\ DSSURYDO RU FRPPHUFLDOL]H %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV LQFOXGLQJ

· UHJXODWRUV LQVWLWXWLRQDO UHYLHZ ERDUGV ,5%V RU HWKLFV FRPPLWWHHV PD\ QRW DXWKRUL]H XV RU RXU LQYHVWLJDWRUV WR FRPPHQFH D FOLQLFDO WULDO RU FRQGXFW D FOLQLFDO WULDO DW D SURVSHFWLYH WULDO VLWH RU PD\ KDOW RU VXVSHQG DQ RQJRLQJ FOLQLFDO WULDO

· ZH PD\ H[SHULHQFH GHOD\V LQ UHDFKLQJ RU IDLO WR UHDFK DJUHHPHQW RQ DFFHSWDEOH WHUPV ZLWK SURVSHFWLYH WULDO VLWHV DQG SURVSHFWLYH FRQWUDFW UHVHDUFK RUJDQL]DWLRQV &52V WKH WHUPV RI ZKLFK FDQ EH VXEMHFW WR H[WHQVLYH QHJRWLDWLRQ DQG PD\ YDU\ VLJQLILFDQWO\ DPRQJ GLIIHUHQW &52V DQG WULDO VLWHV

· FOLQLFDO WULDO VLWHV GHYLDWLQJ IURP WKH WULDO SURWRFRO RU GURSSLQJ RXW RI D WULDO

· FOLQLFDO WULDOV RI DQ\ SURGXFW FDQGLGDWHV PD\ IDLO WR VKRZ VDIHW\ RU HIILFDF\ SURGXFH QHJDWLYH RU LQFRQFOXVLYH UHVXOWV DQG ZH PD\ GHFLGH RU UHJXODWRUV PD\ UHTXLUH XV WR FRQGXFW DGGLWLRQDO SUHFOLQLFDO VWXGLHV RU FOLQLFDO WULDOV RU ZH PD\ GHFLGH WR DEDQGRQ SURGXFW GHYHORSPHQW SURJUDPV

· IDLOXUH RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV LQ FOLQLFDO WULDOV WR GHPRQVWUDWH LPSRUWDQW IXQFWLRQDO RU SDWLHQW UHSRUWHG RXWFRPHV

· WKH QXPEHU RI VXEMHFWV UHTXLUHG IRU FOLQLFDO WULDOV RI DQ\ SURGXFW FDQGLGDWHV PD\ EH ODUJHU WKDQ ZH DQWLFLSDWH HQUROOPHQW LQ WKHVH FOLQLFDO WULDOV PD\ EH VORZHU WKDQ ZH DQWLFLSDWH RU VXEMHFWV PD\ GURS RXW RI WKHVH FOLQLFDO WULDOV RU IDLO WR UHWXUQ IRU SRVWWUHDWPHQW IROORZXS DW D KLJKHU UDWH WKDQ ZH DQWLFLSDWH
· RXU WKLUGSDUW\ FRQWUDFWRUV PD\ IDLO WR FRPSO\ ZLWK UHJXODWRU\ UHTXLUHPHQWV RU PHHW WKHLU FRQWUDFWXDO REOLJDWLRQV WR XV LQ D WLPHO\ PDQQHU RU DW DOO RU PD\ GHYLDWH IURP WKH FOLQLFDO WULDO SURWRFRO RU GURS RXW RI WKH WULDO ZKLFK PD\ UHTXLUH WKDW ZH DGG QHZ FOLQLFDO WULDO VLWHV RU LQYHVWLJDWRUV

· ZH PD\ HOHFW RU UHJXODWRUV ,5%V RU HWKLFV FRPPLWWHHV PD\ UHTXLUH WKDW ZH RU RXU LQYHVWLJDWRUV VXVSHQG RU WHUPLQDWH FOLQLFDO UHVHDUFK RU WULDOV IRU YDULRXV UHDVRQV LQFOXGLQJ QRQFRPSOLDQFH ZLWK UHJXODWRU\ UHTXLUHPHQWV RU D ILQGLQJ WKDW WKH SDUWLFLSDQWV LQ RXU WULDOV DUH EHLQJ H[SRVHG WR XQDFFHSWDEOH KHDOWK ULVNV
· WKH FRVW RI FOLQLFDO WULDOV RI %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV PD\ EH JUHDWHU WKDQ ZH DQWLFLSDWH DQG ZH PD\ QRW KDYH VXIILFLHQW IXQGV WR FRPSOHWH VXFK WULDOV

· WKH TXDOLW\ RI %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV RU RWKHU PDWHULDOV QHFHVVDU\ WR FRQGXFW FOLQLFDO WULDOV RI %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV PD\ EH LQDGHTXDWH WR LQLWLDWH RU FRPSOHWH D JLYHQ FOLQLFDO WULDO
· RXU LQDELOLW\ WR PDQXIDFWXUH VXIILFLHQW TXDQWLWLHV RI %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV IRU XVH LQ FOLQLFDO WULDOV

· RXU LQDELOLW\ WR PHHW GUXJ VSHFLILFDWLRQV VXLWDEOH IRU XVH LQ FOLQLFDO WULDOV DQG FRPPHUFLDO DSSOLFDWLRQV

· UHSRUWV IURP FOLQLFDO WHVWLQJ RI RWKHU WKHUDSLHV PD\ UDLVH VDIHW\ RU HIILFDF\ FRQFHUQV DERXW %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV

· WKH UHFHLSW RI IHHGEDFN IURP UHJXODWRU\ DXWKRULWLHV WKDW UHTXLUHV XV WR PRGLI\ WKH GHVLJQ RI RXU FOLQLFDO WULDOV

· RXU IDLOXUH WR HVWDEOLVK DQ DSSURSULDWH VDIHW\ SURILOH IRU D SURGXFW FDQGLGDWH EDVHG RQ FOLQLFDO RU SUHFOLQLFDO GDWD IRU VXFK SURGXFW FDQGLGDWH DV ZHOO DV GDWD HPHUJLQJ IURP RWKHU PROHFXOHV LQ WKH VDPH FODVV DV %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV DQG

· WKH )'$ RU RWKHU UHJXODWRU\ DXWKRULWLHV PD\ UHTXLUH XV WR VXEPLW DGGLWLRQDO GDWD VXFK DV ORQJWHUP WR[LFRORJ\ VWXGLHV RU LPSRVH RWKHU UHTXLUHPHQWV EHIRUH SHUPLWWLQJ XV WR LQLWLDWH D FOLQLFDO WULDO

:H FRXOG DOVR HQFRXQWHU DGGLWLRQDO GHOD\V LI D IXWXUH FOLQLFDO WULDO LV VXVSHQGHG RU WHUPLQDWHG E\ XV WKH ,5%V RI WKH LQVWLWXWLRQV LQ ZKLFK VXFK WULDOV DUH EHLQJ FRQGXFWHG RU WKH )'$ RU RWKHU UHJXODWRU\ DXWKRULWLHV RU LI D FOLQLFDO WULDO LV UHFRPPHQGHG IRU VXVSHQVLRQ RU WHUPLQDWLRQ E\ WKH 'DWD 6DIHW\ 0RQLWRULQJ %RDUG IRU VXFK WULDO $ VXVSHQVLRQ RU WHUPLQDWLRQ PD\ EH LPSRVHG GXH WR D QXPEHU RI IDFWRUV LQFOXGLQJ IDLOXUH WR FRQGXFW WKH FOLQLFDO WULDO LQ DFFRUGDQFH ZLWK UHJXODWRU\




UHTXLUHPHQWV LQFOXGLQJ WKH )'$¶





$GGLWLRQDOO\ LI WKH UHVXOWV RI RXU FOLQLFDO WULDOV DUH LQFRQFOXVLYH RU LI WKHUH DUH VDIHW\ FRQFHUQV RU VHULRXV DGYHUVH HYHQWV DVVRFLDWHG ZLWK RXU SURGXFW FDQGLGDWHV ZH PD\

· EH GHOD\HG LQ REWDLQLQJ UHJXODWRU\ DSSURYDO LI DW DOO

· REWDLQ DSSURYDO IRU LQGLFDWLRQV RU SDWLHQW SRSXODWLRQV WKDW DUH QRW DV EURDG DV LQWHQGHG RU GHVLUHG RU PD\ KDYH UHVWULFWHG GXUDWLRQ H[SHFWDWLRQV RU JXLGDQFH

· REWDLQ DSSURYDO ZLWK ODEHOLQJ WKDW LQFOXGHV VLJQLILFDQW XVH RU GLVWULEXWLRQ UHVWULFWLRQV RU VDIHW\ ZDUQLQJV

· EH VXEMHFW WR DGGLWLRQDO SRVWPDUNHWLQJ WHVWLQJ UHTXLUHPHQWV

· EH UHTXLUHG WR SHUIRUP DGGLWLRQDO FOLQLFDO WULDOV WR VXSSRUW DSSURYDO RU EH VXEMHFW WR DGGLWLRQDO SRVW PDUNHWLQJ WHVWLQJ UHTXLUHPHQWV

· KDYH UHJXODWRU\ DXWKRULWLHV ZLWKGUDZ RU VXVSHQG WKHLU DSSURYDO RI WKH GUXJ RU LPSRVH UHVWULFWLRQV RQ LWV GLVWULEXWLRQ LQ WKH IRUP RI D 5LVN (YDOXDWLRQ DQG 0LWLJDWLRQ 6WUDWHJ\ 5(06

· EH VXEMHFW WR WKH DGGLWLRQ RI ODEHOLQJ VWDWHPHQWV VXFK DV ZDUQLQJV RU FRQWUDLQGLFDWLRQV

· EH VXHG RU

· H[SHULHQFH GDPDJH WR RXU UHSXWDWLRQ

2XU GUXJ GHYHORSPHQW FRVWV ZLOO DOVR LQFUHDVH LI ZH H[SHULHQFH GHOD\V LQ WHVWLQJ RU REWDLQLQJ UHJXODWRU\ DSSURYDOV $OVR GHOD\V LQ REWDLQLQJ UHJXODWRU\ DSSURYDO PD\ LQFUHDVH FRPPHUFLDOL]DWLRQ FRVWV LI WKH FRPSHWLWLYH HQYLURQPHQW EHFRPHV PRUH LQWHQVH SULRU WR PDUNHW HQWU\ :H GR QRW NQRZ ZKHWKHU DQ\ RI RXU SUHFOLQLFDO VWXGLHV RU FOLQLFDO WULDOV ZLOO EHJLQ DV SODQQHG QHHG WR EH UHVWUXFWXUHG RU EH FRPSOHWHG RQ VFKHGXOH LI DW DOO










We may develop future product candidates in combination with other therapies, which would expose us to additional risks.





Preliminary, topline or interim data from our clinical trials that we announce or publish from time to time may change as more patient data become available and/or are subject to audit and verification procedures that could result in material changes in the final data.





)XUWKHU WKH LQIRUPDWLRQ ZH FKRRVH WR SXEOLFO\ GLVFORVH UHJDUGLQJ D SDUWLFXODU VWXG\ RU FOLQLFDO WULDO LV W\SLFDOO\ VHOHFWHG IURP D PRUH H[WHQVLYH DPRXQW RI DYDLODEOH LQIRUPDWLRQ <RX RU RWKHUV PD\ QRW DJUHH ZLWK ZKDW ZH GHWHUPLQH LV WKH PDWHULDO RU RWKHUZLVH DSSURSULDWH LQIRUPDWLRQ WR LQFOXGH LQ RXU GLVFORVXUH DQG DQ\ LQIRUPDWLRQ ZH GHWHUPLQH QRW WR GLVFORVH PD\ XOWLPDWHO\ EH GHHPHG VLJQLILFDQW ZLWK UHVSHFW WR IXWXUH GHFLVLRQV FRQFOXVLRQV YLHZV DFWLYLWLHV RU RWKHUZLVH UHJDUGLQJ D



SDUWLFXODU SURGXFW SURGXFW FDQGLGDWH RU RXU EXVLQHVV ,I WKH SUHOLPLQDU\ WRSOLQH RU LQWHULP GDWD WKDW ZH UHSRUW GLIIHU IURP ODWHU ILQDO RU DFWXDO UHVXOWV RU LI RWKHUV LQFOXGLQJ UHJXODWRU\ DXWKRULWLHV GLVDJUHH ZLWK WKH FRQFOXVLRQV UHDFKHG RXU DELOLW\ WR REWDLQ DSSURYDO IRU DQG FRPPHUFLDOL]H RXU SURGXFW FDQGLGDWHV PD\ EH KDUPHG ZKLFK FRXOG KDUP RXU EXVLQHVV ILQDQFLDO FRQGLWLRQ UHVXOWV RI RSHUDWLRQV DQG SURVSHFWV

We may not be successful in applying our longitudinal human aging platform to identify additional targets with therapeutic and commercial potential or in the discovery and development of commercially viable product candidates for us or our collaborators.



(IIRUWV WKURXJK RXU SODWIRUP WR LGHQWLI\ GLVFRYHU DFTXLUH RU LQOLFHQVH DQG XOWLPDWHO\ GHYHORS SURGXFW FDQGLGDWHV UHTXLUH VXEVWDQWLDO WHFKQLFDO ILQDQFLDO DQG KXPDQ UHVRXUFHV ZKHWKHU RU QRW DQ\ VXFK IXWXUH SURGXFW FDQGLGDWHV DUH XOWLPDWHO\ LGHQWLILHG 2XU HIIRUWV PD\ LQLWLDOO\ VKRZ SURPLVH LQ LGHQWLI\LQJ SRWHQWLDO SURGXFW FDQGLGDWHV \HW IDLO WR \LHOG SURGXFW FDQGLGDWHV IRU FOLQLFDO GHYHORSPHQW RU UHJXODWRU\ DSSURYDO IRU PDQ\ UHDVRQV LQFOXGLQJ WKH IROORZLQJ

· WKH PHWKRGRORJ\ XVHG PD\ QRW EH VXFFHVVIXO LQ LGHQWLI\LQJ DQ\ IXWXUH SRWHQWLDO SURGXFW FDQGLGDWHV

· FRPSHWLWRUV PD\ GHYHORS DOWHUQDWLYHV WKDW UHQGHU DQ\ SURGXFW FDQGLGDWHV ZH GHYHORS REVROHWH

· DQ\ SURGXFW FDQGLGDWHV ZH GHYHORS PD\ QHYHUWKHOHVV EH FRYHUHG E\ WKLUG SDUWLHV¶ SDWHQWV RU RWKHU H[FOXVLYH ULJKWV

· D SURGXFW FDQGLGDWH PD\ EH VKRZQ LQ VXEVHTXHQW SUHFOLQLFDO RU FOLQLFDO LQYHVWLJDWLRQV WR KDYH KDUPIXO VLGH HIIHFWV RU FKDUDFWHULVWLFV WKDW LQGLFDWH LW LV XQOLNHO\ WR EH HIIHFWLYH RU RWKHUZLVH ZRXOG QRW PHHW DSSOLFDEOH UHJXODWRU\ FULWHULD

· D SURGXFW FDQGLGDWH PD\ QRW EH FDSDEOH RI EHLQJ SURGXFHG LQ FRPPHUFLDO TXDQWLWLHV DW DQ DFFHSWDEOH FRVW RU DW DOO DQG

· D SURGXFW FDQGLGDWH PD\ QRW EH DFFHSWHG DV VDIH DQG HIIHFWLYH E\ SK\VLFLDQV SDWLHQWV WKH PHGLFDO FRPPXQLW\ RU WKLUGSDUW\ SD\RUV

Our future growth may be dependent, in part, on our ability to operate in foreign markets, where we would be subject to additional regulatory burdens and other risks and uncertainties.





WKH EXUGHQ RI FRPSO\LQJ ZLWK FRPSOH[ DQG FKDQJLQJ IRUHLJQ UHJXODWRU\ WD[ DFFRXQWLQJ DQG OHJDO UHTXLUHPHQWV DQG UHGXFHG SURWHFWLRQ RI LQWHOOHFWXDO SURSHUW\ ULJKWV LQ VRPH IRUHLJQ FRXQWULHV

We may experience difficulty enrolling or keeping patients in our clinical trials, which could delay or prevent us from proceeding with, or otherwise adversely affect, clinical trials of our product candidates.





Our current or future product candidates may not achieve adequate market acceptance among physicians, patients or their families, healthcare payors and others in the medical community necessary for commercial success.

(YHQ LI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV UHFHLYH UHJXODWRU\ DSSURYDO WKH\ PD\ QRW JDLQ DGHTXDWH PDUNHW DFFHSWDQFH DPRQJ SK\VLFLDQV SDWLHQWV RU WKHLU IDPLOLHV WKLUGSDUW\ SD\RUV DQG RWKHUV LQ WKH PHGLFDO FRPPXQLW\ 7KH GHJUHH RI PDUNHW DFFHSWDQFH RI DQ\ RI RXU DSSURYHG SURGXFW FDQGLGDWHV ZLOO EH GHSHQGHQW RQ D QXPEHU RI IDFWRUV LQFOXGLQJ

· WKH HIILFDF\ GXUDELOLW\ DQG VDIHW\ SURILOH DV GHPRQVWUDWHG LQ FOLQLFDO WULDOV FRPSDUHG WR DOWHUQDWLYH WUHDWPHQWV

· WKH WLPLQJ RI PDUNHW LQWURGXFWLRQ RI WKH SURGXFW FDQGLGDWH DV ZHOO DV FRPSHWLWLYH SURGXFWV

· WKH FOLQLFDO LQGLFDWLRQV IRU ZKLFK D SURGXFW FDQGLGDWH LV DSSURYHG

· UHVWULFWLRQV RQ WKH XVH RI SURGXFW FDQGLGDWHV LQ WKH ODEHOLQJ DSSURYHG E\ UHJXODWRU\ DXWKRULWLHV VXFK DV ER[HG ZDUQLQJV RU FRQWUDLQGLFDWLRQV LQ ODEHOLQJ RU D 5(06 LI DQ\ ZKLFK PD\ QRW EH UHTXLUHG RI DOWHUQDWLYH WUHDWPHQWV DQG FRPSHWLWRU SURGXFWV

· WKH SRWHQWLDO DQG SHUFHLYHG DGYDQWDJHV RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV RYHU DOWHUQDWLYH WUHDWPHQWV

· WKH FRVW RI WUHDWPHQW LQ UHODWLRQ WR DOWHUQDWLYH WUHDWPHQWV DQG WKH FRVWEHQHILW UDWLRV RI HDFK

· WKH DYDLODELOLW\ RI FRYHUDJH DQG DGHTXDWH UHLPEXUVHPHQW E\ WKLUGSDUW\ SD\RUV LQFOXGLQJ JRYHUQPHQW DXWKRULWLHV JLYHQ WKH VLJQLILFDQW QXPEHU RI REHVH SDWLHQWV LQ WKH 8QLWHG 6WDWHV DQG WLPLQJ RI UHOHYDQW IRUPXODU\ GHFLVLRQ PDNLQJ UHVXOWLQJ LQ WKLV FRYHUDJH DQG UHLPEXUVHPHQW

· WKH DYDLODELOLW\ RI DQ DSSURYHG SURGXFW IRU XVH DV D FRPELQDWLRQ WKHUDS\

· UHODWLYH FRQYHQLHQFH DQG HDVH RI DGPLQLVWUDWLRQ LQ UHODWLRQ WR FRPSHWLWLRQ

· WKH ZLOOLQJQHVV RI WKH WDUJHW SDWLHQW SRSXODWLRQ WR WU\ QHZ WKHUDSLHV DQG RI SK\VLFLDQV WR SUHVFULEH WKHVH WKHUDSLHV

· WKH HIIHFWLYHQHVV RI VDOHV PDUNHWLQJ HIIRUWV DQG PDUNHW DFFHVV

· SXEOLFLW\ UHODWLQJ WR RXU SURGXFW FDQGLGDWHV RU WKRVH RI RXU FRPSHWLWRUV DQG

· WKH DSSURYDO RI QHZ WKHUDSLHV IRU WKH VDPH LQGLFDWLRQV

,I DQ\ RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV DUH DSSURYHG EXW GR QRW DFKLHYH DQ DGHTXDWH OHYHO RI DFFHSWDQFH E\ SK\VLFLDQV KRVSLWDOV KHDOWKFDUH SD\RUV DQG SDWLHQWV ZH PD\ QRW JHQHUDWH RU GHULYH VXIILFLHQW UHYHQXH IURP WKDW SURGXFW FDQGLGDWH DQG RXU ILQDQFLDO UHVXOWV ZRXOG EH QHJDWLYHO\ LPSDFWHG








We have never commercialized a product candidate as a company before and currently lack the comprehensive, fully staffed expertise, personnel and resources to successfully commercialize any products on our own or together with suitable collaborators. If, in the future, we are unable to establish sales and marketing capabilities or enter into agreements with third parties to sell and market any product we may develop, we may not be successful in commercializing those products if they are approved.



7KHUH DUH ULVNV LQYROYHG ZLWK ERWK HVWDEOLVKLQJ RXU RZQ FRPPHUFLDO FDSDELOLWLHV DQG HQWHULQJ LQWR DUUDQJHPHQWV ZLWK WKLUG SDUWLHV WR SHUIRUP WKHVH VHUYLFHV )RU H[DPSOH IDFWRUV WKDW PD\ LQKLELW RXU HIIRUWV WR FRPPHUFLDOL]H DQ\ DSSURYHG SURGXFW FDQGLGDWHV LQFOXGH

· WKH LQDELOLW\ WR UHFUXLW DQG UHWDLQ DGHTXDWH QXPEHUV RI HIIHFWLYH VDOHV PDUNHWLQJ FRYHUDJH RU UHLPEXUVHPHQW FXVWRPHU VHUYLFH PHGLFDO DIIDLUV DQG RWKHU VXSSRUW SHUVRQQHO

· WKH LQDELOLW\ RI VDOHV SHUVRQQHO WR REWDLQ DFFHVV WR RU SHUVXDGH DGHTXDWH QXPEHUV RI GHFLVLRQ PDNHUV WR XWLOL]H DQ\ IXWXUH DSSURYHG SURGXFW FDQGLGDWHV

· WKH LQDELOLW\ RI UHLPEXUVHPHQW SURIHVVLRQDOV WR QHJRWLDWH DUUDQJHPHQWV IRU IRUPXODU\ DFFHVV UHLPEXUVHPHQW DQG RWKHU DFFHSWDQFH E\ SD\RUV

· WKH LQDELOLW\ WR SULFH DQ\ RI RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV DW D VXIILFLHQW SULFH SRLQW WR HQVXUH DQ DGHTXDWH DQG DWWUDFWLYH OHYHO RI SURILWDELOLW\

· UHVWULFWHG RU FORVHG GLVWULEXWLRQ FKDQQHOV WKDW PDNH LW GLIILFXOW WR GLVWULEXWH RXU FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV WR VHJPHQWV RI WKH SDWLHQW SRSXODWLRQ

· WKH ODFN RI FRPSOHPHQWDU\ SURGXFW FDQGLGDWHV WR EH RIIHUHG E\ VDOHV SHUVRQQHO ZKLFK PD\ SXW XV DW D FRPSHWLWLYH GLVDGYDQWDJH UHODWLYH WR FRPSDQLHV ZLWK PRUH H[WHQVLYH SURGXFW FDQGLGDWH OLQHV DQG
· XQIRUHVHHQ FRVWV DQG H[SHQVHV DVVRFLDWHG ZLWK FUHDWLQJ DQ LQGHSHQGHQW FRPPHUFLDOL]DWLRQ RUJDQL]DWLRQ

,I WKH FRPPHUFLDO ODXQFK RI D SURGXFW FDQGLGDWH LI DSSURYHG IRU ZKLFK ZH UHFUXLW D VDOHV IRUFH DQG HVWDEOLVK PDUNHWLQJ DQG RWKHU FRPPHUFLDOL]DWLRQ FDSDELOLWLHV LV GHOD\HG RU GRHV QRW RFFXU IRU DQ\ UHDVRQ ZH ZRXOG KDYH SUHPDWXUHO\ RU XQQHFHVVDULO\ LQFXUUHG WKHVH FRPPHUFLDOL]DWLRQ H[SHQVHV 7KLV PD\ EH FRVWO\ DQG RXU LQYHVWPHQW ZRXOG EH ORVW LI ZH FDQQRW UHWDLQ RU UHSRVLWLRQ RXU FRPPHUFLDOL]DWLRQ SHUVRQQHO



5LVNV 5HODWHG WR 2XU %XVLQHVV DQG 2SHUDWLRQV

Our future performance is dependent on our ability to retain key employees and to attract, retain and motivate qualified personnel and manage our human capital.

2XU DELOLW\ WR FRPSHWH LQ WKH KLJKO\ FRPSHWLWLYH ELRWHFKQRORJ\ DQG ELRSKDUPDFHXWLFDO LQGXVWULHV LV ODUJHO\ GHSHQGHQW RQ RXU DELOLW\ WR DWWUDFW PRWLYDWH DQG UHWDLQ KLJKO\ TXDOLILHG PDQDJHULDO FOLQLFDO VFLHQWLILF DQG PHGLFDO SHUVRQQHO :H DUH KLJKO\ GHSHQGHQW RQ WKH VFLHQWLILF DQG PDQDJHPHQW H[SHUWLVH RI 'U )RUWQH\ RXU &KLHI ([HFXWLYH 2IILFHU WKH RWKHU PHPEHUV RI RXU PDQDJHPHQW WHDP DQG RWKHU NH\ HPSOR\HHV DQG DGYLVRUV :H FXUUHQWO\ GR QRW PDLQWDLQ ³NH\ SHUVRQ´ OLIH LQVXUDQFH RQ WKHVH LQGLYLGXDOV RU DQ\ RI RXU HPSOR\HHV 7KLV ODFN RI LQVXUDQFH PHDQV WKDW ZH PD\ QRW KDYH DGHTXDWH FRPSHQVDWLRQ IRU WKH ORVV RI WKH VHUYLFHV RI DQ\ VXFK LQGLYLGXDOV 7KH ORVV RI RQH RU PRUH PHPEHUV RI RXU PDQDJHPHQW WHDP RU RWKHU NH\ HPSOR\HHV RU DGYLVRUV FRXOG GHOD\ RXU UHVHDUFK DQG GHYHORSPHQW SURJUDPV DQG KDYH D PDWHULDO DQG DGYHUVH HIIHFW RQ RXU









Our quarterly and annual operating results may fluctuate significantly or may fall below the expectations of investors or securities analysts, each of which may cause our stock price to fluctuate or decline.

:H H[SHFW RXU RSHUDWLQJ UHVXOWV WR EH VXEMHFW WR TXDUWHUO\ IOXFWXDWLRQV 2XU QHW ORVV DQG RWKHU RSHUDWLQJ UHVXOWV ZLOO EH DIIHFWHG E\ QXPHURXV IDFWRUV LQFOXGLQJ

· YDULDWLRQV LQ WKH OHYHO RI H[SHQVH UHODWHG WR WKH RQJRLQJ GHYHORSPHQW RI %*( RU DQ\ IXWXUH GHYHORSPHQW SURJUDPV

· UHVXOWV RI SUHFOLQLFDO VWXGLHV DQG FOLQLFDO WULDOV RU WKH DGGLWLRQ RU WHUPLQDWLRQ RI IXWXUH FOLQLFDO WULDOV RU IXQGLQJ VXSSRUW E\ XV RU H[LVWLQJ RU IXWXUH FROODERUDWRUV RU OLFHQVLQJ SDUWQHUV

· RXU DELOLW\ WR HQUROO SDWLHQWV LQ FOLQLFDO WULDOV DQG WKH WLPLQJ RI HQUROOPHQW

· WKH QHHG WR FRQGXFW XQDQWLFLSDWHG FOLQLFDO WULDOV RU WULDOV WKDW DUH ODUJHU RU PRUH FRPSOH[ WKDQ DQWLFLSDWHG

· RXU H[HFXWLRQ RI DQ\ DGGLWLRQDO FROODERUDWLRQ OLFHQVLQJ RU VLPLODU DUUDQJHPHQWV DQG WKH WLPLQJ RI SD\PHQWV ZH PD\ PDNH RU UHFHLYH XQGHU H[LVWLQJ RU IXWXUH DUUDQJHPHQWV RU WKH WHUPLQDWLRQ RU PRGLILFDWLRQ RI DQ\ VXFK H[LVWLQJ RU IXWXUH DUUDQJHPHQWV

· DQ\ LQWHOOHFWXDO SURSHUW\ LQIULQJHPHQW ODZVXLW RU RSSRVLWLRQ LQWHUIHUHQFH RU FDQFHOODWLRQ SURFHHGLQJ LQ ZKLFK ZH PD\ EHFRPH LQYROYHG

· DGGLWLRQV DQG GHSDUWXUHV RI NH\ SHUVRQQHO

· VWUDWHJLF GHFLVLRQV E\ XV RU RXU FRPSHWLWRUV VXFK DV DFTXLVLWLRQV GLYHVWLWXUHV VSLQRIIV MRLQW YHQWXUHV VWUDWHJLF LQYHVWPHQWV RU FKDQJHV LQ EXVLQHVV VWUDWHJ\

· UHJXODWRU\ GHYHORSPHQWV DIIHFWLQJ %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV RU WKRVH RI RXU FRPSHWLWRUV

· SRWHQWLDO XQIRUHVHHQ EXVLQHVV GLVUXSWLRQV WKDW LQFUHDVH RXU FRVWV RU H[SHQVHV HIIHFWV RI JOREDO PDFURHFRQRPLF HYHQWV VXFK DV LQIODWLRQ WDULIIV JHRSROLWLFDO FRQIOLFWV VXFK DV WKH DUPHG FRQIOLFW EHWZHHQ WKH 86 PLOLWDU\ DQG ,UDQ DQG UHODWHG GLVUXSWLRQ LQ WKH UHJLRQ SDQGHPLFV QDWXUDO GLVDVWHUV DQG VXSSO\ FKDLQ LVVXHV RQ RXU EXVLQHVV DQG RSHUDWLRQV DQG

· FKDQJHV LQ JHQHUDO PDUNHW DQG HFRQRPLF FRQGLWLRQV






,I RXU TXDUWHUO\ RU DQQXDO RSHUDWLQJ UHVXOWV IDOO EHORZ WKH H[SHFWDWLRQV RI LQYHVWRUV RU VHFXULWLHV DQDO\VWV WKH SULFH RI RXU FRPPRQ VWRFN FRXOG GHFOLQH VXEVWDQWLDOO\ )XUWKHUPRUH DQ\ TXDUWHUO\ RU DQQXDO IOXFWXDWLRQV LQ RXU RSHUDWLQJ UHVXOWV PD\ LQ WXUQ FDXVH WKH SULFH RI RXU FRPPRQ VWRFN WR IOXFWXDWH VXEVWDQWLDOO\ :H EHOLHYH WKDW TXDUWHUO\ RU DQQXDO FRPSDULVRQV RI RXU ILQDQFLDO UHVXOWV DUH QRW QHFHVVDULO\ PHDQLQJIXO DQG VKRXOG QRW EH UHOLHG RQ DV DQ LQGLFDWLRQ RI RXU IXWXUH SHUIRUPDQFH

We expect to expand our development, clinical and regulatory capabilities and operations as we grow, and as a result, we may encounter difficulties in managing our growth, which could disrupt our operations.



,I ZH DUH QRW DEOH WR HIIHFWLYHO\ PDQDJH JURZWK DQG H[SDQG RXU RSHUDWLRQV ZH PD\ QRW EH DEOH WR VXFFHVVIXOO\ LPSOHPHQW WKH WDVNV QHFHVVDU\ WR IXUWKHU GHYHORS DQG FRPPHUFLDOL]H LI DSSURYHG %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV DQG DFFRUGLQJO\ ZH PD\ QRW DFKLHYH RXU UHVHDUFK GHYHORSPHQW DQG FRPPHUFLDOL]DWLRQ JRDOV

We face substantial competition, which may result in others discovering, developing or commercializing products before or more successfully than we do, if at all.










UHVRXUFHV EHLQJ FRQFHQWUDWHG DPRQJ D VPDOOHU QXPEHU RI RXU FRPSHWLWRUV (DUO\VWDJH FRPSDQLHV PD\ DOVR SURYH WR EH VLJQLILFDQW FRPSHWLWRUV SDUWLFXODUO\ WKURXJK FROODERUDWLYH DUUDQJHPHQWV ZLWK ODUJH DQG HVWDEOLVKHG FRPSDQLHV 7KHVH WKLUG SDUWLHV FRPSHWH ZLWK XV LQ UHFUXLWLQJ DQG UHWDLQLQJ TXDOLILHG PDQDJHPHQW DQG RWKHU SHUVRQQHO DQG HVWDEOLVKLQJ FOLQLFDO WULDO VLWHV DQG SDUWLFLSDQWV UHJLVWUDWLRQ IRU FOLQLFDO WULDOV DV ZHOO DV LQ DFTXLULQJ WHFKQRORJLHV FRPSOHPHQWDU\ WR RU QHFHVVDU\ IRU RXU SURJUDPV

The estimates of market opportunity and forecasts of market growth included in this Annual Report may prove to be smaller than we believe, and even if the markets in which we compete achieve the forecasted growth, our business may not grow at similar rates, or at all.



Negative results or publicity for one drug for ASCVD risk reduction, DME, or obesity could have a substantial impact on all drugs and product candidates for ASCVD risk reduction, DME, or obesity, including any potential product candidates we may have in the future.



Our business entails a significant risk of product liability, and our ability to obtain sufficient insurance coverage could have a material and adverse effect on our business, financial condition, results of operations and prospects. If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit, delay or cease commercialization of our products.

¶V WLPH DQG RXU UHVRXUFHV IURP RXU EXVLQHVV RSHUDWLRQV VXEVWDQWLDO PRQHWDU\ DZDUGV WR WULDO SDUWLFLSDQWV RU SDWLHQWV ORVV RI UHYHQXH WKH LQDELOLW\ WR FRPPHUFLDOL]H DQ\ SURGXFWV WKDW ZH PD\ GHYHORS DQG D GHFOLQH LQ RXU VWRFN SULFH







Our employees, independent contractors, consultants and vendors may engage in misconduct or other improper activities, including noncompliance with regulatory standards and requirements and insider trading, and we may be subject to claims that our employees, consultants or independent contractors have wrongfully used or disclosed confidential information of third parties.



¶





We may engage in strategic transactions that could increase our capital requirements, dilute our stockholders, cause us to incur debt or assume contingent liabilities, subject us to other risks, adversely affect our liquidity, increase our expenses and present significant distractions to our management.



,Q 0D\  ZH HQWHUHG LQWR WKH /RDQ $JUHHPHQW DQG WKH 7HUP /RDQ ZH HQWHUHG LQWR LQ FRQQHFWLRQ ZLWK WKH /RDQ $JUHHPHQW UHVWULFWV RXU DELOLW\ WR SXUVXH FHUWDLQ PHUJHUV DFTXLVLWLRQV RU FRQVROLGDWLRQV WKDW ZH PD\ EHOLHYH WR EH LQ RXU EHVW LQWHUHVW

Our ability to use our net operating loss carryforwards and certain other tax attributes may be limited.

³RZQHUVKLS FKDQJH´ JHQHUDOO\ GHILQHG DV D JUHDWHU WKDQ  SHUFHQWDJH SRLQW FKDQJH E\ YDOXH LQ RXU HTXLW\ RZQHUVKLS E\ FHUWDLQ VWRFNKROGHUV RU JURXSV RI VWRFNKROGHUV RYHU D WKUHH\HDU SHULRG ,W LV SRVVLEOH WKDW ZH KDYH XQGHUJRQH RQH RU PRUH ³RZQHUVKLS FKDQJHV´

Changes in tax laws or regulations that are applied adversely to us may have a material adverse effect on our business, cash flows, financial condition or results of operations.






KRZHYHU EHJLQQLQJ DIWHU WKDW SHULRG WKH 2%%% $ UHVWRUHG LPPHGLDWH GHGXFWLELOLW\ RI UHVHDUFK DQG GHYHORSPHQW H[SHQGLWXUHV LQFXUUHG LQ WKH 8QLWHG 6WDWHV DQG DOVR SHUPLWV FHUWDLQ VPDOO EXVLQHVV WD[SD\HUV WR DSSO\ WKHVH FKDQJHV UHWURDFWLYHO\ WR WD[ \HDUV EHJLQQLQJ DIWHU 'HFHPEHU  

Our disclosure controls and procedures may not prevent or detect all errors or acts of fraud.

:H DUH VXEMHFW WR WKH SHULRGLF UHSRUWLQJ UHTXLUHPHQWV RI WKH 6HFXULWLHV ([FKDQJH $FW RI  DV DPHQGHG WKH ([FKDQJH $FW :H GHVLJQHG RXU GLVFORVXUH FRQWUROV DQG SURFHGXUHV WR UHDVRQDEO\ DVVXUH WKDW LQIRUPDWLRQ ZH PXVW GLVFORVH LQ UHSRUWV ZH ILOH RU VXEPLW XQGHU WKH ([FKDQJH $FW LV DFFXPXODWHG DQG FRPPXQLFDWHG WR PDQDJHPHQW DQG UHFRUGHG SURFHVVHG VXPPDUL]HG DQG UHSRUWHG ZLWKLQ WKH WLPH SHULRGV VSHFLILHG LQ WKH UXOHV DQG IRUPV RI WKH 6HFXULWLHV DQG ([FKDQJH &RPPLVVLRQ WKH ³6(&´ :H EHOLHYH WKDW DQ\ GLVFORVXUH FRQWUROV DQG SURFHGXUHV RU LQWHUQDO FRQWUROV DQG SURFHGXUHV QR PDWWHU KRZ ZHOOFRQFHLYHG DQG RSHUDWHG FDQ SURYLGH RQO\ UHDVRQDEOH QRW DEVROXWH DVVXUDQFH WKDW WKH REMHFWLYHV RI WKH FRQWURO V\VWHP DUH PHW



We previously identified material weaknesses in our internal control over financial reporting. Although we have remediated these material weaknesses, we may identify additional material weaknesses or other deficiencies in the future or otherwise fail to maintain an effective system of internal controls, which could result in material misstatements of our financial statements or cause us to fail to meet our reporting obligations.











VXEMHFW WR OLWLJDWLRQ IURP LQYHVWRUV DQG VWRFNKROGHUV ZKLFK FRXOG KDUP RXU UHSXWDWLRQ DQG ILQDQFLDO FRQGLWLRQ RU GLYHUW ILQDQFLDO DQG PDQDJHPHQW UHVRXUFHV IURP RXU UHJXODU EXVLQHVV DFWLYLWLHV

We and the third parties with whom we work are, or may in the future be, subject to stringent and changing data privacy and security obligations.

,Q WKH RUGLQDU\ FRXUVH RI EXVLQHVV ZH FROOHFW UHFHLYH VWRUH SURFHVV JHQHUDWH XVH WUDQVIHU GLVFORVH PDNH DFFHVVLEOH SURWHFW VHFXUH GLVSRVH RI WUDQVPLW DQG VKDUH FROOHFWLYHO\ ³SURFHVV´







&HUWDLQ VWDWHV KDYH DOVR DGRSWHG FRPSDUDEOH SULYDF\ DQG VHFXULW\ ODZV DQG UHJXODWLRQV ZKLFK JRYHUQ WKH SULYDF\ SURFHVVLQJ DQG SURWHFWLRQ RI KHDOWKUHODWHG DQG RWKHU SHUVRQDO LQIRUPDWLRQ 6XFK ODZV DQG UHJXODWLRQV ZLOO EH VXEMHFW WR LQWHUSUHWDWLRQ E\ YDULRXV FRXUWV DQG RWKHU JRYHUQPHQWDO DXWKRULWLHV WKXV FUHDWLQJ SRWHQWLDOO\ FRPSOH[ FRPSOLDQFH LVVXHV IRU XV DQG RXU IXWXUH FXVWRPHUV DQG VWUDWHJLF SDUWQHUV






JRYHUQPHQW DFWLYLW\ SULYDF\ DGYRFDF\ JURXSV DQG WHFKQRORJ\ DQG RWKHU LQGXVWULHV FRQWLQXH WR FRQVLGHU QHZ RU UHYLVHG VHOI UHJXODWRU\ VWDQGDUGV WKDW PD\ SODFH DGGLWLRQDO EXUGHQV RQ XV

2XWVLGH WKH 8QLWHG 6WDWHV WKH (XURSHDQ 8QLRQ¶V *HQHUDO 'DWD 3URWHFWLRQ 5HJXODWLRQ (8 *'35 DQG WKH 8QLWHG .LQJGRP¶





:H FDQQRW DVVXUH \RX WKDW RXU &52V &'02V RU RWKHU WKLUGSDUW\ VHUYLFH SURYLGHUV ZLWK DFFHVV WR RXU RU RXU VXSSOLHUV¶ PDQXIDFWXUHUV¶ FOLQLFDO WULDO SDUWLFLSDQWV¶ DQG HPSOR\HHV¶






We are dependent on the efficient and uninterrupted operation of our information technology systems, and those systems, or those of our third-party service providers, may be impacted by security incidents, cyberattacks, loss of data and other disruptions, which could adversely impact our business.

:H DUH LQFUHDVLQJO\ GHSHQGHQW RQ LQIRUPDWLRQ WHFKQRORJ\ V\VWHPV DQG LQIUDVWUXFWXUH WR RSHUDWH RXU EXVLQHVV ,Q WKH RUGLQDU\ FRXUVH RI EXVLQHVV ZH FROOHFW VWRUH JHQHUDWH WUDQVIHU DQG WUDQVPLW FROOHFWLYHO\ ³SURFHVV´





)XUWKHU UHPRWH ZRUN PD\ LQFUHDVH WKH ULVNV WR RXU LQIRUPDWLRQ WHFKQRORJ\ V\VWHPV DQG GDWD DV UHPRWHO\ ZRUNLQJ HPSOR\HHV XWLOL]H QHWZRUN FRQQHFWLRQV FRPSXWHUV DQG GHYLFHV RXWVLGH RXU SUHPLVHV RU QHWZRUN LQFOXGLQJ ZRUNLQJ DW KRPH ZKLOH LQ WUDQVLW RU LQ SXEOLF ORFDWLRQV












We are an “emerging growth company” and a “smaller reporting company” and the reduced reporting requirements applicable to emerging growth companies or smaller reporting companies could make our common stock less attractive to investors.

:H DUH DQ ³HPHUJLQJ JURZWK FRPSDQ\´

:H FRXOG EH DQ HPHUJLQJ JURZWK FRPSDQ\ XQWLO 'HFHPEHU   DOWKRXJK FLUFXPVWDQFHV FRXOG FDXVH XV WR ORVH WKDW VWDWXV HDUOLHU LQFOXGLQJ LI ZH DUH GHHPHG WR EH D ³ODUJH DFFHOHUDWHG ILOHU´

8QGHU WKH -2%6 $FW HPHUJLQJ JURZWK FRPSDQLHV FDQ DOVR GHOD\ DGRSWLQJ QHZ RU UHYLVHG DFFRXQWLQJ VWDQGDUGV XQWLO VXFK WLPH DV WKRVH VWDQGDUGV DSSO\ WR SULYDWH FRPSDQLHV :H KDYH HOHFWHG WR WDNH DGYDQWDJH RI WKH EHQHILWV RI WKLV H[WHQGHG WUDQVLWLRQ SHULRG 2XU ILQDQFLDO VWDWHPHQWV PD\ WKHUHIRUH QRW EH FRPSDUDEOH WR WKRVH RI FRPSDQLHV WKDW FRPSO\ ZLWK VXFK QHZ RU UHYLVHG DFFRXQWLQJ VWDQGDUGV 8QWLO WKH GDWH WKDW ZH DUH QR ORQJHU DQ ³HPHUJLQJ JURZWK FRPSDQ\´ RU DIILUPDWLYHO\ DQG LUUHYRFDEO\ RSW RXW RI WKH H[HPSWLRQ SURYLGHG E\ 6HFWLRQ D% RI WKH 6HFXULWLHV $FW XSRQ LVVXDQFH RI D QHZ RU UHYLVHG DFFRXQWLQJ VWDQGDUG WKDW DSSOLHV WR RXU ILQDQFLDO VWDWHPHQWV DQG WKDW KDV D GLIIHUHQW HIIHFWLYH GDWH IRU SXEOLF DQG SULYDWH FRPSDQLHV ZH ZLOO GLVFORVH WKH GDWH RQ ZKLFK DGRSWLRQ LV UHTXLUHG IRU QRQHPHUJLQJ JURZWK FRPSDQLHV DQG WKH GDWH RQ ZKLFK ZH ZLOO DGRSW WKH UHFHQWO\ LVVXHG DFFRXQWLQJ VWDQGDUG

:H DUH DOVR D ³VPDOOHU UHSRUWLQJ FRPSDQ\´

5LVNV 5HODWHG WR 2XU 5HOLDQFH RQ 7KLUG 3DUWLHV

We may, in the future, seek to enter into collaborations or other agreements with third parties for the discovery, development and commercialization of product candidates, if approved, and we may not be successful in doing so. If those collaborations are not successful, we may not be able to capitalize on the market potential of BGE-102 and any future product candidates.

¶ DELOLWLHV WR VXFFHVVIXOO\ SHUIRUP WKH IXQFWLRQV DVVLJQHG WR WKHP LQ WKHVH DUUDQJHPHQWV








&ROODERUDWLRQV LQYROYLQJ RXU WHFKQRORJ\ FXUUHQWO\ SRVH DQG ZLOO FRQWLQXH WR SRVH WKH IROORZLQJ ULVNV WR XV

· FROODERUDWRUV KDYH VLJQLILFDQW GLVFUHWLRQ LQ GHWHUPLQLQJ WKH HIIRUWV DQG UHVRXUFHV WKDW WKH\ ZLOO DSSO\ WR WKHVH FROODERUDWLRQV DQG PD\ QRW SHUIRUP WKHLU REOLJDWLRQV DV H[SHFWHG

· FROODERUDWRUV PD\ GHHPSKDVL]H RU QRW SXUVXH GHYHORSPHQW DQG FRPPHUFLDOL]DWLRQ RI DQ\ SURGXFW FDQGLGDWHV RU PD\ HOHFW QRW WR FRQWLQXH RU UHQHZ GHYHORSPHQW RU FRPPHUFLDOL]DWLRQ SURJUDPV EDVHG RQ FOLQLFDO WULDO UHVXOWV FKDQJHV LQ WKH FROODERUDWRUV¶ VWUDWHJLF IRFXV LQFOXGLQJ DV D UHVXOW RI D VDOH RU GLVSRVLWLRQ RI D EXVLQHVV XQLW RU GHYHORSPHQW IXQFWLRQ RU DYDLODEOH IXQGLQJ RU H[WHUQDO IDFWRUV VXFK DV DQ DFTXLVLWLRQ WKDW GLYHUWV UHVRXUFHV RU FUHDWHV FRPSHWLQJ SULRULWLHV

· FROODERUDWRUV PD\ GHOD\ FOLQLFDO WULDOV SURYLGH LQVXIILFLHQW IXQGLQJ IRU D FOLQLFDO WULDO SURJUDP VWRS D FOLQLFDO WULDO RU DEDQGRQ D SURGXFW FDQGLGDWH UHSHDW RU FRQGXFW QHZ FOLQLFDO WULDOV RU UHTXLUH D QHZ IRUPXODWLRQ RI D SURGXFW FDQGLGDWH IRU FOLQLFDO WHVWLQJ

· FROODERUDWRUV FRXOG LQGHSHQGHQWO\ GHYHORS RU GHYHORS ZLWK WKLUG SDUWLHV SURGXFWV WKDW FRPSHWH GLUHFWO\ RU LQGLUHFWO\ ZLWK DQ\ SURGXFW FDQGLGDWHV LI WKH FROODERUDWRUV EHOLHYH WKDW FRPSHWLWLYH SURGXFWV DUH PRUH OLNHO\ WR EH VXFFHVVIXOO\ GHYHORSHG RU FDQ EH FRPPHUFLDOL]HG XQGHU WHUPV WKDW DUH PRUH HFRQRPLFDOO\ DWWUDFWLYH WKDQ RXUV

· D FROODERUDWRU ZLWK PDUNHWLQJ DQG GLVWULEXWLRQ ULJKWV WR PXOWLSOH SURGXFWV PD\ QRW FRPPLW VXIILFLHQW UHVRXUFHV WR WKH PDUNHWLQJ DQG GLVWULEXWLRQ RI RXU SURGXFW LI DSSURYHG UHODWLYH WR RWKHU SURGXFWV
· FROODERUDWRUV PD\ QRW SURSHUO\ REWDLQ PDLQWDLQ GHIHQG RU HQIRUFH RXU LQWHOOHFWXDO SURSHUW\ ULJKWV RU PD\ XVH RXU SURSULHWDU\ LQIRUPDWLRQ DQG LQWHOOHFWXDO SURSHUW\ LQ VXFK D ZD\ DV WR LQYLWH OLWLJDWLRQ RU RWKHU LQWHOOHFWXDO SURSHUW\ UHODWHG SURFHHGLQJV WKDW FRXOG MHRSDUGL]H RU LQYDOLGDWH RXU SURSULHWDU\ LQIRUPDWLRQ DQG LQWHOOHFWXDO SURSHUW\ RU H[SRVH XV WR SRWHQWLDO OLWLJDWLRQ RU RWKHU LQWHOOHFWXDO SURSHUW\ UHODWHG SURFHHGLQJV

· GLVSXWHV PD\ DULVH EHWZHHQ WKH FROODERUDWRUV DQG XV WKDW UHVXOW LQ WKH GHOD\ RU WHUPLQDWLRQ RI WKH UHVHDUFK GHYHORSPHQW RU LI DSSURYHG FRPPHUFLDOL]DWLRQ RI DQ\ SURGXFW FDQGLGDWHV RU WKDW UHVXOW LQ FRVWO\ OLWLJDWLRQ RU DUELWUDWLRQ WKDW GLYHUWV PDQDJHPHQW DWWHQWLRQ DQG UHVRXUFHV

· FROODERUDWLRQV PD\ EH WHUPLQDWHG DQG LI WHUPLQDWHG PD\ UHVXOW LQ D QHHG IRU DGGLWLRQDO FDSLWDO WR SXUVXH IXUWKHU GHYHORSPHQW RU LI DSSURYHG FRPPHUFLDOL]DWLRQ RI WKH DSSOLFDEOH SURGXFW FDQGLGDWHV
· FROODERUDWLRQ DJUHHPHQWV PD\ QRW OHDG WR GHYHORSPHQW RU LI DSSURYHG FRPPHUFLDOL]DWLRQ RI SURGXFW FDQGLGDWHV LQ WKH PRVW HIILFLHQW PDQQHU RU DW DOO DQG

· LI D IXWXUH FROODERUDWRU RI RXUV ZHUH WR EH LQYROYHG LQ D EXVLQHVV FRPELQDWLRQ WKH FRQWLQXHG SXUVXLW DQG HPSKDVLV RQ RXU SURGXFW GHYHORSPHQW RU LI DSSURYHG FRPPHUFLDOL]DWLRQ SURJUDP FRXOG EH GHOD\HG GLPLQLVKHG RU WHUPLQDWHG














We rely, and intend to continue to rely, on third parties to conduct our clinical trials and perform some of our research and preclinical studies. If these third parties do not satisfactorily carry out their contractual duties, fail to comply with applicable regulatory requirements or do not meet expected deadlines, our development programs may be delayed or subject to increased costs or we may be unable to obtain regulatory approval, each of which may have an adverse effect on our business, financial condition, results of operations and prospects.














The manufacture of pharmaceutical products, including BGE-102 and any future product candidates is complex. Our third-party manufacturers may encounter difficulties in production, which could delay or entirely halt their ability in the future to supply our product candidates for clinical trials or, if approved, for commercial sale.





FRQWUDFW RU ORDQLQJ RU JUDQWLQJ IXQGV WR GR WKH VDPH ZLWK DQ\ HQWLW\ WKDW XVHV ³ELRWHFKQRORJ\ HTXLSPHQW RU VHUYLFHV´ SURGXFHG RU SURYLGHG E\ D ³ELRWHFKQRORJ\ FRPSDQ\ RI FRQFHUQ´ WR SHUIRUP WKDW FRQWUDFW $ ³ELRWHFKQRORJ\ FRPSDQ\ RI FRQFHUQ´

$Q\ RI WKHVH PDWWHUV FRXOG PDWHULDOO\ DGYHUVHO\ DIIHFW RXU EXVLQHVV ILQDQFLDO FRQGLWLRQ DQG UHVXOWV RI RSHUDWLRQV ,Q DGGLWLRQ GLVUXSWLRQV LQ ORJLVWLFV URXWHV DQG WUDQVSRUWDWLRQ FDSDELOLWLHV FRXOG GLVUXSW RXU VXSSO\ FKDLQ $QG LI ZH H[SHULHQFH XQH[SHFWHG VSLNHV LQ GHPDQG RYHU WLPH ZH ULVN UXQQLQJ RXW RI RXU QHFHVVDU\ VXSSOLHV




:H PD\ EH XQDEOH WR HQWHU LQWR DGGLWLRQDO DJUHHPHQWV ZLWK WKLUGSDUW\ PDQXIDFWXUHUV RU VXSSOLHUV RQ IDYRUDEOH WHUPV 2XU DQWLFLSDWHG UHOLDQFH RQ D OLPLWHG QXPEHU RI WKLUG SDUW\PDQXIDFWXUHUV RU VXSSOLHUV H[SRVHV XV WR WKH IROORZLQJ ULVNV

· UHOLDQFH RQ WKH WKLUG SDUW\ IRU UHJXODWRU\ FRPSOLDQFH DQG TXDOLW\ DVVXUDQFH

· UHOLDQFH RQ WKH WKLUG SDUW\ IRU SURGXFW GHYHORSPHQW DQDO\WLFDO WHVWLQJ DQG GDWD JHQHUDWLRQ WR VXSSRUW UHJXODWRU\ DSSOLFDWLRQV

· RSHUDWLRQV RI RXU WKLUGSDUW\ PDQXIDFWXUHUV RU VXSSOLHUV FRXOG EH GLVUXSWHG E\ FRQGLWLRQV XQUHODWHG WR RXU EXVLQHVV RU RSHUDWLRQV LQFOXGLQJ WKH EDQNUXSWF\ RI WKH PDQXIDFWXUHU RU VXSSOLHU WKH LVVXDQFH RI DQ )'$ )RUP  QRWLFH RU ZDUQLQJ OHWWHU RU RWKHU HQIRUFHPHQW DFWLRQ E\ WKH )'$ RU RWKHU UHJXODWRU\ DXWKRULW\

· WKH SRVVLEOH EUHDFK RI WKH PDQXIDFWXULQJ DJUHHPHQW E\ WKH WKLUG SDUW\

· WKH SRVVLEOH PLVDSSURSULDWLRQ RI RXU SURSULHWDU\ LQIRUPDWLRQ LQFOXGLQJ RXU WUDGH VHFUHWV DQG NQRZKRZ

· WKH SRVVLEOH WHUPLQDWLRQ RU QRQUHQHZDO RI WKH DJUHHPHQW E\ WKH WKLUG SDUW\ DW D WLPH WKDW LV FRVWO\ RU LQFRQYHQLHQW IRU XV

· FDUULHU GLVUXSWLRQV RU LQFUHDVHG FRVWV WKDW DUH EH\RQG RXU FRQWURO DQG

· IDLOXUH WR GHOLYHU RXU GUXJV XQGHU VSHFLILHG VWRUDJH FRQGLWLRQV DQG LQ D WLPHO\ PDQQHU



2XU SURGXFW FDQGLGDWHV DQG DQ\ SURGXFWV WKDW ZH PD\ GHYHORS PD\ FRPSHWH ZLWK RWKHU SURGXFW FDQGLGDWHV DQG SURGXFWV IRU DFFHVV WR PDQXIDFWXULQJ IDFLOLWLHV $V D UHVXOW ZH PD\ QRW REWDLQ DFFHVV WR WKHVH IDFLOLWLHV RQ D SULRULW\ EDVLV RU DW DOO 7KHUH DUH D OLPLWHG QXPEHU RI PDQXIDFWXUHUV WKDW RSHUDWH XQGHU F*03 UHJXODWLRQV DQG WKDW PLJKW EH FDSDEOH RI PDQXIDFWXULQJ IRU XV









2XU FXUUHQW DQG DQWLFLSDWHG IXWXUH GHSHQGHQFH XSRQ RWKHUV IRU WKH PDQXIDFWXUH RI RXU SURGXFW FDQGLGDWHV RU SURGXFWV PD\ DGYHUVHO\ DIIHFW RXU IXWXUH SURILW PDUJLQV DQG RXU DELOLW\ WR FRPPHUFLDOL]H DQ\ SURGXFWV WKDW REWDLQ UHJXODWRU\ DSSURYDO RQ D WLPHO\ DQG FRPSHWLWLYH EDVLV

If we, or any contract manufacturers or suppliers we engage, fail to comply with environmental, health and safety laws and regulations, we could become subject to fines or penalties or incur costs that could harm our business.





:H FRXOG LQFXU VLJQLILFDQW FRVWV DQG OLDELOLWLHV ZKLFK PD\ DGYHUVHO\ DIIHFW RXU ILQDQFLDO FRQGLWLRQ DQG RSHUDWLQJ UHVXOWV IRU IDLOXUH WR FRPSO\ ZLWK VXFK ODZV DQG UHJXODWLRQV LQFOXGLQJ DPRQJ RWKHU WKLQJV FLYLO RU FULPLQDO ILQHV DQG SHQDOWLHV SURSHUW\ GDPDJH DQG SHUVRQDO LQMXU\ FODLPV FRVWV DVVRFLDWHG ZLWK XSJUDGHV WR RXU IDFLOLWLHV RU FKDQJHV WR RXU RSHUDWLQJ SURFHGXUHV RU LQMXQFWLRQV OLPLWLQJ RU DOWHULQJ RXU RSHUDWLRQV

$OWKRXJK ZH PDLQWDLQ OLDELOLW\ LQVXUDQFH WR FRYHU XV IRU FRVWV DQG H[SHQVHV ZH PD\ LQFXU GXH WR LQMXULHV WR RXU HPSOR\HHV WKLV LQVXUDQFH PD\ QRW SURYLGH DGHTXDWH FRYHUDJH DJDLQVW SRWHQWLDO OLDELOLWLHV :H GR QRW PDLQWDLQ LQVXUDQFH IRU HQYLURQPHQWDO OLDELOLW\ RU WR[LF WRUW FODLPV WKDW PD\ EH DVVHUWHG DJDLQVW XV LQ FRQQHFWLRQ ZLWK RXU VWRUDJH RU GLVSRVDO RI ELRORJLFDO KD]DUGRXV RU UDGLRDFWLYH PDWHULDOV

,Q DGGLWLRQ ZH PD\ LQFXU VXEVWDQWLDO FRVWV LQ RUGHU WR FRPSO\ ZLWK FXUUHQW RU IXWXUH HQYLURQPHQWDO KHDOWK DQG VDIHW\ ODZV DQG UHJXODWLRQV 7KHVH FXUUHQW RU IXWXUH ODZV DQG UHJXODWLRQV ZKLFK DUH EHFRPLQJ LQFUHDVLQJO\ PRUH VWULQJHQW PD\ LPSDLU RXU UHVHDUFK GHYHORSPHQW RU SURGXFWLRQ HIIRUWV 2XU IDLOXUH WR FRPSO\ ZLWK WKHVH ODZV DQG UHJXODWLRQV DOVR PD\ UHVXOW LQ VXEVWDQWLDO ILQHV SHQDOWLHV RU RWKHU VDQFWLRQV

5LVNV 5HODWHG WR ,QWHOOHFWXDO 3URSHUW\

If we do not obtain patent term extension for any product candidates we may develop, our business may be harmed.









Patent terms may be insufficient to protect our competitive position on BGE-102 and any future product candidates for an adequate amount of time.



Obtaining and maintaining our patent protection is dependent on compliance with various procedural, document submission, fee payment and other requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated for non-compliance with these requirements.



Changes in U.S. patent and ex-U.S. patent laws could diminish the value of patents in general, thereby impairing our ability to protect our current or future product candidates.

&KDQJHV LQ HLWKHU WKH SDWHQW ODZV RU LQWHUSUHWDWLRQ RI WKH SDWHQW ODZV LQ WKH 8QLWHG 6WDWHV RU LQ RWKHU MXULVGLFWLRQV FRXOG LQFUHDVH WKH XQFHUWDLQWLHV DQG FRVWV VXUURXQGLQJ WKH SURVHFXWLRQ RI SDWHQW DSSOLFDWLRQV DQG WKH HQIRUFHPHQW RU GHIHQVH RI LVVXHG SDWHQWV ,Q WKH 8QLWHG 6WDWHV QXPHURXV UHFHQW FKDQJHV WR WKH SDWHQW ODZV DQG SURSRVHG FKDQJHV WR WKH UXOHV RI WKH 86372 PD\ KDYH D VLJQLILFDQW LPSDFW RQ RXU DELOLW\ WR SURWHFW RXU WHFKQRORJ\ DQG HQIRUFH RXU LQWHOOHFWXDO SURSHUW\ ULJKWV

inter partes UHYLHZ DQG GHULYDWLRQ SURFHHGLQJV













If our trademarks and trade names are not adequately protected, we may not be able to build name recognition in our markets of interest and our business may be adversely affected.

2XU FXUUHQW RU IXWXUH WUDGHPDUNV RU WUDGH QDPHV PD\ EH FKDOOHQJHG LQIULQJHG FLUFXPYHQWHG RU GHFODUHG JHQHULF RU GHVFULSWLYH RU GHWHUPLQHG WR EH LQIULQJLQJ RQ RWKHU PDUNV :H PD\ QRW EH DEOH WR SURWHFW RXU ULJKWV WR WKHVH WUDGHPDUNV DQG WUDGH QDPHV RU PD\ EH IRUFHG WR VWRS XVLQJ WKHVH QDPHV ZKLFK ZH QHHG IRU QDPH UHFRJQLWLRQ E\ SRWHQWLDO SDUWQHUV RU FXVWRPHUV LQ RXU PDUNHWV RI LQWHUHVW










Intellectual property rights do not necessarily address all potential threats to our business.

7KH GHJUHH RI IXWXUH SURWHFWLRQ DIIRUGHG E\ RXU LQWHOOHFWXDO SURSHUW\ ULJKWV LV XQFHUWDLQ EHFDXVH LQWHOOHFWXDO SURSHUW\ ULJKWV KDYH OLPLWDWLRQV DQG PD\ QRW DGHTXDWHO\ SURWHFW RXU EXVLQHVV RU SHUPLW XV WR PDLQWDLQ RXU FRPSHWLWLYH DGYDQWDJH )RU H[DPSOH

· RWKHUV PD\ EH DEOH WR GHYHORS SURGXFWV WKDW DUH VLPLODU WR RXU SURGXFW FDQGLGDWHV EXW WKDW DUH QRW FRYHUHG E\ WKH FODLPV RI WKH SDWHQWV WKDW ZH RZQ RU OLFHQVH

· ZH RU RXU OLFHQVRUV RU FROODERUDWRUV PLJKW QRW KDYH EHHQ WKH ILUVW WR PDNH WKH LQYHQWLRQV FRYHUHG E\ WKH LVVXHG SDWHQWV RU SDWHQW DSSOLFDWLRQ WKDW ZH RZQ RU OLFHQVH

· ZH RU RXU OLFHQVRUV RU FROODERUDWRUV PLJKW QRW KDYH EHHQ WKH ILUVW WR ILOH SDWHQW DSSOLFDWLRQV FRYHULQJ FHUWDLQ RI RXU LQYHQWLRQV

· RWKHUV PD\ LQGHSHQGHQWO\ GHYHORS VLPLODU RU DOWHUQDWLYH WHFKQRORJLHV RU GXSOLFDWH DQ\ RI RXU WHFKQRORJLHV ZLWKRXW LQIULQJLQJ RXU LQWHOOHFWXDO SURSHUW\ ULJKWV

· LW LV SRVVLEOH WKDW WKH SHQGLQJ SDWHQW DSSOLFDWLRQV ZH RZQ RU OLFHQVH ZLOO QRW OHDG WR LVVXHG SDWHQWV

· LVVXHG SDWHQWV WKDW ZH RZQ RU OLFHQVH PD\ EH KHOG LQYDOLG RU XQHQIRUFHDEOH DV D UHVXOW RI OHJDO FKDOOHQJHV E\ RXU FRPSHWLWRUV

· RXU FRPSHWLWRUV PLJKW FRQGXFW UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV LQ FRXQWULHV ZKHUH ZH GR QRW KDYH SDWHQW ULJKWV DQG WKHQ XVH WKH LQIRUPDWLRQ OHDUQHG IURP VXFK DFWLYLWLHV WR GHYHORS FRPSHWLWLYH SURGXFWV IRU VDOH LQ RXU PDMRU FRPPHUFLDO PDUNHWV

· ZH PD\ QRW GHYHORS DGGLWLRQDO SURSULHWDU\ WHFKQRORJLHV WKDW DUH SDWHQWDEOH

· WKH SDWHQWV RI RWKHUV PD\ KDYH DQ DGYHUVH HIIHFW RQ RXU EXVLQHVV

· ZH PD\ IDLO WR DGHTXDWHO\ SURWHFW DQG SROLFH RXU WUDGHPDUNV DQG WUDGH VHFUHWV DQG

· ZH PD\ FKRRVH QRW WR ILOH D SDWHQW LQ RUGHU WR PDLQWDLQ FHUWDLQ WUDGH VHFUHWV RU NQRZKRZ DQG D WKLUG SDUW\ PD\ VXEVHTXHQWO\ ILOH D SDWHQW FRYHULQJ VXFK LQWHOOHFWXDO SURSHUW\

6KRXOG DQ\ RI WKHVH HYHQWV RFFXU LW FRXOG VLJQLILFDQWO\ KDUP RXU EXVLQHVV ILQDQFLDO FRQGLWLRQ UHVXOWV RI RSHUDWLRQV DQG SURVSHFWV

Our rights to develop and commercialize any future products as well as our lead product candidate, BGE-102, are or may be subject to the terms and conditions of license agreements.

:H KDYH LQ WKH SDVW OLFHQVHG DQG PD\ LQ IXWXUH OLFHQVH FHUWDLQ SDWHQW ULJKWV DQG SURSULHWDU\ WHFKQRORJ\ IURP WKLUG SDUWLHV WKDW DUH LPSRUWDQW RU QHFHVVDU\ WR WKH GHYHORSPHQW RI RXU SURGXFW FDQGLGDWHV








:H PD\ QRW KDYH FRPSOHWH FRQWURO LQ WKH SUHSDUDWLRQ ILOLQJ SURVHFXWLRQ PDLQWHQDQFH HQIRUFHPHQW DQG GHIHQVH RI SDWHQWV DQG SDWHQW DSSOLFDWLRQV FRYHULQJ WKH WHFKQRORJ\ WKDW ZH OLFHQVH IURP WKLUG SDUWLHV ,W LV SRVVLEOH WKDW RXU OLFHQVRUV¶



If we breach our license agreements it could have a material adverse effect on our commercialization efforts for BGE-102 or any future product candidates.

:H KDYH LQ WKH SDVW DQG PD\ LQ WKH IXWXUH HQWHU LQWR OLFHQVH DJUHHPHQWV ZLWK WKLUG SDUWLHV XQGHU ZKLFK ZH OLFHQVH WKH XVH GHYHORSPHQW DQG FRPPHUFLDOL]DWLRQ ULJKWV WR FXUUHQW RU IXWXUH SURGXFW FDQGLGDWHV RU WHFKQRORJ\ IURP WKLUG SDUWLHV





/LFHQVLQJ RI LQWHOOHFWXDO SURSHUW\ LV RI FULWLFDO LPSRUWDQFH WR RXU EXVLQHVV DQG LQYROYHV FRPSOH[ OHJDO EXVLQHVV DQG VFLHQWLILF LVVXHV 'LVSXWHV PD\ DULVH EHWZHHQ XV DQG RXU OLFHQVRUV UHJDUGLQJ LQWHOOHFWXDO SURSHUW\ VXEMHFW WR D OLFHQVH DJUHHPHQW LQFOXGLQJ

· WKH VFRSH RI ULJKWV JUDQWHG XQGHU D OLFHQVH DJUHHPHQW DQG RWKHU LQWHUSUHWDWLRQUHODWHG LVVXHV

· ZKHWKHU DQG WKH H[WHQW WR ZKLFK RXU WHFKQRORJ\ DQG SURFHVVHV LQIULQJH RQ LQWHOOHFWXDO SURSHUW\ RI WKH OLFHQVRU WKDW LV QRW VXEMHFW WR WKH OLFHQVLQJ DJUHHPHQW

· RXU ULJKW WR VXEOLFHQVH SDWHQW DQG RWKHU LQWHOOHFWXDO SURSHUW\ ULJKWV WR WKLUG SDUWLHV XQGHU FROODERUDWLYH GHYHORSPHQW UHODWLRQVKLSV

· RXU GLOLJHQFH REOLJDWLRQV ZLWK UHVSHFW WR WKH XVH RI WKH OLFHQVHG WHFKQRORJ\ LQ UHODWLRQ WR RXU GHYHORSPHQW DQG FRPPHUFLDOL]DWLRQ SURGXFW FDQGLGDWHV DQG ZKDW DFWLYLWLHV VDWLVI\ WKRVH GLOLJHQFH REOLJDWLRQV
· WKH FDOFXODWLRQ RI WRWDO SD\PHQW DPRXQW GXH LI ZH GHYHORS PXOWLSOH SURGXFWV XQGHU WKH OLFHQVH DJUHHPHQWV

· RXU ULJKW WR WUDQVIHU RU DVVLJQ WKH OLFHQVH






· WKH RZQHUVKLS RI LQYHQWLRQV DQG NQRZKRZ UHVXOWLQJ IURP WKH MRLQW FUHDWLRQ RU XVH RI LQWHOOHFWXDO SURSHUW\ E\ RXU OLFHQVRUV DQG XV DQG RXU SDUWQHUV DQG

· ZKHWKHU DQG WKH H[WHQW WR ZKLFK LQYHQWRUV DUH DEOH WR FRQWHVW WKH DVVLJQPHQW RI WKHLU ULJKWV WR RXU OLFHQVRUV

¶V H[SUHVV FRQVHQW LQ RUGHU IRU DQ DVVLJQPHQW RU WUDQVIHU WR WDNH SODFH

Third-party claims of intellectual property infringement may prevent or delay our product discovery and development efforts.

2XU FRPPHUFLDO VXFFHVV GHSHQGV LQ SDUW RQ RXU DELOLW\ WR GHYHORS PDQXIDFWXUH PDUNHW DQG VHOO RXU SURGXFW FDQGLGDWHV DQG XVH RXU SURSULHWDU\ WHFKQRORJLHV ZLWKRXW LQIULQJLQJ WKH SURSULHWDU\ ULJKWV RI WKLUG SDUWLHV 7KHUH LV D VXEVWDQWLDO DPRXQW RI OLWLJDWLRQ LQYROYLQJ SDWHQWV DQG RWKHU LQWHOOHFWXDO SURSHUW\ ULJKWV LQ WKH ELRWHFKQRORJ\ DQG SKDUPDFHXWLFDO LQGXVWULHV DV ZHOO DV DGPLQLVWUDWLYH SURFHHGLQJV IRU FKDOOHQJLQJ SDWHQWV LQFOXGLQJ LQWHUIHUHQFH GHULYDWLRQ inter partes

,I D WKLUGSDUW\ FODLPV WKDW ZH LQIULQJH LWV LQWHOOHFWXDO SURSHUW\ ULJKWV ZH PD\ IDFH D QXPEHU RI LVVXHV LQFOXGLQJ EXW QRW OLPLWHG WR

· LQIULQJHPHQW DQG RWKHU LQWHOOHFWXDO SURSHUW\ FODLPV ZKLFK UHJDUGOHVV RI PHULW PD\ EH H[SHQVLYH DQG WLPH FRQVXPLQJ WR OLWLJDWH DQG PD\ GLYHUW RXU PDQDJHPHQW¶V DWWHQWLRQ IURP RXU FRUH EXVLQHVV

· VXEVWDQWLDO GDPDJHV IRU LQIULQJHPHQW ZKLFK ZH PD\ KDYH WR SD\ LI D FRXUW GHFLGHV WKDW WKH SURGXFW FDQGLGDWH RU WHFKQRORJ\ DW LVVXH LQIULQJHV RQ RU YLRODWHV WKH WKLUG SDUW\¶V ULJKWV DQG LI WKH FRXUW ILQGV WKDW WKH LQIULQJHPHQW ZDV ZLOOIXO ZH FRXOG EH RUGHUHG WR SD\ WUHEOH GDPDJHV DQG WKH SDWHQW RZQHU¶V DWWRUQH\V¶ IHHV
· D FRXUW SURKLELWLQJ XV IURP GHYHORSLQJ PDQXIDFWXULQJ PDUNHWLQJ RU VHOOLQJ RXU SURGXFW FDQGLGDWHV RU IURP XVLQJ RXU SURSULHWDU\ WHFKQRORJLHV XQOHVV WKH WKLUG SDUW\ OLFHQVHV LWV SURGXFW ULJKWV WR XV ZKLFK LW LV QRW UHTXLUHG WR GR

· LI D OLFHQVH LV DYDLODEOH IURP D WKLUG SDUW\ ZH PD\ KDYH WR SD\ VXEVWDQWLDO UR\DOWLHV XSIURQW IHHV DQG RWKHU DPRXQWV DQGRU JUDQW FURVVOLFHQVHV WR LQWHOOHFWXDO SURSHUW\ ULJKWV IRU RXU SURGXFWV LI DQ\ DQG
· UHGHVLJQLQJ RXU SURGXFW FDQGLGDWHV RU SURFHVVHV VR WKH\ GR QRW LQIULQJH ZKLFK PD\ QRW EH SRVVLEOH RU PD\ UHTXLUH VXEVWDQWLDO PRQHWDU\ H[SHQGLWXUHV DQG WLPH






6RPH RI RXU FRPSHWLWRUV PD\ EH DEOH WR VXVWDLQ WKH FRVWV RI FRPSOH[ SDWHQW OLWLJDWLRQ PRUH HIIHFWLYHO\ WKDQ ZH FDQ EHFDXVH WKH\ KDYH VXEVWDQWLDOO\ JUHDWHU UHVRXUFHV ,Q DGGLWLRQ DQ\ XQFHUWDLQWLHV UHVXOWLQJ IURP WKH LQLWLDWLRQ DQG FRQWLQXDWLRQ RI DQ\ OLWLJDWLRQ FRXOG KDYH D PDWHULDO DGYHUVH HIIHFW RQ RXU DELOLW\ WR UDLVH WKH IXQGV QHFHVVDU\ WR FRQWLQXH RXU RSHUDWLRQV RU FRXOG RWKHUZLVH KDYH D PDWHULDO DGYHUVH HIIHFW RQ RXU EXVLQHVV UHVXOWV RI RSHUDWLRQV ILQDQFLDO FRQGLWLRQ DQG SURVSHFWV

7KLUG SDUWLHV PD\ DVVHUW WKDW ZH DUH HPSOR\LQJ WKHLU SURSULHWDU\ WHFKQRORJ\ ZLWKRXW DXWKRUL]DWLRQ *HQHUDOO\ FRQGXFWLQJ FOLQLFDO WULDOV DQG RWKHU GHYHORSPHQW DFWLYLWLHV LQ WKH 8QLWHG 6WDWHV LV SURWHFWHG XQGHU WKH 6DIH +DUERU H[HPSWLRQ DV VHW IRUWK LQ  86& �³FOHDU DQG FRQYLQFLQJ´

¶



We may not be able to protect our intellectual property rights throughout the world.

$OWKRXJK ZH KDYH SHQGLQJ SDWHQW DSSOLFDWLRQV LQ WKH 8QLWHG 6WDWHV DQG RWKHU FRXQWULHV ILOLQJ SURVHFXWLQJ PDLQWDLQLQJ HQIRUFLQJ DQG GHIHQGLQJ SDWHQWV LQ DOO FRXQWULHV WKURXJKRXW WKH ZRUOG ZRXOG EH SURKLELWLYHO\ H[SHQVLYH DQG RXU LQWHOOHFWXDO SURSHUW\ ULJKWV LQ VRPH FRXQWULHV RXWVLGH WKH 8QLWHG 6WDWHV FDQ EH OHVV H[WHQVLYH WKDQ WKRVH LQ WKH 8QLWHG 6WDWHV ,Q DGGLWLRQ WKH ODZV RI VRPH IRUHLJQ FRXQWULHV GR QRW SURWHFW LQWHOOHFWXDO SURSHUW\ ULJKWV WR WKH VDPH H[WHQW DV IHGHUDO DQG






0DQ\ FRPSDQLHV KDYH HQFRXQWHUHG VLJQLILFDQW SUREOHPV LQ SURWHFWLQJ DQG GHIHQGLQJ LQWHOOHFWXDO SURSHUW\ ULJKWV LQ IRUHLJQ MXULVGLFWLRQV 7KH OHJDO V\VWHPV RI PDQ\ IRUHLJQ FRXQWULHV GR QRW IDYRU WKH HQIRUFHPHQW RI SDWHQWV DQG RWKHU LQWHOOHFWXDO SURSHUW\ SURWHFWLRQ ZKLFK FRXOG PDNH LW GLIILFXOW IRU XV WR VWRS WKH LQIULQJHPHQW RI RXU SDWHQWV RU RXU OLFHQVRUV¶



If we are unable to protect the confidentiality of our trade secrets, our business and competitive position would be harmed.





Third-party claims of intellectual property infringement, misappropriation or other violations against us or our collaborators could be expensive and time consuming and may prevent or delay the development and commercialization of our product candidates.










¶



We may be subject to claims challenging the inventorship of our patents and other intellectual property.









Third party claims or litigation alleging infringement of patents or other proprietary rights, or seeking to invalidate our patents or other proprietary rights, may delay or prevent the development and commercialization of our current or future product candidates or technologies.

inter partes





¶ IHHV IRU ZLOOIXO LQIULQJHPHQW REWDLQ RQH RU PRUH OLFHQVHV IURP WKLUG SDUWLHV SD\ UR\DOWLHV RU UHGHVLJQ RXU DIIHFWHG SURGXFWV RU WHFKQRORJLHV ZKLFK PD\ EH LPSRVVLEOH RU UHTXLUH VXEVWDQWLDO WLPH DQG PRQHWDU\ H[SHQGLWXUH :H FDQQRW SUHGLFW ZKHWKHU DQ\ VXFK OLFHQVH ZRXOG EH DYDLODEOH DW DOO RU ZKHWKHU LW ZRXOG EH DYDLODEOH RQ FRPPHUFLDOO\ UHDVRQDEOH WHUPV

7KH VFRSH RI D SDWHQW FODLP LV D OHJDO GHWHUPLQDWLRQ PDGH E\ WKH FRXUWV ,W LV LQIRUPHG E\ WKH ZULWWHQ GLVFORVXUH RI D SDWHQW WKH SDWHQW¶













If we are unable to obtain and maintain patent protection or other necessary rights of our current or future product candidates and technology, or if the scope of the patent protection obtained is not sufficiently broad or our rights under our patents (owned, co-owned or licensed) is not sufficiently broad, our competitors could develop and commercialize products and technology similar or identical to ours, and our ability to successfully commercialize our products and technology may be adversely affected.














¶V LVVXDQFH SUHFOXGLQJ WKH JUDQWLQJ RI D SDWHQW EDVHG RQ RQH RI RXU SDWHQW DSSOLFDWLRQV :H PD\ EHFRPH LQYROYHG LQ RSSRVLWLRQ UHH[DPLQDWLRQ inter partes



&HUWDLQ UHJXODWRU\ H[FOXVLYLWLHV PD\ EH DYDLODEOH KRZHYHU WKH VFRSH RI VXFK UHJXODWRU\ H[FOXVLYLWLHV LV VXEMHFW WR FKDQJH DQG PD\ QRW SURYLGH XV ZLWK DGHTXDWH DQG FRQWLQXLQJ SURWHFWLRQ VXIILFLHQW WR H[FOXGH RWKHUV IURP FRPPHUFLDOL]LQJ SURGXFWV VLPLODU WR RXU SURGXFW FDQGLGDWHV









5LVNV 5HODWHG WR *RYHUQPHQW 5HJXODWLRQ

Disruptions at the FDA, the SEC and other government agencies or comparable regulatory authorities caused by, among other factors, funding shortages or global health concerns could occur at any time. In addition, there is substantial uncertainty regarding new initiatives under the new Administration and how these might impact the FDA, its implementation of laws, regulations, policies, and guidance, and its personnel. Similar initiatives may also be directed towards other agencies. These disruptions could hinder government agencies' ability to hire, retain or deploy key leadership and other personnel, otherwise prevent new products and services from being developed, approved or commercialized in a timely manner or at all, or otherwise prevent those agencies from performing normal business functions on which the operation of our business may rely, which could negatively impact our business.

7KH DELOLW\ RI WKH )'$ RU RWKHU UHJXODWRU\ DXWKRULWLHV WR UHYLHZ DQG DSSURYH QHZ SURGXFWV FDQ EH DIIHFWHG E\ D YDULHW\ RI IDFWRUV LQFOXGLQJ JRYHUQPHQW EXGJHW DQG IXQGLQJ OHYHOV DELOLW\ WR KLUH DQG UHWDLQ NH\ SHUVRQQHO DQG DFFHSW WKH SD\PHQW RI XVHU IHHV VWDWXWRU\ UHJXODWRU\ DQG SROLF\ FKDQJHV DQG RWKHU HYHQWV WKDW PD\ RWKHUZLVH DIIHFW WKH )'$¶V RU FRPSDUDEOH IRUHLJQ UHJXODWRU\ DXWKRULWLHV¶ DELOLW\ WR SHUIRUP URXWLQH IXQFWLRQV ,Q DGGLWLRQ JRYHUQPHQW IXQGLQJ RI WKH 6(& DQG RWKHU JRYHUQPHQW DJHQFLHV RU FRPSDUDEOH IRUHLJQ UHJXODWRU\ DXWKRULWLHV RQ ZKLFK RXU RSHUDWLRQV PD\ UHO\ LQFOXGLQJ WKRVH WKDW IXQG UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV LV VXEMHFW WR WKH SROLWLFDO SURFHVV ZKLFK LV LQKHUHQWO\ IOXLG DQG XQSUHGLFWDEOH

'LVUXSWLRQV DW WKH )'$ RU RWKHU UHJXODWRU\ DXWKRULWLHV PD\ DOVR VORZ WKH WLPH QHFHVVDU\ IRU QHZ GUXJV WR EH UHYLHZHG DQGRU DSSURYHG ZKLFK ZRXOG DGYHUVHO\ DIIHFW RXU EXVLQHVV )RU H[DPSOH VWDUWLQJ LQ -DQXDU\  WKH FXUUHQW $GPLQLVWUDWLRQ KDV UHGXFHG WKH QXPEHU RI IHGHUDO HPSOR\HHV LQFOXGLQJ DW )'$ E\ HVWDEOLVKLQJ YROXQWDU\ WHUPLQDWLRQ SURJUDPV E\ SRVLWLRQ HOLPLQDWLRQV RU E\ LQYROXQWDU\ WHUPLQDWLRQV &KDQJHV LQ )'$ VWDIILQJ FRXOG UHVXOW LQ GHOD\V LQ WKH )'$¶V UHVSRQVLYHQHVV RU LQ LWV DELOLW\ WR UHYLHZ VXEPLVVLRQV RU DSSOLFDWLRQV LVVXH UHJXODWLRQV RU JXLGDQFH RU LPSOHPHQW RU HQIRUFH UHJXODWRU\ UHTXLUHPHQWV LQ D WLPHO\ IDVKLRQ RU DW DOO





)XUWKHU WKUHH GHFLVLRQV IURP WKH 86 6XSUHPH &RXUW LQ -XO\  PD\ OHDG WR DQ LQFUHDVH LQ OLWLJDWLRQ DJDLQVW UHJXODWRU\ DJHQFLHV WKDW FRXOG FUHDWH XQFHUWDLQW\ DQG WKXV QHJDWLYHO\ LPSDFW RXU EXVLQHVV 7KH ILUVW GHFLVLRQ RYHUWXUQHG HVWDEOLVKHG SUHFHGHQW WKDW UHTXLUHG FRXUWV WR GHIHU WR UHJXODWRU\ DJHQFLHV¶ LQWHUSUHWDWLRQV RI DPELJXRXV VWDWXWRU\ ODQJXDJH 7KH VHFRQG GHFLVLRQ RYHUWXUQHG UHJXODWRU\ DJHQFLHV¶ DELOLW\ WR LPSRVH FLYLO SHQDOWLHV LQ DGPLQLVWUDWLYH SURFHHGLQJV 7KH WKLUG GHFLVLRQ H[WHQGHG WKH VWDWXWH RI OLPLWDWLRQV ZLWKLQ ZKLFK HQWLWLHV PD\ FKDOOHQJH DJHQF\ DFWLRQV 7KHVH FDVHV PD\ UHVXOW LQ LQFUHDVHG OLWLJDWLRQ E\ LQGXVWU\ DJDLQVW UHJXODWRU\ DJHQFLHV DQG LPSDFW KRZ VXFK DJHQFLHV FKRRVH WR SXUVXH HQIRUFHPHQW DQG FRPSOLDQFH DFWLRQV +RZHYHU WKH VSHFLILF ODVWLQJ HIIHFWV RI WKHVH GHFLVLRQV ZKLFK PD\ YDU\ ZLWKLQ GLIIHUHQW MXGLFLDO



GLVWULFWV DQG FLUFXLWV LV XQNQRZQ :H DOVR FDQQRW SUHGLFW WKH H[WHQW WR ZKLFK )'$ DQG 6(& UHJXODWLRQV SROLFLHV DQG GHFLVLRQV PD\ EHFRPH VXEMHFW WR LQFUHDVLQJ OHJDO FKDOOHQJHV GHOD\V DQG FKDQJHV

Existing, recently enacted and future legislation may increase the difficulty and cost for us to obtain regulatory approval of and commercialize our product candidates and decrease the prices we may obtain.

,Q WKH 8QLWHG 6WDWHV DQG VRPH IRUHLJQ MXULVGLFWLRQV WKHUH KDYH EHHQ D QXPEHU RI OHJLVODWLYH DQG UHJXODWRU\ FKDQJHV DQG SURSRVHG FKDQJHV UHJDUGLQJ WKH KHDOWKFDUH V\VWHP WKDW FRXOG SUHYHQW RU GHOD\ UHJXODWRU\ DSSURYDO RI RXU SURGXFW FDQGLGDWHV UHVWULFW RU UHJXODWH SRVWDSSURYDO DFWLYLWLHV DQG DIIHFW RXU DELOLW\ WR SURILWDEO\ VHOO DQ\ SURGXFWV IRU ZKLFK ZH REWDLQ UHJXODWRU\ DSSURYDO

/HJLVODWLYH DQG UHJXODWRU\ SURSRVDOV KDYH EHHQ PDGH WR H[SDQG SRVWDSSURYDO UHTXLUHPHQWV DQG UHVWULFW VDOHV DQG SURPRWLRQDO DFWLYLWLHV IRU SKDUPDFHXWLFDO SURGXFWV :H FDQQRW EH VXUH ZKHWKHU DGGLWLRQDO OHJLVODWLYH FKDQJHV ZLOO EH HQDFWHG RU ZKHWKHU WKH )'$ UHJXODWLRQV JXLGDQFH RU LQWHUSUHWDWLRQV ZLOO EH FKDQJHG RU ZKDW WKH LPSDFW RI VXFK FKDQJHV RQ WKH UHJXODWRU\ DSSURYDOV RI RXU SURGXFW FDQGLGDWHV LI DQ\ PD\ EH ,Q DGGLWLRQ LQFUHDVHG VFUXWLQ\ E\ WKH 86 &RQJUHVV RI WKH )'$¶V DSSURYDO SURFHVV PD\ VLJQLILFDQWO\ GHOD\ RU SUHYHQW UHJXODWRU\ DSSURYDO DV ZHOO DV VXEMHFW XV WR PRUH VWULQJHQW SURGXFW ODEHOLQJ DQG SRVWPDUNHWLQJ WHVWLQJ DQG RWKHU UHTXLUHPHQWV





,5$ DOVR LPSRVHV UHEDWHV RQ 0HGLFDUH 3DUW ' DQG 3DUW % GUXJV ZKRVH SULFHV KDYH LQFUHDVHG DW D UDWH JUHDWHU WKDQ WKH UDWH RI LQIODWLRQ DQG LQ 1RYHPEHU  &06 ILQDOL]HG UHJXODWLRQV IRU WKHVH LQIODWLRQ UHEDWHV ,Q DGGLWLRQ WKH ODZ HOLPLQDWHG WKH ³GRQXW KROH´ XQGHU 0HGLFDUH 3DUW ' EHJLQQLQJ LQ  E\ VLJQLILFDQWO\ ORZHULQJ WKH EHQHILFLDU\ PD[LPXP RXWRISRFNHW FRVW DQG UHTXLULQJ PDQXIDFWXUHUV WR VXEVLGL]H WKURXJK D QHZO\ HVWDEOLVKHG PDQXIDFWXUHU GLVFRXQW SURJUDP  RI 3DUW ' HQUROOHHV¶ SUHVFULSWLRQ FRVWV IRU EUDQG GUXJV EHORZ WKH RXWRISRFNHW OLPLW DQG  RQFH WKH RXWRISRFNHW OLPLW KDV EHHQ UHDFKHG 7KH ,5$ SHUPLWV WKH 6HFUHWDU\ RI ++6 WR LPSOHPHQW PDQ\ RI WKHVH SURYLVLRQV WKURXJK JXLGDQFH DV RSSRVHG WR UHJXODWLRQ IRU WKH LQLWLDO \HDUV 0DQXIDFWXUHUV WKDW IDLO WR FRPSO\ ZLWK WKH ,5$ PD\ EH VXEMHFW WR YDULRXV SHQDOWLHV LQFOXGLQJ






7KH FXUUHQW $GPLQLVWUDWLRQ LV SXUVXLQJ SROLFLHV WR UHGXFH UHJXODWLRQV DQG H[SHQGLWXUHV DFURVV JRYHUQPHQW LQFOXGLQJ DW ++6 ZKLFK LQFOXGH WKH )'$ DQG &06 DQG UHODWHG DJHQFLHV 7KHVH DFWLRQV LQFOXGHG IRU H[DPSOH GLUHFWLYHV WR UHGXFH DJHQF\ ZRUNIRUFH ZKLFK LQFOXGH WKH )'$ DQG &06 DQG UHODWHG DJHQFLHV ,Q DGGLWLRQ RQ 0D\   3UHVLGHQW 7UXPS

¶V UHFHQW 6WUDWHJ\ 5HSRUW WKH DGPLQLVWUDWLRQ LV ZRUNLQJ DFURVV JRYHUQPHQW DJHQFLHV WR LQFUHDVH HQIRUFHPHQW RQ GLUHFWWRFRQVXPHU SKDUPDFHXWLFDO DGYHUWLVLQJ 7KHVH DFWLRQV DQG SROLFLHV PD\ VLJQLILFDQWO\ UHGXFH 86 GUXJ SULFHV SRWHQWLDOO\ LPSDFWLQJ PDQXIDFWXUHUV¶ JOREDO SULFLQJ VWUDWHJLHV DQG SURILWDELOLW\ ZKLOH LQFUHDVLQJ WKHLU RSHUDWLRQDO FRVWV DQG FRPSOLDQFH ULVNV

¶V SODQ KDV EHHQ H[WHQGHG :H H[SHFW WKDW DGGLWLRQDO VWDWH DQG IHGHUDO KHDOWKFDUH UHIRUP PHDVXUHV ZLOO EH DGRSWHG LQ WKH IXWXUH DQ\ RI ZKLFK FRXOG OLPLW WKH DPRXQWV WKDW IHGHUDO DQG VWDWH JRYHUQPHQWV ZLOO SD\ IRU SKDUPDFHXWLFDOV DQG RWKHU KHDOWKFDUH SURGXFWV DQG VHUYLFHV ZKLFK FRXOG UHVXOW LQ UHGXFHG GHPDQG IRU %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV RU DGGLWLRQDO SULFLQJ SUHVVXUHV

The insurance coverage and reimbursement status of newly approved products are uncertain. Failure to obtain or maintain coverage and adequate reimbursement for any future products could limit our ability to market those products and decrease our ability to generate revenue.

6DOHV RI RXU SURGXFW FDQGLGDWHV LI DSSURYHG ZLOO GHSHQG LQ SDUW RQ WKH H[WHQW WR ZKLFK VXFK SURGXFWV ZLOO EH FRYHUHG E\ WKLUGSDUW\ SD\RUV VXFK DV JRYHUQPHQW KHDOWK FDUH SURJUDPV FRPPHUFLDO LQVXUDQFH DQG PDQDJHG KHDOWKFDUH RUJDQL]DWLRQV 7KHVH WKLUGSDUW\ SD\RUV DUH LQFUHDVLQJO\ OLPLWLQJ FRYHUDJH DQGRU UHGXFLQJ UHLPEXUVHPHQWV IRU PHGLFDO SURGXFWV DQG VHUYLFHV $ WKLUGSDUW\ SD\RU¶V GHFLVLRQ WR SURYLGH FRYHUDJH IRU D GUXJ SURGXFW GRHV QRW LPSO\ WKDW DQ DGHTXDWH UHLPEXUVHPHQW UDWH ZLOO EH DSSURYHG (YHQ LI FRYHUDJH LV SURYLGHG WKH DSSURYHG UHLPEXUVHPHQW DPRXQW PD\ QRW EH KLJK HQRXJK WR DOORZ XV WR HVWDEOLVK RU PDLQWDLQ SULFLQJ VXIILFLHQW WR UHDOL]H D VXIILFLHQW UHWXUQ RQ RXU LQYHVWPHQW )XUWKHU RQH SD\RU¶¶






Our operations and relationships with healthcare providers, healthcare organizations, customers and third- party payors will be subject to applicable anti-bribery, anti-kickback, fraud and abuse, transparency and other healthcare laws and regulations, which could expose us to, among other things, enforcement actions, criminal sanctions, civil penalties, contractual damages, reputational harm, administrative burdens and diminished profits and future earnings.



·

·

·

·

· WKH IHGHUDO 3K\VLFLDQ 3D\PHQWV 6XQVKLQH $FW ZKLFK UHTXLUHV FHUWDLQ PDQXIDFWXUHUV RI FRYHUHG GUXJV GHYLFHV ELRORJLFV DQG PHGLFDO VXSSOLHV WKDW DUH UHLPEXUVDEOH XQGHU 0HGLFDUH 0HGLFDLG RU WKH &KLOGUHQ¶

· WKH )RUHLJQ &RUUXSW 3UDFWLFHV $FW ZKLFK SURKLELWV 86 EXVLQHVVHV DQG WKHLU UHSUHVHQWDWLYHV IURP RIIHULQJ WR SD\ SD\LQJ SURPLVLQJ WR SD\ RU DXWKRUL]LQJ WKH SD\PHQW RI PRQH\ RU DQ\WKLQJ RI YDOXH WR D IRUHLJQ RIILFLDO LQ RUGHU WR LQIOXHQFH DQ\ DFW RU GHFLVLRQ RI WKH IRUHLJQ RIILFLDO LQ KLV RU KHU RIILFLDO FDSDFLW\ RU WR VHFXUH DQ\ RWKHU LPSURSHU DGYDQWDJH LQ RUGHU WR REWDLQ RU UHWDLQ EXVLQHVV







· DQDORJRXV VWDWH DQG IRUHLJQ ODZV DQG UHJXODWLRQV VXFK DV VWDWH DQWLNLFNEDFN DQG IDOVH FODLPV ODZV WKDW PD\ DSSO\ WR VDOHV RU PDUNHWLQJ DUUDQJHPHQWV DQG FODLPV LQYROYLQJ KHDOWKFDUH LWHPV RU VHUYLFHV UHLPEXUVHG E\ QRQ JRYHUQPHQWDO WKLUGSDUW\ SD\RUV LQFOXGLQJ SULYDWH LQVXUHUV DQG

· FHUWDLQ VWDWH ODZV WKDW UHTXLUH ELRSKDUPDFHXWLFDO FRPSDQLHV WR FRPSO\ ZLWK WKH ELRSKDUPDFHXWLFDO LQGXVWU\¶V YROXQWDU\ FRPSOLDQFH JXLGHOLQHV DQG WKH UHOHYDQW FRPSOLDQFH JXLGDQFH SURPXOJDWHG E\ WKH IHGHUDO JRYHUQPHQW LQ DGGLWLRQ WR UHTXLULQJ GUXJ PDQXIDFWXUHUV WR UHSRUW LQIRUPDWLRQ UHODWHG WR SD\PHQWV WR SK\VLFLDQV DQG RWKHU KHDOWKFDUH SURYLGHUV RU PDUNHWLQJ H[SHQGLWXUHV DQG GUXJ SULFLQJ LQIRUPDWLRQ DQG VWDWH DQG ORFDO ODZV WKDW UHTXLUH WKH UHJLVWUDWLRQ RI ELRSKDUPDFHXWLFDO VDOHV UHSUHVHQWDWLYHV

¶V DWWHQWLRQ IURP WKH RSHUDWLRQ RI RXU EXVLQHVV HYHQ LI RXU GHIHQVH LV VXFFHVVIXO ,Q DGGLWLRQ DFKLHYLQJ DQG VXVWDLQLQJ FRPSOLDQFH ZLWK DSSOLFDEOH ODZV DQG UHJXODWLRQV PD\ EH FRVWO\ WR XV LQ WHUPV RI PRQH\ WLPH DQG UHVRXUFHV

Obtaining and maintaining regulatory approval of our product candidates in one jurisdiction does not mean that we will be successful in obtaining regulatory approval of our product candidates in other jurisdictions.



Adverse side effects or other safety risks associated with BGE-102 or any future product candidates we may develop could delay or preclude approval, cause us to suspend or discontinue clinical trials or abandon further development, change the design of our clinical trials, limit the commercial profile of an approved product, or result in significant negative consequences following regulatory approval, if any.








We may conduct future clinical trials at sites outside the United States. The FDA may not accept data from trials conducted in such locations, and the conduct of trials outside the United States could subject us to additional delays and expense.

7KH DFFHSWDQFH E\ WKH )'$ RU RWKHU UHJXODWRU\ DXWKRULWLHV RI WULDO GDWD IURP FOLQLFDO WULDOV FRQGXFWHG RXWVLGH WKHLU MXULVGLFWLRQ PD\ EH VXEMHFW WR FHUWDLQ FRQGLWLRQV RU PD\ QRW EH DFFHSWHG DW DOO



&RQGXFWLQJ FOLQLFDO WULDOV RXWVLGH WKH 86 DOVR H[SRVHV XV WR DGGLWLRQDO ULVNV LQFOXGLQJ ULVNV DVVRFLDWHG ZLWK

· DGGLWLRQDO IRUHLJQ UHJXODWRU\ UHTXLUHPHQWV

· IRUHLJQ H[FKDQJH IOXFWXDWLRQV

· FRPSOLDQFH ZLWK IRUHLJQ PDQXIDFWXULQJ FXVWRPV VKLSPHQW DQG VWRUDJH UHTXLUHPHQWV

· FXOWXUDO GLIIHUHQFHV LQ PHGLFDO SUDFWLFH DQG FOLQLFDO UHVHDUFK

· GLPLQLVKHG SURWHFWLRQ RI LQWHOOHFWXDO SURSHUW\ LQ VRPH FRXQWULHV DQG

· LQWHUUXSWLRQV RU GHOD\V LQ RXU WULDOV UHVXOWLQJ IURP JHRSROLWLFDO HYHQWV VXFK DV ZDU RU WHUURULVP









We are subject to U.S. and certain foreign export and import controls, sanctions, embargoes, anti-corruption laws and anti-money laundering laws and regulations. Compliance with these legal standards could impair our ability to compete in domestic and international markets. We can face criminal liability and other serious consequences for violations, which can harm our business.



$Q\ YLRODWLRQV RI WKH ODZV DQG UHJXODWLRQV GHVFULEHG DERYH PD\ UHVXOW LQ VXEVWDQWLDO FLYLO DQG FULPLQDO ILQHV DQG SHQDOWLHV LPSULVRQPHQW WKH ORVV RI H[SRUW RU LPSRUW SULYLOHJHV GHEDUPHQW WD[ UHDVVHVVPHQWV EUHDFK RI FRQWUDFW DQG IUDXG OLWLJDWLRQ UHSXWDWLRQDO KDUP DQG RWKHU FRQVHTXHQFHV

5LVNV 5HODWHG WR 2XU &RPPRQ 6WRFN

Anti-takeover provisions in our charter documents and under Delaware law could prevent or delay an acquisition of us, which may be beneficial to our stockholders, and may prevent attempts by our stockholders to replace or remove our current management.

2XU UHVWDWHG FHUWLILFDWH RI LQFRUSRUDWLRQ DQG RXU UHVWDWHG E\ODZV FRQWDLQ SURYLVLRQV WKDW FRXOG GHOD\ RU SUHYHQW D FKDQJH LQ FRQWURO RI RXU FRPSDQ\ 7KHVH SURYLVLRQV FRXOG DOVR PDNH LW GLIILFXOW IRU VWRFNKROGHUV WR HOHFW GLUHFWRUV ZKR DUH QRW QRPLQDWHG E\ FXUUHQW PHPEHUV RI RXU ERDUG RI GLUHFWRUV RU WDNH RWKHU FRUSRUDWH DFWLRQV LQFOXGLQJ HIIHFWLQJ FKDQJHV LQ RXU PDQDJHPHQW 7KHVH SURYLVLRQV

· HVWDEOLVK D FODVVLILHG ERDUG RI GLUHFWRUV VR WKDW QRW DOO PHPEHUV RI RXU ERDUG RI GLUHFWRUV DUH HOHFWHG DW RQH WLPH

· SHUPLW RQO\ WKH ERDUG RI GLUHFWRUV WR HVWDEOLVK WKH QXPEHU RI GLUHFWRUV DQG ILOO YDFDQFLHV RQ WKH ERDUG RI GLUHFWRUV

· SURYLGH WKDW GLUHFWRUV PD\ RQO\ EH UHPRYHG ³IRU FDXVH´ DQG RQO\ ZLWK WKH DSSURYDO RI WZRWKLUGV RI RXU VWRFNKROGHUV

· UHTXLUH VXSHUPDMRULW\ YRWLQJ WR DPHQG VRPH SURYLVLRQV LQ RXU UHVWDWHG FHUWLILFDWH RI LQFRUSRUDWLRQ DQG UHVWDWHG E\ODZV

· DXWKRUL]H WKH LVVXDQFH RI ³EODQN FKHFN´ SUHIHUUHG VWRFN WKDW RXU ERDUG RI GLUHFWRUV FRXOG XVH WR LPSOHPHQW D VWRFNKROGHU ULJKWV SODQ

· HOLPLQDWH WKH DELOLW\ RI RXU VWRFNKROGHUV WR FDOO VSHFLDO PHHWLQJV RI VWRFNKROGHUV

· SURKLELW VWRFNKROGHU DFWLRQ E\ ZULWWHQ FRQVHQW ZKLFK UHTXLUHV DOO VWRFNKROGHU DFWLRQV WR EH WDNHQ DW D PHHWLQJ RI RXU VWRFNKROGHUV

· SURKLELW FXPXODWLYH YRWLQJ DQG

· HVWDEOLVK DGYDQFH QRWLFH UHTXLUHPHQWV IRU QRPLQDWLRQV IRU HOHFWLRQ WR RXU ERDUG RI GLUHFWRUV RU IRU SURSRVLQJ PDWWHUV WKDW FDQ EH DFWHG XSRQ E\ VWRFNKROGHUV DW DQQXDO VWRFNKROGHU PHHWLQJV

,Q DGGLWLRQ 6HFWLRQ  RI WKH 'HODZDUH *HQHUDO &RUSRUDWLRQ /DZ '*&/ PD\ GLVFRXUDJH GHOD\ RU SUHYHQW D FKDQJH LQ FRQWURO RI RXU FRPSDQ\ 6HFWLRQ  LPSRVHV FHUWDLQ UHVWULFWLRQV RQ PHUJHUV EXVLQHVV FRPELQDWLRQV DQG RWKHU WUDQVDFWLRQV EHWZHHQ XV DQG KROGHUV RI  RU PRUH RI RXU FRPPRQ VWRFN








The exclusive forum provisions in our organizational documents may limit a stockholder’s ability to bring a claim in a judicial forum that it finds favorable for disputes with us or any of our directors, officers, or employees, or the underwriters of any offering giving rise to such claim, which may discourage lawsuits with respect to such claims.

¶



$Q\ SHUVRQ RU HQWLW\ SXUFKDVLQJ RU RWKHUZLVH DFTXLULQJ RU KROGLQJ DQ\ LQWHUHVW LQ DQ\ RI RXU VHFXULWLHV VKDOO EH GHHPHG WR KDYH QRWLFH RI DQG FRQVHQWHG WR RXU H[FOXVLYH IRUXP SURYLVLRQV LQFOXGLQJ WKH )HGHUDO )RUXP 3URYLVLRQ 7KHVH SURYLVLRQV PD\ OLPLW D VWRFNKROGHUV¶ DELOLW\ WR EULQJ D FODLP DQG PD\ UHVXOW LQ LQFUHDVHG FRVWV IRU D VWRFNKROGHU WR EULQJ VXFK D FODLP LQ D MXGLFLDO IRUXP RI WKHLU FKRRVLQJ IRU GLVSXWHV ZLWK XV RU RXU GLUHFWRUV RIILFHUV RWKHU HPSOR\HHV RU DJHQWV ZKLFK PD\ GLVFRXUDJH ODZVXLWV DJDLQVW XV DQG RXU GLUHFWRUV RIILFHUV RWKHU HPSOR\HHV RU DJHQWV

The market price of our common stock is likely to be highly volatile, and you could lose all or part of your investment.

7KH WUDGLQJ SULFH RI RXU FRPPRQ VWRFN LV OLNHO\ WR FRQWLQXH WR EH KLJKO\ YRODWLOH DQG VXEMHFW WR ZLGH IOXFWXDWLRQV LQ UHVSRQVH WR YDULRXV IDFWRUV VRPH RI ZKLFK ZH FDQQRW FRQWURO $V D UHVXOW RI WKLV YRODWLOLW\ LQYHVWRUV PD\ QRW EH DEOH WR VHOO WKHLU FRPPRQ VWRFN DW RU DERYH WKH SULFH LQLWLDOO\ SDLG IRU WKH VWRFN 7KH PDUNHW SULFH IRU RXU FRPPRQ VWRFN PD\ EH LQIOXHQFHG E\ PDQ\ IDFWRUV LQFOXGLQJ WKH RWKHU ULVNV GHVFULEHG LQ WKLV ³5LVN )DFWRUV´ VHFWLRQ DQG WKH IROORZLQJ

· UHVXOWV RI SUHFOLQLFDO VWXGLHV DQG FOLQLFDO WULDOV RI DQ\ SURGXFW FDQGLGDWHV RU WKRVH RI RXU FRPSHWLWRUV RU RXU H[LVWLQJ RU IXWXUH FROODERUDWRUV RU OLFHQVLQJ SDUWQHUV

· WKH WLPLQJ DQG HQUROOPHQW VWDWXV RI RXU FOLQLFDO WULDOV

· UHJXODWRU\ RU OHJDO GHYHORSPHQWV LQ WKH 8QLWHG 6WDWHV RU RWKHU FRXQWULHV HVSHFLDOO\ FKDQJHV LQ ODZV RU UHJXODWLRQV DSSOLFDEOH WR DQ\ SURGXFW FDQGLGDWHV

· WKH VXFFHVV RU IDLOXUH RI FRPSHWLWLYH SURGXFWV RU WHFKQRORJLHV

· LQWURGXFWLRQV DQG DQQRXQFHPHQWV RI QHZ SURGXFW FDQGLGDWHV E\ XV DQ\ IXWXUH FRPPHUFLDOL]DWLRQ SDUWQHUV RU RXU FRPSHWLWRUV DQG WKH WLPLQJ RI WKHVH LQWURGXFWLRQV RU DQQRXQFHPHQWV



· DFWLRQV WDNHQ E\ UHJXODWRU\ DJHQFLHV ZLWK UHVSHFW WR DQ\ SURGXFW FDQGLGDWHV FOLQLFDO VWXGLHV DQG LI DSSURYHG PDQXIDFWXULQJ SURFHVV RU VDOHV DQG PDUNHWLQJ WHUPV

· DFWXDO RU DQWLFLSDWHG YDULDWLRQV LQ RXU ILQDQFLDO UHVXOWV RU WKRVH RI FRPSDQLHV WKDW DUH SHUFHLYHG WR EH VLPLODU WR XV

· WKH VXFFHVV RI RXU HIIRUWV WR DFTXLUH RU LQOLFHQVH DGGLWLRQDO WHFKQRORJLHV RU SURGXFW FDQGLGDWHV

· GHYHORSPHQWV FRQFHUQLQJ DQ\ IXWXUH FROODERUDWLRQV LQFOXGLQJ EXW QRW OLPLWHG WR WKRVH ZLWK GHYHORSPHQW DQG FRPPHUFLDOL]DWLRQ SDUWQHUV LI DQ\ SURGXFW FDQGLGDWHV DUH DSSURYHG

· PDUNHW FRQGLWLRQV LQ WKH SKDUPDFHXWLFDO DQG ELRWHFKQRORJ\ VHFWRUV

· DQQRXQFHPHQWV E\ XV RU RXU FRPSHWLWRUV RI VLJQLILFDQW DFTXLVLWLRQV VWUDWHJLF FROODERUDWLRQV MRLQW YHQWXUHV RU FDSLWDO FRPPLWPHQWV

· GHYHORSPHQWV RU GLVSXWHV FRQFHUQLQJ SDWHQWV RU RWKHU SURSULHWDU\ ULJKWV LQFOXGLQJ SDWHQWV OLWLJDWLRQ PDWWHUV DQG RXU DELOLW\ WR REWDLQ SDWHQW SURWHFWLRQ IRU DQ\ SURGXFW FDQGLGDWHV

· RXU DELOLW\ RU LQDELOLW\ WR UDLVH DGGLWLRQDO FDSLWDO DQG WKH WHUPV RQ ZKLFK ZH DUH DEOH WR UDLVH LW LI DW DOO

· WKH UHFUXLWPHQW RU GHSDUWXUH RI NH\ SHUVRQQHO

· FKDQJHV LQ WKH VWUXFWXUH RI KHDOWKFDUH SD\PHQW V\VWHPV

· DFWXDO RU DQWLFLSDWHG FKDQJHV LQ HDUQLQJV HVWLPDWHV GHYHORSPHQW WLPHOLQHV RU FKDQJHV LQ VWRFN PDUNHW DQDO\VW UHFRPPHQGDWLRQV UHJDUGLQJ RXU FRPPRQ VWRFN RWKHU FRPSDUDEOH FRPSDQLHV RU RXU LQGXVWU\ JHQHUDOO\
· RXU IDLOXUH RU WKH IDLOXUH RI RXU FRPSHWLWRUV WR PHHW DQDO\VWV¶ SURMHFWLRQV RU JXLGDQFH WKDW ZH RU RXU FRPSHWLWRUV PD\ JLYH WR WKH PDUNHW

· IOXFWXDWLRQV LQ WKH YDOXDWLRQ RI FRPSDQLHV SHUFHLYHG E\ LQYHVWRUV WR EH FRPSDUDEOH WR XV

· DQQRXQFHPHQW DQG H[SHFWDWLRQ RI DGGLWLRQDO ILQDQFLQJ HIIRUWV

· VSHFXODWLRQ LQ WKH SUHVV RU LQYHVWPHQW FRPPXQLW\

· IOXFWXDWLRQV RI WUDGLQJ YROXPH RI RXU FRPPRQ VWRFN

· VDOHV RI VKDUHV RI RXU FRPPRQ VWRFN E\ XV LQVLGHUV RU RXU VWRFNKROGHUV

· WKH FRQFHQWUDWHG RZQHUVKLS RI RXU FRPPRQ VWRFN

· H[SLUDWLRQ RI PDUNHW VWDQGRII RU ORFNXS DJUHHPHQWV

· FKDQJHV LQ DFFRXQWLQJ SULQFLSOHV

· DFWLRQV LQVWLWXWHG E\ DFWLYLVW VWRFNKROGHUV RU RWKHUV

· WHUURULVW DFWV DFWV RI ZDU RU SHULRGV RI ZLGHVSUHDG FLYLO XQUHVW

· QDWXUDO GLVDVWHUV DQG RWKHU FDODPLWLHV LQFOXGLQJ JOREDO SDQGHPLFV VXFK DV WKH &29,' SDQGHPLF DQG

· JHQHUDO HFRQRPLF LQGXVWU\ DQG PDUNHW FRQGLWLRQV LQFOXGLQJ IOXFWXDWLQJ LQWHUHVW UDWHV DQG LQIODWLRQ

³5LVN )DFWRUV´ VHFWLRQ FRXOG KDYH D GUDPDWLF DQG DGYHUVH LPSDFW RQ WKH PDUNHW SULFH RI RXU FRPPRQ VWRFN








We do not currently intend to pay dividends on our common stock and, consequently, our stockholders’ ability to achieve a return on their investment will be dependent on appreciation of the value of our common stock.



If securities or industry analysts do not publish research or reports about our business, or if they issue an adverse or misleading opinion regarding our stock, our stock price and trading volume could decline.



A sale of a substantial number of shares of our common stock may cause the price of our common stock to decline.

6DOHV RI D VXEVWDQWLDO QXPEHU RI VKDUHV RI RXU FRPPRQ VWRFN LQ WKH SXEOLF PDUNHW FRXOG RFFXU DW DQ\ WLPH ,I RXU VWRFNKROGHUV VHOO RU WKH PDUNHW SHUFHLYHV WKDW RXU VWRFNKROGHUV LQWHQG WR VHOO LQ WKH SXEOLF PDUNHW WKH PDUNHW SULFH RI RXU VWRFN FRXOG GHFOLQH VLJQLILFDQWO\

)RU H[DPSOH ZH KDYH ILOHG D UHJLVWUDWLRQ VWDWHPHQW WKH ³5HVDOH 5HJLVWUDWLRQ 6WDWHPHQW´

:H FDQQRW SUHGLFW ZKDW HIIHFW LI DQ\ VDOHV RI RXU VKDUHV LQ WKH SXEOLF PDUNHW RU WKH DYDLODELOLW\ RI VKDUHV IRU VDOH ZLOO KDYH RQ WKH PDUNHW SULFH RI RXU FRPPRQ VWRFN +RZHYHU IXWXUH VDOHV RI VXEVWDQWLDO DPRXQWV RI RXU FRPPRQ VWRFN LQ WKH SXEOLF PDUNHW LQFOXGLQJ VKDUHV LVVXHG XSRQ H[HUFLVH RI RXU RXWVWDQGLQJ RSWLRQV RU WKH SHUFHSWLRQ WKDW VXFK VDOHV PD\ RFFXU FRXOG DGYHUVHO\ DIIHFW WKH PDUNHW SULFH RI RXU FRPPRQ VWRFN

















*HQHUDO 5LVN )DFWRUV

Our current in-person operations are located in Emeryville, California, and we or the third parties on whom we depend may be adversely affected by natural disasters, terrorist activity, pandemics, geo-political actions in the United States and in foreign countries, and other events beyond our control, and our business continuity and disaster recovery plans may not adequately protect us from a serious disaster. Geo-political actions could increase the uncertainties and costs surrounding the prosecution or maintenance of our patent applications or those of any current or future licensors and the maintenance, enforcement or defense of our issued patents or those of any current or future licensors.





Unstable market and economic conditions and adverse developments affecting the financial services industry, such as actual events or concerns involving inflation, liquidity, defaults or nonperformance by financial institutions or transactional counterparties, could adversely affect our current and projected business operations, and its financial condition and results of operations.











,Q DGGLWLRQ LI DQ\ RI RXU VXSSOLHUV RU RWKHU SDUWLHV ZLWK ZKRP ZH FRQGXFW EXVLQHVV DUH XQDEOH WR DFFHVV IXQGV SXUVXDQW WR VXFK LQVWUXPHQWV RU OHQGLQJ DUUDQJHPHQWV ZLWK DQ\ ILQDQFLDO LQVWLWXWLRQ VXFK SDUWLHV¶

We will incur significant increased costs as a result of operating as a public company, and our management will be required to devote substantial time to new compliance initiatives and corporate governance practices.



0RUHRYHU WKHVH UXOHV DQG UHJXODWLRQV DUH RIWHQ VXEMHFW WR YDU\LQJ LQWHUSUHWDWLRQV LQ PDQ\ FDVHV GXH WR WKHLU ODFN RI VSHFLILFLW\ DQG DV D UHVXOW WKHLU DSSOLFDWLRQ LQ SUDFWLFH PD\ HYROYH RYHU WLPH DV QHZ JXLGDQFH LV SURYLGHG E\ UHJXODWRU\ DQG JRYHUQLQJ ERGLHV 7KLV FRXOG UHVXOW LQ FRQWLQXLQJ XQFHUWDLQW\ UHJDUGLQJ FRPSOLDQFH PDWWHUV DQG KLJKHU FRVWV QHFHVVLWDWHG E\ RQJRLQJ UHYLVLRQV WR GLVFORVXUH DQG JRYHUQDQFH SUDFWLFHV

We are subject to securities litigation, which is expensive and could divert management attention.

¶V DWWHQWLRQ DQG UHVRXUFHV IURP RWKHU EXVLQHVV FRQFHUQV DQG GDPDJH RXU UHSXWDWLRQ ZKLFK FRXOG VHULRXVO\ KDUP RXU EXVLQHVV ILQDQFLDO FRQGLWLRQ UHVXOWV RI RSHUDWLRQV DQG SURVSHFWV $Q\ DGYHUVH GHWHUPLQDWLRQ LQ OLWLJDWLRQ FRXOG DOVR VXEMHFW XV WR VLJQLILFDQW OLDELOLWLHV

7KH VWRFN PDUNHW LQ JHQHUDO DQG 1DVGDT DQG ELRSKDUPDFHXWLFDO FRPSDQLHV LQ SDUWLFXODU KDYH H[SHULHQFHG H[WUHPH SULFH DQG YROXPH IOXFWXDWLRQV WKDW KDYH RIWHQ EHHQ XQUHODWHG RU GLVSURSRUWLRQDWH WR WKH RSHUDWLQJ SHUIRUPDQFH RI WKHVH FRPSDQLHV ,Q WKH SDVW FRPSDQLHV WKDW KDYH H[SHULHQFHG YRODWLOLW\ LQ WKH PDUNHW SULFH RI WKHLU VWRFN KDYH EHHQ VXEMHFW WR VHFXULWLHV FODVV DFWLRQ OLWLJDWLRQ

,WHP % 8QUHVROYHG 6WDII &RPPHQWV

1RQH









,WHP & &\EHUVHFXULW\



)RU D GHVFULSWLRQ RI WKH ULVNV IURP F\EHUVHFXULW\ WKUHDWV WKDW PD\ PDWHULDOO\ DIIHFW WKH &RPSDQ\ DQG KRZ WKH\ PD\ GR VR VHH RXU ULVN IDFWRUV XQGHU 3DUW , ,WHP $ 5LVN )DFWRUV LQ WKLV $QQXDO 5HSRUW RQ )RUP . LQFOXGLQJ  H DUH

GHSHQGHQW RQ WKH HIILFLHQW DQG XQLQWHUUXSWHG RSHUDWLRQ RI RXU LQIRUPDWLRQ WHFKQRORJ\ V\VWHPV DQG WKRVH V\VWHPV RU WKRVH RI RXU WKLUGSDUW\ VHUYLFH SURYLGHUV PD\ EH LPSDFWHG E\ VHFXULW\ LQFLGHQWV F\EHUDWWDFNV ORVV RI GDWD DQG RWKHU GLVUXSWLRQV ZKLFK FRXOG DGYHUVHO\ LPSDFW RXU EXVLQHVV

Governance



2XU %RDUG RI 'LUHFWRUV ZLWK WKH DVVLVWDQFH RI WKH $XGLW &RPPLWWHH KDV RYHUVLJKW IRU WKH F\EHUVHFXULW\ ULVNV IDFLQJ XV DQG IRU RXU SURFHVVHV GHVLJQHG WR LGHQWLI\ SULRULWL]H DVVHVV PDQDJH DQG PLWLJDWH WKRVH ULVNV $V SDUW RI LWV RYHUVLJKW UHVSRQVLELOLWLHV WKH $XGLW &RPPLWWHH UHFHLYHV SHULRGLF XSGDWHV IURP PDQDJHPHQW UHJDUGLQJ F\EHUVHFXULW\ ULVNV LQFOXGLQJ WKH &RPSDQ\¶V F\EHUVHFXULW\ SRVWXUH VLJQLILFDQW WKUHDWV DQG UHOHYDQW LQFLGHQWV LI DQ\

Risk management and strategy

:H GHSHQG RQ WKH IXQFWLRQLQJ DYDLODELOLW\ DQG VHFXULW\ RI RXU LQIRUPDWLRQ V\VWHPV LQFOXGLQJ ILQDQFLDO GDWD SURFHVVLQJ FRPPXQLFDWLRQV DQG RSHUDWLQJ V\VWHPV 6HYHUDO LQIRUPDWLRQ V\VWHPV VXFK DV VRIWZDUH DSSOLFDWLRQV DQG FORXG SODWIRUPV DUH SURYLGHG E\ WKLUG SDUWLHV 2XU F\EHUVHFXULW\ ULVN IUDPHZRUN LV GHVLJQHG WR DOORZ XV WR LGHQWLI\ DVVHVV DQG PDQDJH WKH F\EHUVHFXULW\ ULVNV ZH IDFH LQ UHODWLRQ WR RXU V\VWHPV DQG WKH LQIRUPDWLRQ ZH SURFHVV



2XU DVVHVVPHQW DQG PDQDJHPHQW RI PDWHULDO ULVNV IURP F\EHUVHFXULW\ WKUHDWV DUH LQWHJUDWHG LQWR WKH &RPSDQ\¶V RYHUDOO ULVN PDQDJHPHQW SURFHVVHV )RU H[DPSOH FHUWDLQ PDQDJHPHQW H[HFXWLYHV LQFOXGLQJ RXU 6HQLRU 'LUHFWRU RI ,QIRUPDWLRQ 7HFKQRORJ\ DQG &KLHI )LQDQFLDO 2IILFHU HYDOXDWH PDWHULDO ULVNV IURP F\EHUVHFXULW\ WKUHDWV LQ FRQQHFWLRQ ZLWK RXU RYHUDOO EXVLQHVV REMHFWLYHV DQG UHSRUW VXFK HYDOXDWLRQV WR WKH $XGLW &RPPLWWHH RI WKH ERDUG RI GLUHFWRUV DV DSSURSULDWH ZKLFK WKHQ HYDOXDWHV RXU RYHUDOO HQWHUSULVH ULVNV







¶ F\EHUVHFXULW\ SUDFWLFHV DQG ULVN SURILOHV DQG ZKHUH DSSURSULDWH LPSOHPHQWLQJ FRQWUDFWXDO SURWHFWLRQV DQG RQJRLQJ RYHUVLJKW GHVLJQHG WR PLWLJDWH F\EHUVHFXULW\ ULVNV DVVRFLDWHG ZLWK WKRVH VHUYLFH SURYLGHUV

7R GDWH ZH KDYH QRW LGHQWLILHG DQ\ F\EHUVHFXULW\ LQFLGHQWV WKDW KDYH PDWHULDOO\ DIIHFWHG RU DUH UHDVRQDEO\ OLNHO\ WR PDWHULDOO\ DIIHFW RXU EXVLQHVV VWUDWHJ\ UHVXOWV RI RSHUDWLRQV RU ILQDQFLDO FRQGLWLRQ

,WHP  3URSHUWLHV

:H FXUUHQWO\ RFFXS\ DSSUR[LPDWHO\  VTXDUH IHHW RI RIILFH DQG ODERUDWRU\ VSDFH DW RXU KHDGTXDUWHUV ORFDWHG LQ (PHU\YLOOH &DOLIRUQLD WKH (PHU\YLOOH /HDVH 7KH (PHU\YLOOH /HDVH H[SLUHV LQ )HEUXDU\ 

,WHP  /HJDO 3URFHHGLQJV

¶ PRWLRQ WR GLVPLVV ZLWKRXW SUHMXGLFH 2Q 1RYHPEHU   D IXUWKHU DPHQGHG FRPSODLQW ZDV ILOHG 2Q 0DUFK   WKH &RXUW HQWHUHG DQ RUGHU JUDQWLQJ GHIHQGDQWV¶ IXUWKHU PRWLRQ WR GLVPLVV ZLWK SUHMXGLFH 3ODLQWLII PXVW ILOH DQ\ QRWLFH RI DSSHDO ZLWKLQ  GD\V DIWHU HQWU\ RI MXGJPHQW

)URP WLPH WR WLPH ZH PD\ EH VXEMHFW WR RWKHU OHJDO SURFHHGLQJV DULVLQJ LQ WKH RUGLQDU\ FRXUVH RI EXVLQHVV ,Q WKH RSLQLRQ RI PDQDJHPHQW ZH GR QRW EHOLHYH WKDW WKH PDWWHU GHVFULEHG DERYH RU DQ\ RWKHU SHQGLQJ OHJDO SURFHHGLQJV LV PDWHULDO WR RXU EXVLQHVV ILQDQFLDO FRQGLWLRQ RU UHVXOWV RI RSHUDWLRQV 5HJDUGOHVV RI WKH RXWFRPH OLWLJDWLRQ FDQ KDYH DQ DGYHUVH LPSDFW RQ XV GXH WR GHIHQVH DQG VHWWOHPHQW FRVWV GLYHUVLRQ RI PDQDJHPHQW UHVRXUFHV QHJDWLYH SXEOLFLW\ DQG UHSXWDWLRQDO KDUP

6HH 1RWH  &RPPLWPHQWV DQG &RQWLQJHQFLHV WR WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV IRU PRUH LQIRUPDWLRQ

,WHP  0LQH 6DIHW\ 'LVFORVXUHV

1RW DSSOLFDEOH




























3$57 ,,

,WHP  0DUNHW IRU 5HJLVWUDQW¶V &RPPRQ (TXLW\ 5HODWHG 6WRFNKROGHU 0DWWHUV DQG ,VVXHU 3XUFKDVHV RI (TXLW\ 6HFXULWLHV

2Q 6HSWHPEHU   RXU FRPPRQ VWRFN EHJDQ WUDGLQJ RQ 7KH 1DVGDT *OREDO 6HOHFW 0DUNHW XQGHU WKH V\PERO ³%,2$´ 3ULRU WR VXFK WLPH WKHUH ZDV QR SXEOLF PDUNHW IRU RXU FRPPRQ VWRFN

+ROGHUV RI &RPPRQ 6WRFN

$ V RI 0DUFK   WKHUH ZHUH DSSUR[LPDWHO\  KROGHUV RI UHFRUG RI RXU FRPPRQ VWRFN 7KLV QXPEHU GRHV QRW LQFOXGH ³VWUHHW QDPH´ RU EHQHILFLDO KROGHUV ZKRVH VKDUHV DUH KHOG RI UHFRUG E\ EDQNV EURNHUV ILQDQFLDO LQVWLWXWLRQV DQG RWKHU QRPLQHHV

8VH RI 3URFHHGV IURP 3XEOLF 2IIHULQJ RI &RPPRQ 6WRFN

2Q 6HSWHPEHU   RXU 5HJLVWUDWLRQ 6WDWHPHQW RQ )RUP 6 1R  ZDV GHFODUHG HIIHFWLYH E\ WKH 6(& SXUVXDQW WR ZKLFK ZH LVVXHG DQG VROG DQ DJJUHJDWH RI  VKDUHV RI FRPPRQ VWRFN LQFOXVLYH RI  VKDUHV RI FRPPRQ VWRFN VROG SXUVXDQW WR WKH XQGHUZULWHUV¶



:H SODQ WR XVH WKH QHW SURFHHGV IURP RXU LQLWLDO SXEOLF RIIHULQJ WR IXQG UHVHDUFK FOLQLFDO DQG SURFHVV GHYHORSPHQW DQG PDQXIDFWXULQJ RI RXU SURGXFW FDQGLGDWHV LQFOXGLQJ %*( DQG RXU $3- SURJUDPV

'LYLGHQG 3ROLF\



5HFHQW 6DOHV RI 8QUHJLVWHUHG 6HFXULWLHV

1RQH

,VVXHU 3XUFKDVHV RI (TXLW\ 6HFXULWLHV

'XULQJ WKH TXDUWHU HQGHG 'HFHPEHU   ZH GLG QRW SXUFKDVH DQ\ VKDUHV RI RXU FRPPRQ VWRFN

,WHP  >5HVHUYHG@












,WHP  0DQDJHPHQW¶V 'LVFXVVLRQ DQG $QDO\VLV RI )LQDQFLDO &RQGLWLRQ DQG 5HVXOWV RI 2SHUDWLRQV

You should read the following discussion and analysis of our financial condition and results of operations in conjunction with our consolidated financial statements and the related notes and other financial information included elsewhere in this Annual Report on Form 10-K and with our consolidated financial statements and the notes thereto for the year ended December 31, 2024 included on Form 10-K filed with the Securities and Exchange Commission on March 20, 2025. This discussion and analysis and other parts of this Annual Report contain forward-looking statements based upon our current plans and expectations that involve risks, uncertainties and assumptions, such as statements regarding our plans, objectives, expectations, intentions and beliefs. Our actual results and the timing of events could differ materially from those anticipated in these forward-looking statements as a result of various factors, including those set forth under the section titled “Risk Factors” and elsewhere in this Annual Report. You should carefully read the section titled “Risk Factors” to gain an understanding of the important factors that could cause actual results to differ materially from our forward-looking statements. Please also see the section titled “Special Note Regarding Forward-Looking Statements.”

2YHUYLHZ

:H DUH D FOLQLFDOVWDJH ELRSKDUPDFHXWLFDO FRPSDQ\ GHYHORSLQJ WKHUDSHXWLF SURGXFW FDQGLGDWHV IRU PHWDEROLF GLVHDVHV E\ WDUJHWLQJ WKH ELRORJ\ RI KXPDQ DJLQJ 2XU WHFKQRORJ\ SODWIRUP DQG GLIIHUHQWLDWHG KXPDQ GDWDVHWV HQDEOH XV WR LGHQWLI\ SURPLVLQJ WDUJHWV EDVHG RQ LQVLJKWV LQWR PROHFXODU FKDQJHV WKDW GULYH DJLQJ

,Q -DQXDU\  ZH DQQRXQFHG WKH QRPLQDWLRQ RI RXU OHDG SURJUDP %*( D SRWHQW VWUXFWXUDOO\ QRYHO RUDOO\ DYDLODEOH EUDLQSHQHWUDQW VPDOOPROHFXOH 1/53 LQKLELWRU %*( KDV D GLVWLQFW PHFKDQLVP DQG ELQGLQJ VLWH IURP RWKHU 1/53 LQKLELWRUV LQ GHYHORSPHQW ZLWK LVVXHG SDWHQWV FRYHULQJ ERWK FRPSRVLWLRQ RI PDWWHU DQG FODLPV IRU WKH XQLTXH ELQGLQJ VLWH

,Q 'HFHPEHU  ZH DQQRXQFHG WKDW %*( ZDV ZHOOWROHUDWHG LQ 6LQJOH $VFHQGLQJ 'RVH 6$' DQG LQLWLDO 0XOWLSOH $VFHQGLQJ 'RVH 0$' FRKRUWV ZLWK D SKDUPDFRNLQHWLF SURILOH VXSSRUWLQJ RQFHGDLO\ RUDO GRVLQJ VWURQJ WDUJHW HQJDJHPHQW DQG KLJK EUDLQ SHQHWUDWLRQ

:H LQWHQG WR DGYDQFH %*( LQ WZR WKHUDSHXWLF DUHDV FDUGLRPHWDEROLF GLVHDVH DQG RSKWKDOPRORJ\











QRYHO VPDOO PROHFXOH $3- DJRQLVWV :H LQWHQG WR ILOH WKH ILUVW ,QYHVWLJDWLRQDO 1HZ 'UXJ DSSOLFDWLRQ ,1' IRU DQ $3-SURJUDP E\  \HDU HQG

:H DUH DOVR DGYDQFLQJ HDUOLHU VWDJH SODWIRUPGHULYHG SURJUDPV LQ FROODERUDWLRQ ZLWK (OL /LOO\ DQG &RPSDQ\ /LOO\ DQG KDYH DQ RQJRLQJ WDUJHW GLVFRYHU\ FROODERUDWLRQ ZLWK 1RYDUWLV 3KDUPD $* 1RYDUWLV

2XU SRUWIROLR RI SURGXFW FDQGLGDWHV DQG RQJRLQJ FROODERUDWLRQV DUH VXPPDUL]HG LQ WKH ILJXUH EHORZ
[image: ]



























· FRQWLQXH WR SURJUHVV WKH GHYHORSPHQW RI RXU OHDG SURGXFW FDQGLGDWH %*(

· H[SORUH DGGLWLRQDO LQGLFDWLRQV IRU RXU H[LVWLQJ SURGXFW FDQGLGDWHV

· GLVFRYHU DQG GHYHORS DQ\ IXWXUH SURGXFW FDQGLGDWHV

· REWDLQ H[SDQG PDLQWDLQ GHIHQG DQG HQIRUFH RXU LQWHOOHFWXDO SURSHUW\ SRUWIROLR

· PDQXIDFWXUH RU KDYH PDQXIDFWXUHG SUHFOLQLFDO FOLQLFDO DQG SRWHQWLDOO\ FRPPHUFLDO VXSSOLHV RI %*( DQG DQ\ IXWXUH SURGXFW FDQGLGDWHV

· VHHN UHJXODWRU\ DSSURYDOV IRU %*( RU IRU DQ\ IXWXUH SURGXFW FDQGLGDWHV WKDW VXFFHVVIXOO\ FRPSOHWH FOLQLFDO WULDOV LI DQ\

· HVWDEOLVK D VDOHV PDUNHWLQJ DQG GLVWULEXWLRQ LQIUDVWUXFWXUH WR FRPPHUFLDOL]H %*( RU DQ\ IXWXUH SURGXFW FDQGLGDWHV LI DSSURYHG

· VHHN WR LGHQWLI\ HYDOXDWH DQG HVWDEOLVK OLFHQVHV FROODERUDWLRQV RU RWKHU VWUDWHJLF SDUWQHUVKLSV





· KLUH DGGLWLRQDO FOLQLFDO VFLHQWLILF DQG PDQDJHPHQW SHUVRQQHO DV ZHOO DV DGPLQLVWUDWLYH VWDII WR VXSSRUW WKH JURZWK RI RXU EXVLQHVV DQG

· DGG RSHUDWLRQDO ILQDQFLDO DQG PDQDJHPHQW LQIRUPDWLRQ V\VWHPV DQG SHUVRQQHO

2XU QHW ORVVHV PD\ IOXFWXDWH VLJQLILFDQWO\ IURP SHULRG WR SHULRG GHSHQGLQJ RQ WKH WLPLQJ RI IDFWRUV DERYH











Collaboration Agreement with Novartis Pharma AG

2Q 'HFHPEHU   ZH HQWHUHG LQWR D FROODERUDWLRQ DJUHHPHQW ZLWK 1RYDUWLV WR LGHQWLI\ DQG YDOLGDWH QRYHO WKHUDSHXWLF GUXJ WDUJHWV E\ LQYHVWLJDWLQJ WKH ELRORJLFDO PHFKDQLVPV WKDW GULYH GLVHDVHV UHODWHG WR DJLQJ DQG PHGLDWH WKH EHQHILFLDO HIIHFWV RI SK\VLFDO H[HUFLVH WKH 1RYDUWLV $JUHHPHQW



8QGHU WKH WHUPV RI WKH 1RYDUWLV $ JUHHPHQW ZH DUH REOLJDWHG WR SHUIRUP DGGLWLRQDO DQDO\VHV RQ RXU ORQJLWXGLQDO KXPDQ DJLQJ FRKRUW GDWDVHWV WR H[SDQG GDWD LQFOXGHG LQ RXU GLVFRYHU\ SODWIRUP DQG SHUIRUP RWKHU DFWLYLWLHV WR HQDEOH WKH LGHQWLILFDWLRQ DQG YDOLGDWLRQ RI QRYHO WKHUDSHXWLF GUXJ WDUJHWV

,Q FRQVLGHUDWLRQ IRU WKH ULJKWV JUDQWHG XQGHU WKH 1RYDUWLV $JUHHPHQW ZH KDYH UHFHLYHG DQG PD\ UHFHLYH XSIURQW SD\PHQWV DQG UHVHDUFK IXQGLQJ RI XS WR  PLOOLRQ DQG XS WR  PLOOLRQ LQ IXWXUH ORQJWHUP UHVHDUFK GHYHORSPHQW DQG FRPPHUFLDO PLOHVWRQHV :H DQG 1RYDUWLV HDFK KDYH WKH ULJKW WR DGYDQFH QRYHO WDUJHWV GLVFRYHUHG XQGHU WKH 1RYDUWLV $JUHHPHQW DQG DUH HDFK HOLJLEOH WR UHFHLYH UHFLSURFDO VXFFHVV PLOHVWRQHV DQG UHFHLYH WLHUHG UR\DOWLHV RQ QHW VDOHV RI OLFHQVHG SURGXFWV



&RPSRQHQWV RI 2XU 5HVXOWV RI 2SHUDWLRQV

Revenue

:H KDYH QRW JHQHUDWHG DQ\ SURGXFW UHYHQXH VLQFH RXU LQFHSWLRQ DQG GR QRW H[SHFW WR JHQHUDWH DQ\ UHYHQXH IURP WKH VDOH RI SURGXFWV LQ WKH QHDU IXWXUH LI DW DOO ,I RXU GHYHORSPHQW HIIRUWV IRU %*( RU RWKHU SURGXFW FDQGLGDWHV WKDW ZH PD\ GHYHORS LQ WKH IXWXUH DUH VXFFHVVIXO DQG UHVXOW LQ PDUNHWLQJ DSSURYDO ZH PD\ JHQHUDWH UHYHQXH IURP SURGXFW VDOHV

:H KDYH UHFRJQL]HG DQG H[SHFW WR UHFRJQL]H FROODERUDWLRQ UHYHQXH LQ WKH IXWXUH IURP WKH 1RYDUWLV $JUHHPHQW ZKLFK PD\ LQFOXGH DPRXQWV UHODWHG WR XSIURQW SD\PHQWV PLOHVWRQH SD\PHQWV DQG UHVHDUFK DQG GHYHORSPHQW IXQGLQJ

Operating Expenses

2XU RSHUDWLQJ H[SHQVHV FRQVLVW RI L UHVHDUFK DQG GHYHORSPHQW H[SHQVHV DQG LL JHQHUDO DQG DGPLQLVWUDWLYH H[SHQVHV

Research and Development Expense

5HVHDUFK DQG GHYHORSPHQW H[SHQVHV DFFRXQW IRU D VLJQLILFDQW SRUWLRQ RI RXU RSHUDWLQJ H[SHQVHV DQG FRQVLVW SULPDULO\ RI FRVWV LQFXUUHG LQ FRQQHFWLRQ ZLWK WKH GLVFRYHU\ SUHFOLQLFDO GHYHORSPHQW FOLQLFDO GHYHORSPHQW DQG PDQXIDFWXULQJ RI RXU IRUPHU OHDG SURGXFW FDQGLGDWH D]HODSUDJ RXU OHDG SURGXFW FDQGLGDWH %*( DQG RWKHU SRWHQWLDO IXWXUH SURGXFW FDQGLGDWHV DQG LQFOXGH

'LUHFW &RVWV

· H[SHQVHV LQFXUUHG XQGHU DJUHHPHQWV ZLWK &52V WKDW DUH SULPDULO\ HQJDJHG LQ WKH RYHUVLJKW DQG FRQGXFW RI RXU FOLQLFDO WULDOV &'02V WKDW DUH SULPDULO\ HQJDJHG WR SURYLGH GUXJ VXEVWDQFH DQG SURGXFW IRU RXU FOLQLFDO WULDOV DQG SUHFOLQLFDO VWXGLHV UHVHDUFK DQG GHYHORSPHQW SURJUDPV DV ZHOO DV LQYHVWLJDWLYH VLWHV DQG FRQVXOWDQWV WKDW FRQGXFW RXU FOLQLFDO WULDOV SUHFOLQLFDO VWXGLHV DQG RWKHU VFLHQWLILF GHYHORSPHQW VHUYLFHV

· WKH FRVW RI DFTXLULQJ DQG PDQXIDFWXULQJ SUHFOLQLFDO DQG FOLQLFDO WULDO PDWHULDOV LQFOXGLQJ PDQXIDFWXULQJ UHJLVWUDWLRQ DQG YDOLGDWLRQ EDWFKHV

· FRVWV RI RXWVLGH FRQVXOWDQWV LQFOXGLQJ WKHLU IHHV DQG UHODWHG WUDYHO H[SHQVHV

· FRVWV UHODWHG WR FRPSOLDQFH ZLWK TXDOLW\ DQG UHJXODWRU\ UHTXLUHPHQWV DQG

· SD\PHQWV PDGH XQGHU WKLUGSDUW\ OLFHQVLQJ DJUHHPHQWV










,QGLUHFW &RVWV

· SHUVRQQHOUHODWHG H[SHQVHV LQFOXGLQJ VDODULHV ERQXVHV EHQHILWV VWRFNEDVHG FRPSHQVDWLRQ H[SHQVHV DQG RWKHU UHODWHG FRVWV IRU LQGLYLGXDOV LQYROYHG LQ UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV DQG
· DOORFDWHG IDFLOLWLHV DQG RWKHU H[SHQVHV QRW GLUHFWO\ WLHG WR D SURJUDP







2XU UHVHDUFK DQG GHYHORSPHQW H[SHQVHV PD\ YDU\ VLJQLILFDQWO\ LQ WKH IXWXUH EDVHG RQ IDFWRUV VXFK DV

· WKH QXPEHU DQG VFRSH RI SUHFOLQLFDO DQG ,1'HQDEOLQJ VWXGLHV

· SHU SDWLHQW WULDO FRVWV

· WKH QXPEHU RI WULDOV UHTXLUHG IRU DSSURYDO

· WKH QXPEHU RI VLWHV LQFOXGHG LQ WKH WULDOV

· WKH FRXQWULHV LQ ZKLFK WKH WULDOV DUH FRQGXFWHG

· WKH OHQJWK RI WLPH UHTXLUHG WR HQUROO HOLJLEOH SDWLHQWV

· WKH QXPEHU RI SDWLHQWV WKDW SDUWLFLSDWH LQ WKH WULDOV

· WKH GURSRXW RU GLVFRQWLQXDWLRQ UDWHV RI SDWLHQWV

· SRWHQWLDO DGGLWLRQDO VDIHW\ PRQLWRULQJ UHTXHVWHG E\ UHJXODWRU\ DJHQFLHV

· WKH GXUDWLRQ RI SDWLHQW SDUWLFLSDWLRQ LQ WKH WULDOV DQG IROORZXS

· WKH FRVW DQG WLPLQJ RI PDQXIDFWXULQJ RXU SURGXFW FDQGLGDWHV

· WKH SKDVH RI GHYHORSPHQW RI RXU SURGXFW FDQGLGDWHV

· WKH HIILFDF\ DQG VDIHW\ SURILOH RI RXU SURGXFW FDQGLGDWHV

· WKH H[WHQW WR ZKLFK ZH HVWDEOLVK DGGLWLRQDO FROODERUDWLRQ RU OLFHQVH DJUHHPHQWV DQG

· ZKHWKHU ZH FKRRVH WR SDUWQHU DQ\ RI RXU SURGXFW FDQGLGDWHV DQG WKH WHUPV RI VXFK SDUWQHUVKLS

&KDQJHV LQ WKH RXWFRPH RI DQ\ RI WKHVH YDULDEOHV ZLWK UHVSHFW WR WKH GHYHORSPHQW RI RXU OHDG SURGXFW FDQGLGDWH %*(  RU DQ\ IXWXUH SURGXFW FDQGLGDWHV LQ SUHFOLQLFDO DQG FOLQLFDO GHYHORSPHQW FRXOG PHDQ D VLJQLILFDQW FKDQJH LQ WKH FRVWV DQG WLPLQJ DVVRFLDWHG ZLWK WKH GHYHORSPHQW RI WKHVH SURGXFW FDQGLGDWHV )RU H[DPSOH LI WKH )'$  (XURSHDQ 0HGLFLQHV $JHQF\ RU DQRWKHU UHJXODWRU\ DXWKRULW\ ZHUH WR GHOD\ RXU SODQQHG VWDUW RI FOLQLFDO WULDOV RU UHTXLUH XV WR FRQGXFW FOLQLFDO WULDOV RU RWKHU



WHVWLQJ EH\RQG WKRVH WKDW ZH FXUUHQWO\ H[SHFW RU LI ZH H[SHULHQFH VLJQLILFDQW GHOD\V LQ HQUROOPHQW LQ DQ\ FOLQLFDO WULDOV IROORZLQJ WKH DSSOLFDEOH UHJXODWRU\ DXWKRULW\¶V DFFHSWDQFH DQG FOHDUDQFH ZH FRXOG EH UHTXLUHG WR H[SHQG VLJQLILFDQW DGGLWLRQDO ILQDQFLDO UHVRXUFHV DQG WLPH WR FRPSOHWH FOLQLFDO GHYHORSPHQW WKDQ ZH FXUUHQWO\ H[SHFW :H PD\ QHYHU REWDLQ UHJXODWRU\ DSSURYDO IRU DQ\ SURGXFW FDQGLGDWHV WKDW ZH GHYHORS



General and Administrative Expense





Other Income (Expense), Net

Interest Expense

,QWHUHVW H[SHQVH FRQVLVWV RI LQWHUHVW LQFXUUHG RQ ERWK RXU FRQYHUWLEOH SURPLVVRU\ QRWHV DQG WHUP ORDQ

Interest and Other Income (Expense), Net

,QWHUHVW DQG RWKHU LQFRPH H[SHQVH QHW SULPDULO\ FRQVLVW RI LQWHUHVW LQFRPH JHQHUDWHG IURP LQWHUHVW EHDULQJ FDVK FDVK HTXLYDOHQWV DQG PDUNHWDEOH VHFXULWLHV

Gain (Loss) from Changes in Fair Value of Warrants

*DLQ ORVV RQ FKDQJHV LQ IDLU YDOXH FRQVLVWV RI DVVHVVHG FKDQJHV LQ IDLU YDOXH RI ZDUUDQWV WR SXUFKDVH RXU FRPPRQ

VWRFN

Loss on Extinguishment of Convertible Promissory Notes

/RVV RQ H[WLQJXLVKPHQW RI FRQYHUWLEOH SURPLVVRU\ QRWHV FRQVLVWV RI WKH GLIIHUHQFH EHWZHHQ WKH FDUU\LQJ YDOXH RI RXU FRQYHUWLEOH SURPLVVRU\ QRWHV LQFOXGLQJ DFFUXHG LQWHUHVW DQG UHODWHG HPEHGGHG GHULYDWLYH OLDELOLW\ DQG WKH IDLU YDOXH RI VKDUHV LVVXHG XSRQ FRQYHUVLRQ RI RXU FRQYHUWLEOH SURPLVVRU\ QRWHV LQWR RXU 6HULHV ' 5HGHHPDEOH &RQYHUWLEOH 3UHIHUUHG 6WRFN LQ )HEUXDU\ 

Income Taxes

6LQFH RXU LQFHSWLRQ ZH KDYH QRW UHFRUGHG DQ\ LQFRPH WD[ EHQHILWV IRU WKH QHW ORVVHV ZH KDYH LQFXUUHG LQ HDFK SHULRG RU IRU RXU UHVHDUFK DQG GHYHORSPHQW WD[ FUHGLWV DV ZH EHOLHYH EDVHG XSRQ WKH ZHLJKW RI DYDLODEOH HYLGHQFH WKDW LW LV PRUH OLNHO\ WKDQ QRW WKDW DOO RI RXU QHW RSHUDWLQJ ORVV FDUU\IRUZDUGV DQG WD[ FUHGLWV ZLOO QRW EH UHDOL]HG $V RI 'HFHPEHU  



ZH KDG 86 IHGHUDO DQG VWDWH QHW RSHUDWLQJ ORVV FDUU\IRUZDUGV RI  PLOOLRQ DQG  PLOOLRQ UHVSHFWLYHO\ ZKLFK H[SLUH DW YDULRXV GDWHV EHJLQQLQJ LQ  7KHVH DWWULEXWHV PD\ EH VXEMHFW WR 6HFWLRQ  OLPLWDWLRQ DQG ZH KDYH QRW SHUIRUPHG D IRUPDO DVVHVVPHQW $V RI 'HFHPEHU   DQG 'HFHPEHU   ZH KDYH UHFRUGHG D IXOO YDOXDWLRQ DOORZDQFH DJDLQVW RXU GHIHUUHG WD[ DVVHWV

5HVXOWV RI 2SHUDWLRQV

Comparison of the Years Ended December 31, 2025 and 2024

7KH IROORZLQJ WDEOH VXPPDUL]HV RXU UHVXOWV RI RSHUDWLRQV IRU HDFK RI WKH SHULRGV SUHVHQWHG LQ WKRXVDQGV H[FHSW SHUFHQWDJHV

	
	
	
	<HDUV (QGHG
	
	
	
	
	
	

	
	
	
	'HFHPEHU 
	
	
	
	
	
	

	&ROODERUDWLRQ UHYHQXH
	
	
	
	
	
	
	
	
	 &KDQJH
	
	&KDQJH
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	2SHUDWLQJ H[SHQVHV
	
	
	
	
	
	
	
	
	
	
	
	

	5HVHDUFK DQG GHYHORSPHQW
	
	
	
	
	
	
	
	

	*HQHUDO DQG DGPLQLVWUDWLYH
	
	
	
	
	
	
	
	
	
	
	

	7RWDO RSHUDWLQJ H[SHQVHV
	
	
	
	
	
	
	
	
	
	
	
	

	/RVV IURP RSHUDWLRQV
	
	
	
	
	
	
	
	
	
	
	
	

	2WKHU LQFRPH H[SHQVH QHW
	
	
	
	
	
	
	
	
	
	
	
	

	,QWHUHVW H[SHQVH
	
	
	
	
	
	
	
	
	
	
	

	,QWHUHVW DQG RWKHU LQFRPH H[SHQVH QHW
	
	
	
	
	
	
	
	
	
	
	

	*DLQ ORVV IURP FKDQJHV LQ IDLU YDOXH RI ZDUUDQWV
	
	
	
	
	
	
	
	
	
	
	

	/RVV RQ H[WLQJXLVKPHQW RI GHEW
	
	
	
	
	
	
	
	
	
	
	

	7RWDO RWKHU LQFRPH H[SHQVH QHW
	
	
	
	
	
	
	
	
	
	
	
	

	1HW ORVV
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Collaboration Revenue

&ROODERUDWLRQ 5HYHQXH IRU WKH \HDU HQGHG 'HFHPEHU   ZDV  PLOOLRQ FRPSDUHG WR QR FROODERUDWLRQ UHYHQXH IRU WKH \HDU HQGHG 'HFHPEHU   7KH  PLOOLRQ LQFUHDVH LQ FROODERUDWLRQ UHYHQXH ZDV WKH UHVXOW RI UHYHQXH UHFRJQL]HG XQGHU WKH 1RYDUWLV $JUHHPHQW DV ZRUN FRPPHQFHG LQ 

Research and Development Expenses

7KH IROORZLQJ WDEOH VXPPDUL]HV RXU UHVHDUFK DQG GHYHORSPHQW H[SHQVHV IRU HDFK RI WKH SHULRGV SUHVHQWHG LQ WKRXVDQGV H[FHSW SHUFHQWDJHV

	
	
	<HDUV (QGHG 'HFHPEHU 
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	 &KDQJH
	
	&KDQJH

	'LUHFW FRVWV
	
	
	
	
	
	
	
	
	
	
	

	D]HODSUDJ
	
	
	
	
	
	
	
	
	
	
	

	%*(
	
	
	
	
	
	
	
	
	

	2WKHU SURJUDPV
	
	
	
	
	
	
	
	
	
	

	,QGLUHFW FRVWV
	
	
	
	
	
	
	
	
	
	
	

	3HUVRQQHOUHODWHG H[SHQVHV LQFOXGLQJ VWRFNEDVHG
	
	
	
	
	
	
	
	
	
	
	

	FRPSHQVDWLRQ H[SHQVH
	
	
	
	
	
	
	
	
	
	

	$OORFDWHG IDFLOLW\ DQG RWKHU H[SHQVHV
	
	
	
	
	
	
	
	
	
	

	7RWDO UHVHDUFK DQG GHYHORSPHQW H[SHQVHV
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General and Administrative Expenses



Other Income (Expense), Net



/LTXLGLW\ DQG &DSLWDO 5HVRXUFHV

Sources of Liquidity

6LQFH RXU LQFHSWLRQ ZH KDYH LQFXUUHG VLJQLILFDQW ORVVHV LQ HDFK SHULRG DQG RQ DQ DJJUHJDWH EDVLV :H KDYH QRW \HW FRPPHUFLDOL]HG DQ\ SURGXFW FDQGLGDWHV DQG ZH GR QRW H[SHFW WR JHQHUDWH UHYHQXH IURP VDOHV RI DQ\ SURGXFW FDQGLGDWHV IRU WKH IRUHVHHDEOH IXWXUH LI DW DOO $V RI 'HFHPEHU   ZH KDG  PLOOLRQ LQ FDVK FDVK HTXLYDOHQWV DQG PDUNHWDEOH VHFXULWLHV DQG ZH KDG DQ DFFXPXODWHG GHILFLW RI  PLOOLRQ



,Q 2FWREHU  ZH ILOHG D VKHOI UHJLVWUDWLRQ VWDWHPHQW RQ )RUP 6 WKH ³6KHOI 5HJLVWUDWLRQ 6WDWHPHQW´ ZKLFK EHFDPH HIIHFWLYH WKURXJK WKH RSHUDWLRQ RI ODZ LQ 1RYHPEHU  7KH 6KHOI 5HJLVWUDWLRQ 6WDWHPHQW SHUPLWV WKH RIIHULQJ RI XS WR  PLOOLRQ DJJUHJDWH GROODU DPRXQW RI VKDUHV RI RXU FRPPRQ VWRFN RU SUHIHUUHG VWRFN GHEW VHFXULWLHV ZDUUDQWV WR SXUFKDVH RXU FRPPRQ VWRFN SUHIHUUHG VWRFN RU GHEW VHFXULWLHV VXEVFULSWLRQ ULJKWV WR SXUFKDVH RXU FRPPRQ VWRFN SUHIHUUHG VWRFN RU GHEW VHFXULWLHV DQGRU XQLWV FRQVLVWLQJ RI VRPH RU DOO RI WKHVH VHFXULWLHV LQ RQH RU PRUH RIIHULQJV DQG LQ DQ\



FRPELQDWLRQ ,Q FRQQHFWLRQ ZLWK WKH 6KHOI 5HJLVWUDWLRQ 6WDWHPHQW ZH HQWHUHG LQWR D 6DOHV $JUHHPHQW WKH ³6DOHV $JUHHPHQW´ ZLWK /HHULQN 3DUWQHUV //& ³/HHULQN´ UHODWLQJ WR WKH DSSOLFDEOH WHUPV RI DWWKHPDUNHW HTXLW\ RIIHULQJV WKH ³$70 )DFLOLW\´ SXUVXDQW WR ZKLFK ZH PD\ EXW DUH QRW REOLJDWHG WR RIIHU DQG VHOO IURP WLPH WR WLPH VKDUHV RI RXU FRPPRQ VWRFN ZLWK DQ DJJUHJDWH RIIHULQJ SULFH XS WR  PLOOLRQ WKURXJK /HHULQN DV VDOHV DJHQW LQ WKH $70 )DFLOLW\

'XULQJ WKH \HDU HQGHG 'HFHPEHU   ZH VROG DQ DJJUHJDWH RI  VKDUHV RI RXU FRPPRQ VWRFN WKURXJK RXU $70 )DFLOLW\ SXUVXDQW WR WKH 6DOHV $JUHHPHQW 7KH JURVV SURFHHGV IURP WKHVH VDOHV ZHUH DSSUR[LPDWHO\  PLOOLRQ EHIRUH GHGXFWLQJ VDOHV DJHQW FRPPLVVLRQ DQG RIIHULQJ FRVWV RI DSSUR[LPDWHO\  PLOOLRQ UHVXOWLQJ LQ QHW SURFHHGV RI DSSUR[LPDWHO\  PLOOLRQ

,Q -DQXDU\  ZH FRPSOHWHG DQ XQGHUZULWWHQ SXEOLF RIIHULQJ RI RXU FRPPRQ VWRFN LVVXLQJ  VKDUHV DW D SXEOLF RIIHULQJ SULFH RI  SHU VKDUH IRU QHW SURFHHGV RI  PLOOLRQ DIWHU XQGHUZULWLQJ GLVFRXQWV DQG FRPPLVVLRQV DQG HVWLPDWHG RIIHULQJ FRVWV WKH ³-DQXDU\  2IIHULQJ´ 7KH -DQXDU\  2IIHULQJ LQFOXGHG D GD\ RSWLRQ IRU WKH XQGHUZULWHUV WR SXUFKDVH XS WR  DGGLWLRQDO VKDUHV

,Q )HEUXDU\  ZH LVVXHG  VKDUHV RI RXU FRPPRQ VWRFN XSRQ H[HUFLVH RI WKH XQGHUZULWHUV¶ RSWLRQ LQ WKH -DQXDU\  2IIHULQJ UHVXOWLQJ LQ QHW SURFHHGV RI  PLOOLRQ QHW RI XQGHUZULWLQJ GLVFRXQWV DQG FRPPLVVLRQV

Cash Flows

7KH IROORZLQJ WDEOH SURYLGHV LQIRUPDWLRQ UHJDUGLQJ RXU FDVK IORZV IRU HDFK RI WKH SHULRGV SUHVHQWHG LQ WKRXVDQGV

	
	
	<HDUV (QGHG 'HFHPEHU 

	
	
	
	
	
	

	1HW FDVK XVHG LQ RSHUDWLQJ DFWLYLWLHV
	
	
	
	
	

	1HW FDVK XVHG LQ LQYHVWLQJ DFWLYLWLHV
	
	
	
	
	

	1HW FDVK SURYLGHG E\ ILQDQFLQJ DFWLYLWLHV
	
	
	
	
	

	(IIHFWV RI H[FKDQJH UDWH FKDQJHV RQ FDVK DQG FDVK HTXLYDOHQWV
	
	
	
	
	

	1HW LQFUHDVH GHFUHDVH LQ FDVK DQG FDVK HTXLYDOHQWV
	
	
	
	
	

	
	
	
	
	
	



Net Cash Used in Operating Activities





Net Cash Used in Investing Activities

1HW FDVK XVHG LQ LQYHVWLQJ DFWLYLWLHV IRU WKH \HDU HQGHG 'HFHPEHU   ZDV  PLOOLRQ DQG LQFOXGHG FDVK RXWIORZV RI  PLOOLRQ UHODWHG WR WKH SXUFKDVH RI PDUNHWDEOH VHFXULWLHV DV ZHOO DV  PLOOLRQ UHODWHG WR WKH SXUFKDVH RI SURSHUW\ DQG HTXLSPHQW 7KHVH FKDQJHV ZHUH SDUWLDOO\ RIIVHW E\ PDWXULWLHV RI PDUNHWDEOH VHFXULWLHV RI  PLOOLRQ

1HW FDVK XVHG LQ LQYHVWLQJ DFWLYLWLHV IRU WKH \HDU HQGHG 'HFHPEHU   ZDV  PLOOLRQ UHVXOWLQJ IURP  PLOOLRQ LQ SXUFKDVHV RI SURSHUW\ DQG HTXLSPHQW









Net Cash Provided by Financing Activities

1HW FDVK SURYLGHG E\ ILQDQFLQJ DFWLYLWLHV GXULQJ WKH \HDU HQGHG 'HFHPEHU   ZDV  PLOOLRQ GULYHQ SULPDULO\ E\  PLOOLRQ LQ QHW SURFHHGV IURP WKH LVVXDQFH RI FRPPRQ VWRFN WKURXJK RXU $ 70 IDFLOLW\ DIWHU FRPPLVVLRQV DQG LVVXDQFH FRVWV DQG  PLOOLRQ RI SURFHHGV IURP VWRFN RSWLRQ H[HUFLVHV 7KHVH DPRXQWV ZHUH SDUWLDOO\ RIIVHW E\  PLOOLRQ LQ SULQFLSDO SD\PHQWV RQ RXU 7HUP /RDQ DQG  PLOOLRQ RI GHIHUUHG RIIHULQJ FRVWV SDLG

1HW FDVK SURYLGHG E\ ILQDQFLQJ DFWLYLWLHV GXULQJ WKH \HDU HQGHG 'HFHPEHU   ZDV  PLOOLRQ UHVXOWLQJ IURP  PLOOLRQ LQ QHW SURFHHGV IURP RXU ,32  PLOOLRQ LQ QHW SURFHHGV IURP WKH VDOH RI RXU FRPPRQ VWRFN WKURXJK D SULYDWH SODFHPHQW WUDQVDFWLRQ  PLOOLRQ LQ QHW SURFHHGV IURP WKH LVVXDQFH DQG VDOH RI RXU 6HULHV ' UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN DQG  PLOOLRQ LQ SURFHHGV IURP VWRFN RSWLRQ H[HUFLVHV SDUWLDOO\ RIIVHW E\  PLOOLRQ LQ SULQFLSDO SD\PHQWV RQ RXU 7HUP /RDQ

Funding Requirements

2XU SULPDU\ XVHV RI FDSLWDO DUH DQG ZH H[SHFW ZLOO FRQWLQXH WR EH UHVHDUFK DQG GHYHORSPHQW VHUYLFHV FRPSHQVDWLRQ DQG UHODWHG H[SHQVHV DQG JHQHUDO RYHUKHDG FRVWV :H H[SHFW WR FRQWLQXH WR LQFXU VLJQLILFDQW H[SHQVHV DQG RSHUDWLQJ ORVVHV IRU WKH IRUHVHHDEOH IXWXUH

%DVHG RQ RXU FXUUHQW RSHUDWLQJ SODQ ZH HVWLPDWH WKDW RXU H[LVWLQJ FDVK FDVK HTXLYDOHQWV DQG PDUNHWDEOH VHFXULWLHV DV RI WKH ILOLQJ GDWH RI WKLV $QQXDO 5HSRUW ZLOO EH VXIILFLHQW WR IXQG RXU RSHUDWLRQV DQG FDSLWDO H[SHQVHV WKURXJK  +RZHYHU ZH KDYH EDVHG WKLV HVWLPDWH RQ DVVXPSWLRQV WKDW PD\ SURYH WR EH ZURQJ DQG ZH FRXOG H[KDXVW RXU DYDLODEOH FDSLWDO UHVRXUFHV VRRQHU WKDQ ZH H[SHFW

%HFDXVH RI WKH QXPHURXV ULVNV DQG XQFHUWDLQWLHV DVVRFLDWHG ZLWK UHVHDUFK GHYHORSPHQW DQG FRPPHUFLDOL]DWLRQ RI SURGXFW FDQGLGDWHV ZH DUH XQDEOH WR HVWLPDWH WKH H[DFW DPRXQW RI RXU ZRUNLQJ FDSLWDO UHTXLUHPHQWV 2XU IXWXUH IXQGLQJ UHTXLUHPHQWV ZLOO GHSHQG RQ DQG FRXOG LQFUHDVH VLJQLILFDQWO\ DV D UHVXOW RI PDQ\ IDFWRUV LQFOXGLQJ

· WKH WLPLQJ FRVW DQG SURJUHVV RI SUHFOLQLFDO DQG FOLQLFDO GHYHORSPHQW DFWLYLWLHV

· WKH FRVW RI UHJXODWRU\ VXEPLVVLRQV DQG WLPLQJ RI UHJXODWRU\ DSSURYDOV

· WKH QXPEHU DQG VFRSH RI SUHFOLQLFDO DQG FOLQLFDO SURJUDPV ZH GHFLGH WR SXUVXH

· WKH SURJUHVV RI WKH GHYHORSPHQW HIIRUWV RI SDUWLHV ZLWK ZKRP ZH PD\ LQ WKH IXWXUH HQWHU LQWR OLFHQVHV FROODERUDWLRQV RU RWKHU VWUDWHJLF SDUWQHUVKLSV

· WKH FDVK UHTXLUHPHQWV RI DQ\ IXWXUH DFTXLVLWLRQV RU GLVFRYHU\ RI SURGXFW FDQGLGDWHV

· RXU DELOLW\ WR HVWDEOLVK DQG PDLQWDLQ OLFHQVHV FROODERUDWLRQV RU RWKHU VWUDWHJLF SDUWQHUVKLSV ZLWK WKLUG SDUWLHV RQ IDYRUDEOH WHUPV LI DW DOO

· WKH FRVWV LQYROYHG LQ SURVHFXWLQJ DQG HQIRUFLQJ SDWHQW DQG RWKHU LQWHOOHFWXDO SURSHUW\ FODLPV

· WKH FRVWV RI PDQXIDFWXULQJ RXU SURGXFW FDQGLGDWHV E\ WKLUG SDUWLHV

· WKH FRVW RI FRPPHUFLDOL]DWLRQ DFWLYLWLHV RI DQ\ IXWXUH SURGXFW FDQGLGDWHV DUH DSSURYHG IRU VDOH LQFOXGLQJ PDUNHWLQJ VDOHV DQG GLVWULEXWLRQ FRVWV

· RXU HIIRUWV WR HQKDQFH RSHUDWLRQDO V\VWHPV DQG KLUH DGGLWLRQDO SHUVRQQHO LQFOXGLQJ SHUVRQQHO WR VXSSRUW GHYHORSPHQW RI RXU SURGXFW FDQGLGDWHV DQG

· RXU QHHG WR LPSOHPHQW DGGLWLRQDO LQWHUQDO V\VWHPV DQG LQIUDVWUXFWXUH LQFOXGLQJ ILQDQFLDO DQG UHSRUWLQJ V\VWHPV WR VDWLVI\ RXU REOLJDWLRQV DV D SXEOLF FRPSDQ\

$ FKDQJH LQ WKH RXWFRPH RI DQ\ RI WKHVH RU RWKHU YDULDEOHV ZLWK UHVSHFW WR WKH GHYHORSPHQW RI %*( RU DQ\ SURGXFW RU GHYHORSPHQW FDQGLGDWH ZH PD\ GHYHORS LQ WKH IXWXUH FRXOG VLJQLILFDQWO\ FKDQJH WKH FRVWV DQG WLPLQJ DVVRFLDWHG ZLWK RXU GHYHORSPHQW SODQV )XUWKHU RXU RSHUDWLQJ SODQV PD\ FKDQJH LQ WKH IXWXUH DQG ZH PD\ QHHG DGGLWLRQDO IXQGV WR PHHW RSHUDWLRQDO QHHGV DQG FDSLWDO UHTXLUHPHQWV DVVRFLDWHG ZLWK VXFK RSHUDWLQJ SODQV

8QWLO VXFK WLPH LI HYHU DV ZH FDQ JHQHUDWH VXEVWDQWLDO SURGXFW UHYHQXHV ZH H[SHFW WR ILQDQFH RXU FDVK QHHGV WKURXJK HTXLW\ RIIHULQJV GHEW ILQDQFLQJV RU RWKHU FDSLWDO VRXUFHV ZKLFK FRXOG LQFOXGH OLFHQVHV FROODERUDWLRQV RU RWKHU VWUDWHJLF SDUWQHUVKLSV :H FXUUHQWO\ KDYH QR FUHGLW IDFLOLW\ RU FRPPLWWHG VRXUFHV RI FDSLWDO $GHTXDWH DGGLWLRQDO IXQGV PD\ QRW EH





&RQWUDFWXDO 2EOLJDWLRQV DQG 2WKHU &RPPLWPHQWV

Lease Obligations

:H OHDVH RIILFH DQG ODE VSDFH DW RXU FRUSRUDWH KHDGTXDUWHUV LQ (PHU\YLOOH &$ WKH (PHU\YLOOH /HDVH 7KH (PHU\YLOOH OHDVH LV DFFRXQWHG IRU DV DQ RSHUDWLQJ OHDVH DQG H[SLUHV RQ )HEUXDU\   1RQFDQFHOODEOH EDVH UHQW OHDVH REOLJDWLRQV DV RI 'HFHPEHU   ZHUH  PLOOLRQ RI ZKLFK  PLOOLRQ LV GXH ZLWKLQ WKH QH[W  PRQWKV

Purchase and Other Obligations



&ULWLFDO $FFRXQWLQJ 3ROLFLHV DQG (VWLPDWHV

2XU PDQDJHPHQW¶

:KLOH RXU VLJQLILFDQW DFFRXQWLQJ SROLFLHV DUH PRUH IXOO\ GHVFULEHG LQ 1RWHV WR WKH &RQVROLGDWHG )LQDQFLDO 6WDWHPHQWV  1RWH  DSSHDULQJ HOVHZKHUH LQ WKLV $QQXDO 5HSRUW ZH EHOLHYH WKDW WKH IROORZLQJ DFFRXQWLQJ SROLFLHV DUH WKH PRVW FULWLFDO IRU IXOO\ XQGHUVWDQGLQJ DQG HYDOXDWLQJ RXU ILQDQFLDO FRQGLWLRQ DQG UHVXOWV RI RSHUDWLRQV

Accrued and Prepaid Research and Development Expenses



:H EDVH RXU H[SHQVHV UHODWHG WR UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV RQ RXU HVWLPDWHV RI WKH VHUYLFHV UHFHLYHG DQG HIIRUWV H[SHQGHG SXUVXDQW WR TXRWHV DQG FRQWUDFWV ZLWK YHQGRUV WKDW FRQGXFW UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV RQ RXU EHKDOI 7KH ILQDQFLDO WHUPV RI WKHVH DJUHHPHQWV DUH VXEMHFW WR QHJRWLDWLRQ YDU\ IURP FRQWUDFW WR FRQWUDFW DQG PD\ UHVXOW LQ





$OWKRXJK ZH GR QRW H[SHFW RXU HVWLPDWHV WR EH PDWHULDOO\ GLIIHUHQW IURP DPRXQWV LQFXUUHG LI RXU HVWLPDWHV RI WKH VWDWXV DQG WLPLQJ RI VHUYLFHV SHUIRUPHG GLIIHU IURP WKH DFWXDO VWDWXV DQG WLPLQJ RI VHUYLFHV SHUIRUPHG LW FRXOG UHVXOW LQ XV UHSRUWLQJ DPRXQWV WKDW DUH WRR KLJK RU WRR ORZ LQ DQ\ SDUWLFXODU SHULRG 7R GDWH WKHUH KDYH EHHQ QR PDWHULDO GLIIHUHQFHV EHWZHHQ RXU HVWLPDWHV RI VXFK H[SHQVHV DQG WKH DPRXQWV LQFXUUHG

Stock-Based Compensation




•


5LVN)UHH ,QWHUHVW 5DWH 7KH ULVNIUHH LQWHUHVW UDWH LV EDVHG RQ WKH 86 7UHDVXU\ ]HUR FRXSRQ LVVXHV LQ HIIHFW DW WKH WLPH RI JUDQW IRU SHULRGV FRUUHVSRQGLQJ ZLWK WKH H[SHFWHG WHUP RI RSWLRQ



•


([SHFWHG 7HUP 7KH H[SHFWHG WHUP RI RSWLRQV UHSUHVHQWV WKH DYHUDJH SHULRG WKH VWRFN RSWLRQV DUH H[SHFWHG WR UHPDLQ RXWVWDQGLQJ $V ZH GR QRW KDYH VXIILFLHQW KLVWRULFDO LQIRUPDWLRQ WR GHYHORS UHDVRQDEOH H[SHFWDWLRQV DERXW IXWXUH H[HUFLVH SDWWHUQV DQG SRVWYHVWLQJ HPSOR\PHQW WHUPLQDWLRQ EHKDYLRU WKH H[SHFWHG WHUP RI RSWLRQV JUDQWHG LV GHULYHG IURP WKH DYHUDJH PLGSRLQW EHWZHHQ WKH ZHLJKWHG DYHUDJH YHVWLQJ DQG WKH FRQWUDFWXDO WHUP DOVR NQRZQ DV WKH VLPSOLILHG PHWKRG



•





· ([SHFWHG 'LYLGHQG <LHOG :H KDYH QHYHU SDLG GLYLGHQGV RQ RXU FRPPRQ VWRFN DQG KDYH QR SODQV WR SD\ GLYLGHQGV RQ RXU FRPPRQ VWRFN 7KHUHIRUH ZH XVHG DQ H[SHFWHG GLYLGHQG \LHOG RI ]HUR


•


(VWLPDWHG )DLU 9DOXH RI &RPPRQ 6WRFN 3ULRU WR RXU ,32 WKH IDLU YDOXH RI WKH XQGHUO\LQJ FRPPRQ VWRFN DW WKH GDWH RI JUDQW ZDV GHWHUPLQHG EDVHG RQ D YDOXDWLRQ RI RXU FRPPRQ VWRFN 6XEVHTXHQW WR RXU ,32 WKH IDLU YDOXH RI WKH XQGHUO\LQJ FRPPRQ VWRFN LV GHWHUPLQHG EDVHG RQ WKH TXRWHG PDUNHW SULFH RI RXU FRPPRQ VWRFN RQ WKH 1$6'$4


6HH 1RWH  WR RXU DXGLWHG FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV LQFOXGHG HOVHZKHUH LQ WKLV $QQXDO 5HSRUW IRU LQIRUPDWLRQ FRQFHUQLQJ FHUWDLQ RI WKH VSHFLILF DVVXPSWLRQV ZH XVHG LQ DSSO\LQJ WKH %ODFN6FKROHV RSWLRQ SULFLQJ PRGHO WR GHWHUPLQH WKH HVWLPDWHG IDLU YDOXH RI RXU VWRFN RSWLRQV JUDQWHG LQ WKH \HDUV HQGHG 'HFHPEHU   DQG 



Revenue Recognition

2XU UHYHQXHV DUH JHQHUDWHG SULPDULO\ WKURXJK FROODERUDWLYH UHVHDUFK OLFHQVH GHYHORSPHQW DQG FRPPHUFLDOL]DWLRQ DJUHHPHQWV 7KH WHUPV RI WKHVH DJUHHPHQWV JHQHUDOO\ FRQWDLQ PXOWLSOH HOHPHQWV RU GHOLYHUDEOHV ZKLFK PD\ LQFOXGH L OLFHQVHV RU RSWLRQV WR REWDLQ OLFHQVHV WR XVH RXU WHFKQRORJ\ LL UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV WR EH SHUIRUPHG RQ





$6&  Revenue from Contracts with Customers

¶V GLVFUHWLRQ DUH JHQHUDOO\ FRQVLGHUHG RSWLRQV :H DVVHVV LI WKHVH RSWLRQV SURYLGH D PDWHULDO ULJKW WR WKH FXVWRPHU DQG LI VR WKHVH RSWLRQV DUH FRQVLGHUHG SHUIRUPDQFH REOLJDWLRQV 7KH H[HUFLVH RI D PDWHULDO ULJKW LV DFFRXQWHG IRU DV D FRQWUDFW PRGLILFDWLRQ IRU DFFRXQWLQJ SXUSRVHV

:H UHFRJQL]H DV UHYHQXH WKH DPRXQW RI WKH WUDQVDFWLRQ SULFH WKDW LV DOORFDWHG WR WKH UHVSHFWLYH SHUIRUPDQFH REOLJDWLRQ ZKHQ RU DV HDFK SHUIRUPDQFH REOLJDWLRQ LV VDWLVILHG DW D SRLQW LQ WLPH RU RYHU WLPH DQG LI RYHU WLPH WKLV LV EDVHG RQ WKH XVH RI DQ RXWSXW RU LQSXW PHWKRG



0LOHVWRQH 3D\PHQWV ± ,I DQ DUUDQJHPHQW LQFOXGHV GHYHORSPHQW DQG UHJXODWRU\ PLOHVWRQH SD\PHQWV ZH HYDOXDWH ZKHWKHU WKH PLOHVWRQHV DUH FRQVLGHUHG SUREDEOH RI EHLQJ UHDFKHG DQG HVWLPDWH WKH DPRXQW WR EH LQFOXGHG LQ WKH WUDQVDFWLRQ SULFH XVLQJ WKH PRVW OLNHO\ DPRXQW PHWKRG ,I LW LV SUREDEOH WKDW D VLJQLILFDQW UHYHQXH UHYHUVDO ZRXOG QRW RFFXU WKH DVVRFLDWHG PLOHVWRQH YDOXH LV LQFOXGHG LQ WKH WUDQVDFWLRQ SULFH 0LOHVWRQH SD\PHQWV WKDW DUH QRW ZLWKLQ RXU FRQWURO RU WKH OLFHQVHH¶V FRQWURO VXFK DV UHJXODWRU\ DSSURYDOV DUH JHQHUDOO\ QRW FRQVLGHUHG SUREDEOH RI EHLQJ DFKLHYHG XQWLO WKRVH DSSURYDOV DUH UHFHLYHG

5R\DOWLHV ±

&ROODERUDWLYH $UUDQJHPHQWV ±






:H DQDO\]H RXU FROODERUDWLRQ DUUDQJHPHQWV WR DVVHVV ZKHWKHU WKH\ DUH ZLWKLQ WKH VFRSH RI $6&  Collaborative Arrangements

5HYHQXH UHODWHG WR SHUIRUPDQFH REOLJDWLRQV VDWLVILHG RYHU WLPH FRXOG EH PDWHULDOO\ LPSDFWHG DV D UHVXOW RI FKDQJHV LQ WKH HVWLPDWHG UHVHDUFK HIIRUW WR VDWLVI\ SHUIRUPDQFH REOLJDWLRQV RU FKDQJHV LQ WKH WUDQVDFWLRQ SULFH UHODWHG WR YDULDEOH FRQVLGHUDWLRQ ,Q WKH \HDU HQGHG 'HFHPEHU   ZH GLG QRW UHFRUG DQ\ FXPXODWLYH FDWFKXS DGMXVWPHQWV RQ FRQWUDFWV

(PHUJLQJ *URZWK &RPSDQ\ DQG 6PDOOHU 5HSRUWLQJ &RPSDQ\ 6WDWXV

8QGHU 6HFWLRQ E RI WKH -2%6 $FW DQ ³HPHUJLQJ JURZWK FRPSDQ\´³HPHUJLQJ JURZWK FRPSDQ\´ XQWLO WKH HDUOLHVW RI WKH IROORZLQJ L WKH ODVW GD\ RI WKH ILVFDO \HDU IROORZLQJ WKH ILIWK DQQLYHUVDU\ RI WKH GDWH RI WKH FRPSOHWLRQ RI RXU ,32 LL WKH ODVW GD\ RI WKH ILVFDO \HDU LQ ZKLFK RXU WRWDO DQQXDO JURVV UHYHQXH LV HTXDO WR RU PRUH WKDQ  ELOOLRQ LLL WKH GDWH RQ ZKLFK ZH KDYH LVVXHG PRUH WKDQ  ELOOLRQ LQ QRQFRQYHUWLEOH GHEW GXULQJ WKH SUHYLRXV WKUHH \HDUV RU LY WKH GDWH RQ ZKLFK ZH DUH GHHPHG WR EH D ODUJH DFFHOHUDWHG ILOHU XQGHU WKH UXOHV RI WKH 6(&

:H DUH DOVR D ³VPDOOHU UHSRUWLQJ FRPSDQ\´ PHDQLQJ WKDW WKH PDUNHW YDOXH RI RXU VWRFN KHOG E\ QRQDIILOLDWHV LV OHVV WKDQ  PLOOLRQ DQG RXU DQQXDO UHYHQXH LV OHVV WKDQ  PLOOLRQ GXULQJ WKH PRVW UHFHQWO\ FRPSOHWHG ILVFDO \HDU :H ZLOO FRQWLQXH WR EH D VPDOOHU UHSRUWLQJ FRPSDQ\ LI HLWKHU L WKH PDUNHW YDOXH RI RXU VWRFN KHOG E\ QRQDIILOLDWHV LV OHVV WKDQ  PLOOLRQ RU LL RXU DQQXDO UHYHQXH LV OHVV WKDQ  PLOOLRQ GXULQJ WKH PRVW UHFHQWO\ FRPSOHWHG ILVFDO \HDU DQG WKH PDUNHW YDOXH RI RXU VWRFN KHOG E\ QRQDIILOLDWHV LV OHVV WKDQ  PLOOLRQ



























,WHP $ 4XDQWLWDWLYH DQG 4XDOLWDWLYH 'LVFORVXUHV $ERXW 0DUNHW 5LVN

:H DUH D VPDOOHU UHSRUWLQJ FRPSDQ\ DV GHILQHG E\ 5XOH E XQGHU WKH ([FKDQJH $FW DQG DUH QRW UHTXLUHG WR SURYLGH WKH LQIRUPDWLRQ RWKHUZLVH UHTXLUHG XQGHU WKLV LWHP

,WHP  )LQDQFLDO 6WDWHPHQWV DQG 6XSSOHPHQWDU\ 'DWD

7KH ILQDQFLDO VWDWHPHQWV UHTXLUHG WR EH ILOHG SXUVXDQW WR WKLV ,WHP  DUH DSSHQGHG WR WKLV UHSRUW DQG DUH LQFRUSRUDWHG KHUHLQ E\ UHIHUHQFH $Q LQGH[ RI WKRVH ILQDQFLDO VWDWHPHQWV LV IRXQG LQ ,WHP  RI 3DUW ,9 RI WKLV $QQXDO 5HSRUW RQ )RUP  .

,WHP  &KDQJHV LQ DQG 'LVDJUHHPHQWV	LWK $FFRXQWDQWV RQ $FFRXQWLQJ DQG )LQDQFLDO 'LVFORVXUH

1RQH

,WHP $ &RQWUROV DQG 3URFHGXUHV

(YDOXDWLRQ RI GLVFORVXUH FRQWUROV DQG SURFHGXUHV

¶

0DQDJHPHQW¶V DQQXDO UHSRUW RQ LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ

2XU PDQDJHPHQW ZLWK WKH SDUWLFLSDWLRQ RI RXU SULQFLSDO H[HFXWLYH RIILFHU DQG RXU SULQFLSDO ILQDQFLDO RIILFHU LV UHVSRQVLEOH IRU HVWDEOLVKLQJ DQG PDLQWDLQLQJ DGHTXDWH LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ DV GHILQHG LQ 5XOHV DI DQG GI XQGHU WKH ([FKDQJH $FW 2XU PDQDJHPHQW FRQGXFWHG DQ DVVHVVPHQW RI WKH HIIHFWLYHQHVV RI RXU LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ EDVHG RQ WKH FULWHULD VHW IRUWK LQ ³,QWHUQDO &RQWURO±,QWHJUDWHG )UDPHZRUN ´ LVVXHG E\ WKH &RPPLWWHH RI 6SRQVRULQJ 2UJDQL]DWLRQV RI WKH 7UHDGZD\ &RPPLVVLRQ %DVHG RQ WKLV DVVHVVPHQW PDQDJHPHQW FRQFOXGHG WKDW DV RI 'HFHPEHU   RXU LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ ZDV HIIHFWLYH

$WWHVWDWLRQ 5HSRUW RI WKH 5HJLVWHUHG 3XEOLF $FFRXQWLQJ )LUP

7KLV $QQXDO 5HSRUW RQ )RUP . GRHV QRW LQFOXGH DQ DWWHVWDWLRQ UHSRUW RI RXU LQGHSHQGHQW UHJLVWHUHG SXEOLF DFFRXQWLQJ ILUP UHJDUGLQJ LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ )RU DV ORQJ DV ZH UHPDLQ D ³VPDOOHU UHSRUWLQJ FRPSDQ\´ DV GHILQHG LQ ,WHP I RI 5HJXODWLRQ 6. DQG D QRQDFFHOHUDWHG ILOHU DV GHILQHG LQ WKH ([FKDQJH $FW ZH LQWHQG WR WDNH DGYDQWDJH RI WKH H[HPSWLRQ SHUPLWWLQJ XV QRW WR FRPSO\ ZLWK WKH UHTXLUHPHQW WKDW RXU LQGHSHQGHQW UHJLVWHUHG SXEOLF DFFRXQWLQJ ILUP SURYLGH DQ DWWHVWDWLRQ RQ WKH HIIHFWLYHQHVV RI RXU LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ

&KDQJHV LQ LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ

7KHUH KDYH EHHQ QR FKDQJHV LQ RXU LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ DV GHILQHG LQ 5XOHV DI DQG G I RI WKH ([FKDQJH $FW GXULQJ WKH \HDU HQGHG 'HFHPEHU   WKDW KDYH PDWHULDOO\ DIIHFWHG RU DUH UHDVRQDEO\ OLNHO\ WR PDWHULDOO\ DIIHFW RXU LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ










,WHP % 2WKHU ,QIRUPDWLRQ

10b5-1 Plans

2Q 'HFHPEHU   6KDQH %DUWRQ &3$ WKH &RPSDQ\¶V 3ULQFLSDO $FFRXQWLQJ 2IILFHU DGRSWHG D 5XOH E WUDGLQJ SODQ 0U %DUWRQV 5XOH E WUDGLQJ SODQ LV LQWHQGHG WR VDWLVI\ WKH DIILUPDWLYH GHIHQVH FRQGLWLRQV RI 5XOH EF DQG SURYLGHV IRU WKH SRWHQWLDO VDOH RI XS WR  VKDUHV RI WKH &RPSDQ\¶V FRPPRQ VWRFN KHOG E\ 0U %DUWRQ DW D PLQLPXP SULFH RI  SHU VKDUH XQWLO -XQH   0U %DUWRQV 5XOH E WUDGLQJ SODQ DOVR SURYLGHV IRU WKH SRWHQWLDO H[HUFLVH DQG VDOH RI XS WR  VKDUHV RI WKH &RPSDQ\¶V FRPPRQ VWRFN VXEMHFW WR D VWRFN RSWLRQ KHOG E\ 0U %DUWRQ DW D PLQLPXP SULFH RI  SHU VKDUH XQWLO -XQH  

7KH 5XOH E SODQ OLVWHG DERYH HDFK LQFOXGHG D UHSUHVHQWDWLRQ IURP WKH GLUHFWRU RU RIILFHU WR WKH EURNHU DGPLQLVWHULQJ WKH SODQ WKDW WKH\ ZHUH QRW LQ SRVVHVVLRQ RI DQ\ PDWHULDO QRQSXEOLF LQIRUPDWLRQ UHJDUGLQJ WKH &RPSDQ\ RU WKH VHFXULWLHV VXEMHFW WR WKH SODQ $ VLPLODU UHSUHVHQWDWLRQ ZDV PDGH WR WKH &RPSDQ\ E\ HDFK GLUHFWRU RU RIILFHU LQ D FHUWLILFDWLRQ SURYLGHG WR XV LQ FRQQHFWLRQ ZLWK WKH DGRSWLRQ RI WKH SODQ XQGHU WKH &RPSDQ\¶V LQVLGHU WUDGLQJ SROLF\ 7KRVH UHSUHVHQWDWLRQV ZHUH PDGH DV RI WKH GDWH RI DGRSWLRQ RI HDFK E SODQ RU FHUWLILFDWLRQ DV DSSOLFDEOH DQG VSHDN RQO\ DV RI WKRVH GDWHV ,Q PDNLQJ WKRVH UHSUHVHQWDWLRQV WKHUH LV QR DVVXUDQFH ZLWK UHVSHFW WR DQ\ PDWHULDO QRQSXEOLF LQIRUPDWLRQ RI ZKLFK WKH GLUHFWRU RU RIILFHU ZDV XQDZDUH RU ZLWK UHVSHFW WR DQ\ PDWHULDO QRQSXEOLF LQIRUPDWLRQ DFTXLUHG E\ WKH GLUHFWRU RU RIILFHU RU WKH &RPSDQ\ DIWHU WKH DSSOLFDEOH GDWH RI WKH UHSUHVHQWDWLRQ

,WHP & 'LVFORVXUH 5HJDUGLQJ )RUHLJQ -XULVGLFWLRQV WKDW 3UHYHQW ,QVSHFWLRQV

1RW DSSOLFDEOH













































3$57 ,,,

,WHP  'LUHFWRUV ([HFXWLYH 2IILFHUV DQG &RUSRUDWH *RYHUQDQFH

&HUWDLQ LQIRUPDWLRQ UHTXLUHG E\ WKLV LWHP ZLOO EH LQFOXGHG LQ RXU GHILQLWLYH SUR[\ VWDWHPHQW  3UR[\ 6WDWHPHQW WR EH ILOHG ZLWK WKH 6(& ZLWKLQ  GD\V RI WKH HQG RI RXU ILVFDO \HDU FRYHUHG E\ WKLV $QQXDO 5HSRUW RQ )RUP . DQG LV LQFRUSRUDWHG KHUHLQ E\ UHIHUHQFH

,QVLGHU 7UDGLQJ $UUDQJHPHQWV DQG 3ROLFLHV



&RGH RI &RQGXFW

:H KDYH DGRSWHG D &RGH RI &RQGXFW WKDW DSSOLHV WR DOO RI RXU RIILFHUV GLUHFWRUV DQG HPSOR\HHV LQFOXGLQJ RXU SULQFLSDO H[HFXWLYH RIILFHU SULQFLSDO ILQDQFLDO RIILFHU SULQFLSDO DFFRXQWLQJ RIILFHU DQG FRQWUROOHU RU SHUVRQV SHUIRUPLQJ VLPLODU IXQFWLRQV ZKLFK LV SRVWHG RQ RXU ZHEVLWH 2XU &RGH RI &RQGXFW LV D ³FRGH RI HWKLFV´ DV GHILQHG LQ ,WHP E RI 5HJXODWLRQ 6. :H ZLOO PDNH DQ\ OHJDOO\ UHTXLUHG GLVFORVXUHV UHJDUGLQJ DPHQGPHQWV WR RU ZDLYHUV RI SURYLVLRQV RI RXU &RGH RI &RQGXFW RQ RXU ZHEVLWH 7KH LQIRUPDWLRQ FRQWDLQHG RQ RU DFFHVVLEOH IURP RXU ZHEVLWH LV QRW SDUW RI WKLV $QQXDO 5HSRUW RQ )RUP . E\ UHIHUHQFH RU RWKHUZLVH

7KH UHPDLQLQJ LQIRUPDWLRQ UHTXLUHG E\ WKLV LWHP ZLOO EH LQFOXGHG LQ RXU  3UR[\ 6WDWHPHQW WR EH ILOHG ZLWK WKH 6(& ZLWKLQ  GD\V RI WKH HQG RI RXU ILVFDO \HDU FRYHUHG E\ WKLV $QQXDO 5HSRUW RQ )RUP . DQG LV LQFRUSRUDWHG KHUHLQ E\ UHIHUHQFH

,WHP  ([HFXWLYH &RPSHQVDWLRQ

7KH LQIRUPDWLRQ UHTXLUHG E\ WKLV LWHP ZLOO EH LQFOXGHG LQ RXU  3UR[\ 6WDWHPHQW WR EH ILOHG ZLWK WKH 6(& ZLWKLQ  GD\V RI WKH HQG RI RXU ILVFDO \HDU FRYHUHG E\ WKLV $QQXDO 5HSRUW RQ )RUP . DQG LV LQFRUSRUDWHG KHUHLQ E\ UHIHUHQFH

,WHP  6HFXULW\ 2ZQHUVKLS RI &HUWDLQ %HQHILFLDO 2ZQHUV DQG 0DQDJHPHQW DQG 5HODWHG 6WRFNKROGHU 0DWWHUV

7KH LQIRUPDWLRQ UHTXLUHG E\ WKLV LWHP ZLOO EH LQFOXGHG LQ RXU  3UR[\ 6WDWHPHQW WR EH ILOHG ZLWK WKH 6(& ZLWKLQ  GD\V RI WKH HQG RI RXU ILVFDO \HDU FRYHUHG E\ WKLV $QQXDO 5HSRUW RQ )RUP . DQG LV LQFRUSRUDWHG KHUHLQ E\ UHIHUHQFH

,WHP  &HUWDLQ 5HODWLRQVKLSV DQG 5HODWHG 7UDQVDFWLRQV DQG 'LUHFWRU ,QGHSHQGHQFH

7KH LQIRUPDWLRQ UHTXLUHG E\ WKLV LWHP ZLOO EH LQFOXGHG LQ RXU  3UR[\ 6WDWHPHQW WR EH ILOHG ZLWK WKH 6(& ZLWKLQ  GD\V RI WKH HQG RI RXU ILVFDO \HDU FRYHUHG E\ WKLV $QQXDO 5HSRUW RQ )RUP . DQG LV LQFRUSRUDWHG KHUHLQ E\ UHIHUHQFH

,WHP  3ULQFLSDO $FFRXQWLQJ )HHV DQG 6HUYLFHV

7KH LQIRUPDWLRQ UHTXLUHG E\ WKLV LWHP ZLOO EH LQFOXGHG LQ RXU  3UR[\ 6WDWHPHQW WR EH ILOHG ZLWK WKH 6(& ZLWKLQ  GD\V RI WKH HQG RI RXU ILVFDO \HDU FRYHUHG E\ WKLV $QQXDO 5HSRUW RQ )RUP . DQG LV LQFRUSRUDWHG KHUHLQ E\ UHIHUHQFH












3$57 ,9

,WHP  ([KLELWV )LQDQFLDO 6WDWHPHQW 6FKHGXOHV

D )LQDQFLDO 6WDWHPHQWV

7KH IROORZLQJ GRFXPHQWV DUH LQFOXGHG RQ SDJHV ) WKURXJK ) DWWDFKHG KHUHWR DQG DUH ILOHG DV SDUW RI WKLV $QQXDO 5HSRUW RQ )RUP .


,1'(; 72 &2162/,'$7(' ),1$1&,$/ 67$7(0(176


5HSRUW RI ,QGHSHQGHQW 5HJLVWHUHG 3XEOLF $FFRXQWLQJ )LUP &RQVROLGDWHG %DODQFH 6KHHWV DV RI 'HFHPEHU   DQG 

&RQVROLGDWHG 6WDWHPHQWV RI 2SHUDWLRQV DQG &RPSUHKHQVLYH /RVV IRU WKH <HDUV HQGHG 'HFHPEHU   DQG 

&RQVROLGDWHG 6WDWHPHQWV RI 5HGHHPDEOH &RQYHUWLEOH 3UHIHUUHG 6WRFN DQG 6WRFNKROGHUV¶ (TXLW\ 'HILFLW IRU WKH <HDUV HQGHG 'HFHPEHU   DQG 

&RQVROLGDWHG 6WDWHPHQWV RI &DVK )ORZV IRU WKH <HDUV HQGHG 'HFHPEHU   DQG  1RWHV WR &RQVROLGDWHG )LQDQFLDO 6WDWHPHQWV

D )LQDQFLDO 6WDWHPHQW 6FKHGXOHV






)

)

)

)

)

)



$OO ILQDQFLDO VWDWHPHQW VFKHGXOHV KDYH EHHQ RPLWWHG EHFDXVH WKH\ DUH QRW DSSOLFDEOH QRW UHTXLUHG RU WKH LQIRUPDWLRQ UHTXLUHG LV VKRZQ LQ WKH ILQDQFLDO VWDWHPHQWV RU WKH QRWHV WKHUHWR

D ([KLELWV

7KH IROORZLQJ LV D OLVW RI H[KLELWV ILOHG IXUQLVKHG RU LQFRUSRUDWHG E\ UHIHUHQFH DV SDUW RI WKLV $QQXDO 5HSRUW RQ )RUP

.
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3XUVXDQW WR WKH UHTXLUHPHQWV RI 6HFWLRQ  RU G RI WKH 6HFXULWLHV ([FKDQJH $FW RI  DV DPHQGHG WKH 5HJLVWUDQW KDV GXO\ FDXVHG WKLV 5HSRUW WR EH VLJQHG RQ LWV EHKDOI E\ WKH XQGHUVLJQHG WKHUHXQWR GXO\ DXWKRUL]HG

	
	%LR$JH /DEV ,QF

	'DWH 0DUFK  
	%\
	V .ULVWHQ )RUWQH\

	
	
	.ULVWHQ )RUWQH\ 3K'

	
	
	&KLHI ([HFXWLYH 2IILFHU 3UHVLGHQW DQG 'LUHFWRU

	
	
	3ULQFLSDO ([HFXWLYH 2IILFHU

	
	%\
	V 'RY *ROGVWHLQ

	
	
	'RY *ROGVWHLQ 0'


&KLHI )LQDQFLDO 2IILFHU

3ULQFLSDO )LQDQFLDO 2IILFHU
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3XUVXDQW WR WKH UHTXLUHPHQWV RI WKH 6HFXULWLHV ([FKDQJH $FW RI  DV DPHQGHG WKLV 5HSRUW KDV EHHQ VLJQHG EHORZ E\ WKH IROORZLQJ SHUVRQV RQ EHKDOI RI WKH 5HJLVWUDQW LQ WKH FDSDFLWLHV DQG RQ WKH GDWHV LQGLFDWHG

	1DPH
	
	7LWOH
	
	'DWH

	V .ULVWHQ )RUWQH\
	
	&KLHI ([HFXWLYH 2IILFHU 3UHVLGHQW DQG 'LUHFWRU
	
	0DUFK  

	.ULVWHQ )RUWQH\ 3K'
	
	3ULQFLSDO ([HFXWLYH 2IILFHU
	
	

	V 'RY *ROGVWHLQ
	
	&KLHI )LQDQFLDO 2IILFHU
	
	0DUFK  

	'RY *ROGVWHLQ 0'
	
	3ULQFLSDO )LQDQFLDO 2IILFHU
	
	

	V 6KDQH %DUWRQ
	
	6HQLRU 9LFH 3UHVLGHQW RI )LQDQFH DQG $FFRXQWLQJ
	
	0DUFK  

	6KDQH %DUWRQ &3$
	
	3ULQFLSDO $FFRXQWLQJ 2IILFHU
	
	

	V (ULF 0RUJHQ
	
	&KLHI 2SHUDWLQJ 2IILFHU DQG 'LUHFWRU
	
	0DUFK  

	(ULF 0RUJHQ 0'
	
	
	
	

	V -HDQ3LHUUH *DUQLHU
	
	&KDLU RI WKH %RDUG DQG 'LUHFWRU
	
	0DUFK  

	-HDQ3LHUUH *DUQLHU 3K'
	
	
	
	

	V 0LFKDHO 'DYLGVRQ
	
	'LUHFWRU
	
	0DUFK  

	0LFKDHO 'DYLGVRQ 0'
	
	
	
	

	V 3DWULFN (QULJKW
	
	'LUHFWRU
	
	0DUFK  

	3DWULFN (QULJKW 0%$
	
	
	
	

	V -DPHV +HDO\
	
	'LUHFWRU
	
	0DUFK  

	-DPHV +HDO\ 0' 3K'
	
	
	
	

	V 5HNKD +HPUDMDQL
	
	'LUHFWRU
	
	0DUFK  

	5HNKD +HPUDMDQL 0%$
	
	
	
	

	V 9LMD\ 3DQGH
	
	'LUHFWRU
	
	0DUFK  

	9LMD\ 3DQGH 3K'
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5HSRUW RI ,QGHSHQGHQW 5HJLVWHUHG 3XEOLF $FFRXQWLQJ )LUP

7R WKH 6WRFNKROGHUV DQG WKH %RDUG RI 'LUHFWRUV

%LR$JH /DEV ,QF

Opinion on the Consolidated Financial Statements

:H KDYH DXGLWHG WKH DFFRPSDQ\LQJ FRQVROLGDWHG EDODQFH VKHHWV RI %LR$JH /DEV ,QF DQG VXEVLGLDU\ WKH &RPSDQ\ DV RI 'HFHPEHU   DQG  WKH UHODWHG FRQVROLGDWHG VWDWHPHQWV RI RSHUDWLRQV DQG FRPSUHKHQVLYH ORVV UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN DQG VWRFNKROGHUV¶ HTXLW\ GHILFLW DQG FDVK IORZV IRU HDFK RI WKH \HDUV LQ WKH WZR\HDU SHULRG HQGHG 'HFHPEHU   DQG WKH UHODWHG QRWHV FROOHFWLYHO\ WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV ,Q RXU RSLQLRQ WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV SUHVHQW IDLUO\ LQ DOO PDWHULDO UHVSHFWV WKH ILQDQFLDO SRVLWLRQ RI WKH &RPSDQ\ DV RI 'HFHPEHU   DQG  DQG WKH UHVXOWV RI LWV RSHUDWLRQV DQG LWV FDVK IORZV IRU HDFK RI WKH \HDUV LQ WKH WZR\HDU SHULRG HQGHG 'HFHPEHU   LQ FRQIRUPLW\ ZLWK 86 JHQHUDOO\ DFFHSWHG DFFRXQWLQJ SULQFLSOHV

Basis for Opinion

7KHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV DUH WKH UHVSRQVLELOLW\ RI WKH &RPSDQ\¶V PDQDJHPHQW 2XU UHVSRQVLELOLW\ LV WR H[SUHVV DQ RSLQLRQ RQ WKHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV EDVHG RQ RXU DXGLWV :H DUH D SXEOLF DFFRXQWLQJ ILUP UHJLVWHUHG ZLWK WKH 3XEOLF &RPSDQ\ $FFRXQWLQJ 2YHUVLJKW %RDUG 8QLWHG 6WDWHV 3&$2% DQG DUH UHTXLUHG WR EH LQGHSHQGHQW ZLWK UHVSHFW WR WKH &RPSDQ\ LQ DFFRUGDQFH ZLWK WKH 86 IHGHUDO VHFXULWLHV ODZV DQG WKH DSSOLFDEOH UXOHV DQG UHJXODWLRQV RI WKH 6HFXULWLHV DQG ([FKDQJH &RPPLVVLRQ DQG WKH 3&$2%

¶V LQWHUQDO FRQWURO RYHU ILQDQFLDO UHSRUWLQJ $FFRUGLQJO\ ZH H[SUHVV QR VXFK RSLQLRQ



V .30* //3

:H KDYH VHUYHG DV WKH &RPSDQ\¶V DXGLWRU VLQFH 

6DQ )UDQFLVFR &DOLIRUQLD

0DUFK  





















)

%,2$*( /$%6 ,1&

&RQVROLGDWHG %DODQFH 6KHHWV
LQ WKRXVDQGV H[FHSW VKDUH DQG SHU VKDUH LQIRUPDWLRQ

	
	
	
	'HFHPEHU 
	
	
	'HFHPEHU 
	

	
	
	
	
	
	
	
	

	$VVHWV
	
	
	
	
	
	
	

	&XUUHQW $VVHWV
	
	
	
	
	
	
	

	&DVK DQG FDVK HTXLYDOHQWV
	
	
	
	
	

	0DUNHWDEOH VHFXULWLHV FXUUHQW
	
	
	
	
	
	
	

	$FFRXQWV UHFHLYDEOH
	
	
	
	
	
	
	

	3UHSDLG H[SHQVHV DQG RWKHU FXUUHQW DVVHWV
	
	
	
	
	
	
	

	7RWDO FXUUHQW DVVHWV
	
	
	
	
	
	
	

	,QYHVWPHQWV
	
	
	
	
	
	
	

	0DUNHWDEOH VHFXULWLHV
	
	
	
	
	
	
	

	3URSHUW\ DQG HTXLSPHQW QHW
	
	
	
	
	
	
	

	2SHUDWLQJ OHDVH ULJKWRIXVH DVVHWV
	
	
	
	
	
	
	

	2WKHU DVVHWV
	
	
	
	
	
	
	

	7RWDO DVVHWV
	
	
	
	
	
	
	

	/LDELOLWLHV
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	&XUUHQW /LDELOLWLHV
	
	
	
	
	
	
	

	$FFRXQWV SD\DEOH
	
	
	
	
	

	$FFUXHG H[SHQVHV DQG RWKHU FXUUHQW OLDELOLWLHV
	
	
	
	
	
	
	

	&XUUHQW SRUWLRQ RI WHUP ORDQ
	
	
	
	
	
	
	

	2SHUDWLQJ OHDVH OLDELOLWLHV FXUUHQW
	
	
	
	
	
	
	

	'HIHUUHG UHYHQXH FXUUHQW
	
	
	
	
	
	
	

	7RWDO FXUUHQW OLDELOLWLHV
	
	
	
	
	
	
	

	'HIHUUHG UHYHQXH
	
	
	
	
	
	
	

	7HUP ORDQ
	
	
	
	
	
	
	

	:DUUDQW OLDELOLW\
	
	
	
	
	
	
	

	2SHUDWLQJ OHDVH OLDELOLWLHV
	
	
	
	
	
	
	

	7RWDO OLDELOLWLHV
	
	
	
	
	
	
	

	&RPPLWPHQWV DQG &RQWLQJHQFLHV 1RWH 
	
	
	
	
	
	
	

	6WRFNKROGHUV¶ (TXLW\
	
	
	
	
	
	
	

	3UHIHUUHG VWRFN  SDU YDOXH  VKDUHV DXWKRUL]HG DV RI
	
	
	
	
	
	
	

	'HFHPEHU   DQG 'HFHPEHU   QR VKDUHV LVVXHG DQG RXWVWDQGLQJ DV
	
	
	
	
	
	
	

	RI 'HFHPEHU   DQG 'HFHPEHU  
	
	
	
	
	
	
	

	&RPPRQ VWRFN  SDU YDOXH  VKDUHV DXWKRUL]HG DV RI
	
	
	
	
	
	
	

	'HFHPEHU   DQG 'HFHPEHU    DQG  VKDUHV
	
	
	
	
	
	
	

	LVVXHG DQG RXWVWDQGLQJ DV RI 'HFHPEHU   DQG 'HFHPEHU  
	
	
	
	
	
	
	

	UHVSHFWLYHO\
	
	
	
	
	
	
	

	$GGLWLRQDO SDLGLQFDSLWDO
	
	
	
	
	
	
	

	$FFXPXODWHG RWKHU FRPSUHKHQVLYH LQFRPH
	
	
	
	
	
	
	

	$FFXPXODWHG GHILFLW
	
	
	
	
	
	
	

	7RWDO VWRFNKROGHUV¶ HTXLW\
	
	
	
	
	
	
	

	7RWDO OLDELOLWLHV DQG VWRFNKROGHUV¶ HTXLW\
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	



7KH DFFRPSDQ\LQJ QRWHV DUH DQ LQWHJUDO SDUW RI WKHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV










)

%,2$*( /$%6 ,1&

&RQVROLGDWHG 6WDWHPHQWV RI 2SHUDWLRQV DQG &RPSUHKHQVLYH /RVV
LQ WKRXVDQGV H[FHSW VKDUH DQG SHU VKDUH LQIRUPDWLRQ

	
	
	
	)RU WKH <HDU (QGHG
	

	
	
	
	'HFHPEHU 
	
	

	&ROODERUDWLRQ 5HYHQXH
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	2SHUDWLQJ H[SHQVHV
	
	
	
	
	
	
	

	5HVHDUFK DQG GHYHORSPHQW
	
	
	
	
	
	
	

	*HQHUDO DQG DGPLQLVWUDWLYH
	
	
	
	
	
	
	

	7RWDO RSHUDWLQJ H[SHQVHV
	
	
	
	
	
	
	

	/RVV IURP RSHUDWLRQV
	
	
	
	
	
	
	

	2WKHU LQFRPH H[SHQVH QHW
	
	
	
	
	
	
	

	,QWHUHVW H[SHQVH
	
	
	
	
	
	
	

	,QWHUHVW DQG RWKHU LQFRPH H[SHQVH QHW
	
	
	
	
	
	
	

	*DLQ ORVV IURP FKDQJHV LQ IDLU YDOXH RI ZDUUDQWV
	
	
	
	
	
	
	

	/RVV RQ H[WLQJXLVKPHQW RI GHEW
	
	
	
	
	
	
	

	7RWDO RWKHU LQFRPH H[SHQVH QHW
	
	
	
	
	
	
	

	1HW ORVV
	
	
	
	
	
	
	

	1HW ORVV SHU VKDUH DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV EDVLF DQG GLOXWHG
	
	
	
	
	
	
	

	:HLJKWHGDYHUDJH FRPPRQ VKDUHV RXWVWDQGLQJ EDVLF DQG GLOXWLYH
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	&RPSUHKHQVLYH ORVV
	
	
	
	
	
	
	

	1HW ORVV
	
	
	
	
	
	
	

	8QUHDOL]HG KROGLQJ JDLQV RQ DYDLODEOHIRUVDOH LQYHVWPHQWV
	
	
	
	
	
	
	

	)RUHLJQ FXUUHQF\ WUDQVODWLRQ DGMXVWPHQW
	
	
	
	
	
	
	

	7RWDO RWKHU FRPSUHKHQVLYH LQFRPH
	
	
	
	
	
	
	

	7RWDO FRPSUHKHQVLYH ORVV
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	



7KH DFFRPSDQ\LQJ QRWHV DUH DQ LQWHJUDO SDUW RI WKHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV
































)

%,2$*( /$%6 ,1&

&RQVROLGDWHG 6WDWHPHQWV RI 5HGHHPDEOH &RQYHUWLEOH 3UHIHUUHG 6WRFN DQG 6WRFNKROGHUV¶ (TXLW\ 'HILFLW
LQ WKRXVDQGV H[FHSW VKDUH LQIRUPDWLRQ

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	$FFXPXODWHG
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	5HGHHPDEOH &RQYHUWLEOH
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	$GGLWLRQDO
	
	
	
	
	2WKHU
	
	
	
	
	
	
	
	
	
	
	
	
	7RWDO

	
	
	
	3UHIHUUHG 6WRFN
	
	
	
	
	
	
	
	&RPPRQ VWRFN
	
	
	
	
	
	3DLG,Q
	
	
	
	
	&RPSUHKHQVLYH
	
	
	
	
	
	
	$FFXPXODWHG
	
	
	
	
	
	6WRFNKROGHUV

	
	
	
	6KDUHV
	
	
	
	
	$PRXQW
	
	
	
	
	
	
	6KDUHV
	
	
	
	
	$PRXQW
	
	
	
	
	
	&DSLWDO
	
	
	
	
	,QFRPH
	
	
	
	
	
	
	'HILFLW
	
	
	
	
	
	(TXLW\ 'HILFLW

	%DODQFH 'HFHPEHU  
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	,VVXDQFH RI FRPPRQ VKDUHV WKURXJK LQLWLDO SXEOLF
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	RIIHULQJ QHW RI XQGHUZULWLQJ GLVFRXQWV FRPPLVVLRQV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	DQG LVVXDQFH FRVWV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	,VVXDQFH RI FRPPRQ VKDUHV WKURXJK FRQFXUUHQW SULYDWH
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SODFHPHQW QHW RI SODFHPHQW DJHQW IHH
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	,VVXDQFH RI 6HULHV ' UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	VWRFN
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	&RQYHUVLRQ RI FRQYHUWLEOH SURPLVVRU\ QRWHV LQWR 6HULHV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	' UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	&RQYHUVLRQ RI FRQYHUWLEOH SUHIHUUHG VWRFN LQWR FRPPRQ
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	VWRFN
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	,VVXDQFH RI FRPPRQ VWRFN XSRQ H[HUFLVH RI RSWLRQV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	6WRFNEDVHG FRPSHQVDWLRQ H[SHQVH
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	)RUHLJQ FXUUHQF\ WUDQVODWLRQ DGMXVWPHQW
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	1HW ORVV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	%DODQFH 'HFHPEHU  
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	,VVXDQFH RI FRPPRQ VKDUHV XQGHU DWWKHPDUNHW VDOHV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	DJUHHPHQW QHW RI SODFHPHQW DJHQW IHH DQG RIIHULQJ FRVWV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	,VVXDQFH RI FRPPRQ VWRFN XSRQ H[HUFLVH RI RSWLRQV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	6WRFNEDVHG FRPSHQVDWLRQ H[SHQVH
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8QUHDOL]HG JDLQ RQ PDUNHWDEOH VHFXULWLHV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	)RUHLJQ FXUUHQF\ WUDQVODWLRQ DGMXVWPHQW
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	1HW ORVV
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	%DODQFH 'HFHPEHU  
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7KH DFFRPSDQ\LQJ QRWHV DUH DQ LQWHJUDO SDUW RI WKHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV






















)
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&RQVROLGDWHG 6WDWHPHQWV RI &DVK )ORZV
LQ WKRXVDQGV

	
	
	
	<HDU (QGHG
	
	

	
	
	
	'HFHPEHU 
	
	

	
	
	
	
	
	
	
	
	

	23(5$7,1* $&7,9,7,(6
	
	
	
	
	
	
	
	

	1HW ORVV
	
	
	
	
	
	
	
	

	$GMXVWPHQWV WR UHFRQFLOH QHW ORVV WR QHW FDVK XVHG LQ RSHUDWLQJ DFWLYLWLHV
	
	
	
	
	
	
	
	

	6WRFNEDVHG FRPSHQVDWLRQ H[SHQVH
	
	
	
	
	
	
	
	

	'HSUHFLDWLRQ H[SHQVH
	
	
	
	
	
	
	
	

	/RVV RQ H[WLQJXLVKPHQW RI GHEW
	
	
	
	
	
	
	
	

	1RQFDVK LQWHUHVW H[SHQVH
	
	
	
	
	
	
	
	

	1RQFDVK OHDVH H[SHQVH
	
	
	
	
	
	
	
	

	*DLQ ORVV IURP FKDQJHV LQ IDLU YDOXH RI ZDUUDQWV
	
	
	
	
	
	
	
	

	/RVV RQ GLVSRVDO RI SURSHUW\ DQG HTXLSPHQW
	
	
	
	
	
	
	
	

	$FFUHWLRQ RI QHW LQYHVWPHQW GLVFRXQWV
	
	
	
	
	
	
	
	

	&KDQJHV LQ RSHUDWLQJ DVVHWV DQG OLDELOLWLHV
	
	
	
	
	
	
	
	

	$FFRXQWV UHFHLYDEOH
	
	
	
	
	
	
	
	

	3UHSDLG H[SHQVHV DQG RWKHU FXUUHQW DVVHWV
	
	
	
	
	
	
	
	

	2WKHU $VVHWV
	
	
	
	
	
	
	
	

	$FFRXQWV SD\DEOH
	
	
	
	
	
	
	
	

	$FFUXHG H[SHQVHV DQG RWKHU FXUUHQW OLDELOLWLHV
	
	
	
	
	
	
	
	

	'HIHUUHG JUDQW LQFRPH
	
	
	
	
	
	
	
	

	'HIHUUHG UHYHQXH
	
	
	
	
	
	
	
	

	1HW FDVK XVHG LQ RSHUDWLQJ DFWLYLWLHV
	
	
	
	
	
	
	
	

	,19(67,1* $&7,9,7,(6
	
	
	
	
	
	
	
	

	3XUFKDVH RI SURSHUW\ DQG HTXLSPHQW
	
	
	
	
	
	
	
	

	3XUFKDVHV RI PDUNHWDEOH VHFXULWLHV
	
	
	
	
	
	
	
	

	0DWXULWLHV RI PDUNHWDEOH VHFXULWLHV
	
	
	
	
	
	
	
	

	1HW FDVK XVHG LQ LQYHVWLQJ DFWLYLWLHV
	
	
	
	
	
	
	
	

	),1$1&,1* $&7,9,7,(6
	
	
	
	
	
	
	
	

	3URFHHGV IURP 6HULHV ' LVVXDQFH
	
	
	
	
	
	
	
	

	,VVXDQFH FRVWV SDLG RQ 6HULHV ' LVVXDQFH
	
	
	
	
	
	
	
	

	3URFHHGV IURP LQLWLDO SXEOLF RIIHULQJ QHW RI XQGHUZULWLQJ GLVFRXQWV DQG FRPPLVVLRQV
	
	
	
	
	
	
	
	

	,VVXDQFH FRVWV SDLG RQ LQLWLDO SXEOLF RIIHULQJ DQG SULYDWH SODFHPHQW
	
	
	
	
	
	
	
	

	3URFHHGV IURP LVVXDQFH RI FRPPRQ VKDUHV WKURXJK SULYDWH SODFHPHQW QHW RI SODFHPHQW
	
	
	
	
	
	
	
	

	DJHQW IHHV
	
	
	
	
	
	
	
	

	3URFHHGV IURP LVVXDQFH RI FRPPRQ VWRFN WKURXJK DWWKHPDUNHW IDFLOLW\ QHW RI FRPPLVVLRQV
	
	
	
	
	
	
	
	

	,VVXDQFH FRVWV SDLG RQ DWWKH PDUNHW RIIHULQJ
	
	
	
	
	
	
	
	

	'HIHUUHG RIIHULQJ FRVWV SDLG
	
	
	
	
	
	
	
	

	7HUP ORDQ SULQFLSDO SD\PHQWV
	
	
	
	
	
	
	
	

	3URFHHGV IURP LVVXDQFH RI FRPPRQ VKDUHV XSRQ VWRFN RSWLRQ H[HUFLVHV
	
	
	
	
	
	
	
	

	1HW FDVK SURYLGHG E\ ILQDQFLQJ DFWLYLWLHV
	
	
	
	
	
	
	
	

	(IIHFW RI FKDQJHV LQ H[FKDQJH UDWH RQ FDVK DQG FDVK HTXLYDOHQWV
	
	
	
	
	
	
	
	

	1HW LQFUHDVH GHFUHDVH LQ FDVK DQG FDVK HTXLYDOHQWV
	
	
	
	
	
	
	
	

	&DVK FDVK HTXLYDOHQWV DQG UHVWULFWHG FDVK DW EHJLQQLQJ RI SHULRG
	
	
	
	
	
	
	
	

	&DVK DQG FDVK HTXLYDOHQWV DW HQG RI SHULRG
	
	
	
	
	
	
	
	

	6XSSOHPHQWDO QRQFDVK GLVFORVXUH
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	8QSDLG SXUFKDVHV RI SURSHUW\ DQG HTXLSPHQW
	
	
	
	
	

	&RQYHUVLRQ RI FRQYHUWLEOH SURPLVVRU\ QRWHV LQWR 6HULHV ' UHGHHPDEOH FRQYHUWLEOH
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	SUHIHUUHG VWRFN
	
	
	
	
	

	&RQYHUVLRQ RI UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN LQWR FRPPRQ VWRFN XSRQ LQLWLDO SXEOLF
	
	
	
	
	
	
	
	

	RIIHULQJ
	
	
	
	
	
	
	
	

	&DVK SDLG IRU LQWHUHVW
	
	
	
	
	

	
	
	
	
	
	
	
	

	8QSDLG GHIHUUHG RIIHULQJ FRVWV LQFOXGHG LQ DFFRXQWV SD\DEOH DQG DFFUXHG H[SHQVHV
	
	
	
	
	
	
	
	

	5LJKWRIXVH DVVHWV REWDLQHG LQ H[FKDQJH IRU OHDVH REOLJDWLRQ
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	



7KH DFFRPSDQ\LQJ QRWHV DUH DQ LQWHJUDO SDUW RI WKHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV

)

%,2$*( /$%6 ,1&

1RWHV WR &RQVROLGDWHG )LQDQFLDO 6WDWHPHQWV

1RWH  %DVLV RI 3UHVHQWDWLRQ

Nature of Business

%LR$ JH /DEV ,QF WKH ³&RPSDQ\´ LV D FOLQLFDOVWDJH ELRSKDUPDFHXWLFDO FRPSDQ\ GHYHORSLQJ WKHUDSHXWLF SURGXFW FDQGLGDWHV IRU PHWDEROLF GLVHDVHV E\ WDUJHWLQJ WKH ELRORJ\ RI KXPDQ DJLQJ 7KH &RPSDQ\V WHFKQRORJ\ SODWIRUP DQG GLIIHUHQWLDWHG KXPDQ GDWDVHWV HQDEOH XV WR LGHQWLI\ SURPLVLQJ WDUJHWV EDVHG RQ LQVLJKWV LQWR PROHFXODU FKDQJHV WKDW GULYH DJLQJ

7KH &RPSDQ\ ZDV LQFRUSRUDWHG LQ  LQ WKH 6WDWH RI 'HODZDUH DQG LV KHDGTXDUWHUHG LQ (PHU\YLOOH &DOLIRUQLD

2Q 6HSWHPEHU   WKH &RPSDQ\ FRPSOHWHG LWV LQLWLDO SXEOLF RIIHULQJ ³,32´ LQ ZKLFK WKH &RPSDQ\ LVVXHG DQG VROG  VKDUHV RI LWV FRPPRQ VWRFN DW D SXEOLF RIIHULQJ SULFH RI  SHU VKDUH DQG UHFHLYHG DSSUR[LPDWHO\ 
PLOOLRQ LQ QHW SURFHHGV DIWHU GHGXFWLQJ XQGHUZULWLQJ GLVFRXQWV DQG FRPPLVVLRQ RI DSSUR[LPDWHO\  PLOOLRQ DQG RIIHULQJ H[SHQVHV RI DSSUR[LPDWHO\  PLOOLRQ

2Q 6HSWHPEHU   LQ D FRQFXUUHQW SULYDWH SODFHPHQW ZLWK 6RILQQRYD 9HQWXUH 3DUWQHUV ;, /3 DQ H[LVWLQJ VWRFNKROGHU WKH &RPSDQ\ LVVXHG DQG VROG  VKDUHV RI LWV FRPPRQ VWRFN DW D SULFH RI  SHU VKDUH DQG UHFHLYHG DSSUR[LPDWHO\  PLOOLRQ LQ QHW SURFHHGV DIWHU GHGXFWLQJ SODFHPHQW DJHQW IHHV RI DSSUR[LPDWHO\  PLOOLRQ

2Q 2FWREHU   WKH XQGHUZULWHUV RI WKH &RPSDQ\V ,32 HOHFWHG WR H[HUFLVH LQ IXOO WKHLU RSWLRQ WR SXUFKDVH  DGGLWLRQDO VKDUHV RI WKH &RPSDQ\V FRPPRQ VWRFN DW WKH ,32 SULFH RI  SHU VKDUH 7KH &RPSDQ\ UHFHLYHG DSSUR[LPDWHO\  PLOOLRQ LQ QHW SURFHHGV DIWHU GHGXFWLQJ XQGHUZULWLQJ GLVFRXQWV DQG FRPPLVVLRQV RI DSSUR[LPDWHO\  PLOOLRQ

2Q 2FWREHU   WKH &RPSDQ\ ILOHG D XQLYHUVDO VKHOI UHJLVWUDWLRQ VWDWHPHQW RQ )RUP 6 WKH ³5HJLVWUDWLRQ 6WDWHPHQW´ ZLWK WKH 6(& DV DPHQGHG RQ 1RYHPEHU   DQG HQWHUHG LQWR D VDOHV DJUHHPHQW ZLWK /HHULQN 3DUWQHUV //&

XQGHU ZKLFK WKH &RPSDQ\ PD\ IURP WLPH WR WLPH RIIHU DQG VHOO FRPPRQ VWRFN KDYLQJ DQ DJJUHJDWH RIIHULQJ YDOXH RI XS WR  PLOOLRQ UHIHUUHG WR DV WKH ³DWWKHPDUNHW´ RIIHULQJ ZLWK /HHULQN 7KH &RPSDQ\ PD\ WHUPLQDWH WKLV DWWKHPDUNHW SURJUDP DW DQ\ WLPH SXUVXDQW WR LWV WHUPV

$V RI 'HFHPEHU    VKDUHV RI RXU FRPPRQ VWRFN KDG EHHQ RIIHUHG RU VROG SXUVXDQW WR WKH ³DWWKH PDUNHW´ SURJUDP ZLWK /HHULQN IRU JURVV SURFHHGV RI DSSUR[LPDWHO\  PLOOLRQ EHIRUH GHGXFWLQJ VDOHV DJHQW FRPPLVVLRQ DQG RIIHULQJ FRVWV RI DSSUR[LPDWHO\  PLOOLRQ UHVXOWLQJ LQ QHW SURFHHGV RI DSSUR[LPDWHO\  PLOOLRQ

Liquidity and Capital Resources

6LQFH LQFHSWLRQ WKH &RPSDQ\¶V RSHUDWLRQV KDYH FRQVLVWHG SULPDULO\ RI RUJDQL]LQJ DQG VWDIILQJ WKH &RPSDQ\ EXVLQHVV SODQQLQJ UDLVLQJ FDSLWDO HVWDEOLVKLQJ LWV LQWHOOHFWXDO SURSHUW\ SRUWIROLR DFTXLULQJ RU GLVFRYHULQJ SURGXFW FDQGLGDWHV UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV IRU LWV SURGXFW FDQGLGDWHV HVWDEOLVKLQJ DUUDQJHPHQWV ZLWK WKLUG SDUWLHV IRU WKH PDQXIDFWXUH RI LWV SURGXFW FDQGLGDWHV DQG FRPSRQHQW PDWHULDOV DQG SURYLGLQJ JHQHUDO DQG DGPLQLVWUDWLYH VXSSRUW IRU WKHVH RSHUDWLRQV 7KH &RPSDQ\ KDV QRW JHQHUDWHG DQ\ SURGXFW UHYHQXH WR GDWH

7KH &RPSDQ\ KDV LQFXUUHG ORVVHV DQG QHJDWLYH FDVK IORZV IURP RSHUDWLRQV VLQFH LQFHSWLRQ DQG KDG DQ DFFXPXODWHG GHILFLW RI  PLOOLRQ DV RI 'HFHPEHU   7KH &RPSDQ\ DQWLFLSDWHV LQFXUULQJ DGGLWLRQDO ORVVHV XQWLO VXFK WLPH LI HYHU WKDW LW FDQ JHQHUDWH VLJQLILFDQW VDOHV RI LWV SURGXFWV FXUUHQWO\ LQ GHYHORSPHQW $V RI 'HFHPEHU   WKH &RPSDQ\ KDG FDVK FDVK HTXLYDOHQWV DQG PDUNHWDEOH VHFXULWLHV RI  PLOOLRQ RI ZKLFK  PLOOLRQ ZHUH ORQJWHUP PDUNHWDEOH VHFXULWLHV

&XUUHQW FDVK FDVK HTXLYDOHQWV DQG PDUNHWDEOH VHFXULWLHV DUH VXIILFLHQW WR IXQG SODQQHG RSHUDWLRQV IRU DW OHDVW RQH \HDU DIWHU WKH GDWH WKHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV DUH LVVXHG $FFRUGLQJO\ WKHVH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV KDYH EHHQ SUHSDUHG RQ D JRLQJ FRQFHUQ EDVLV DQG GR QRW LQFOXGH DQ\ DGMXVWPHQWV WR WKH DPRXQWV DQG FODVVLILFDWLRQ RI DVVHWV DQG OLDELOLWLHV WKDW PD\ EH QHFHVVDU\ LQ WKH HYHQW WKH &RPSDQ\ FDQ QR ORQJHU FRQWLQXH DV D JRLQJ FRQFHUQ

)

¶V DELOLW\ WR WDNH VSHFLILF DFWLRQV VXFK DV LQFXUULQJ DGGLWLRQDO GHEW PDNLQJ FDSLWDO H[SHQGLWXUHV RU GHFODULQJ GLYLGHQGV WKDW FRXOG DGYHUVHO\ LPSDFW WKH &RPSDQ\¶V DELOLW\ WR FRQGXFW LWV EXVLQHVV ,I WKH &RPSDQ\ UDLVHV DGGLWLRQDO IXQGV WKURXJK FROODERUDWLRQV VWUDWHJLF DOOLDQFHV RU OLFHQVLQJ DUUDQJHPHQWV ZLWK WKLUG SDUWLHV WKH &RPSDQ\ PD\ KDYH WR UHOLQTXLVK YDOXDEOH ULJKWV WR WKH &RPSDQ\¶V WHFKQRORJLHV IXWXUH UHYHQXH VWUHDPV UHVHDUFK SURJUDP RU SURGXFW FDQGLGDWHV RU JUDQW OLFHQVHV RQ WHUPV WKDW PD\ QRW EH IDYRUDEOH WR WKH &RPSDQ\ ,I WKH &RPSDQ\ LV XQDEOH WR UDLVH DGGLWLRQDO IXQGV WKURXJK HTXLW\ RU GHEW ILQDQFLQJV ZKHQ QHHGHG WKH &RPSDQ\ PD\ EH UHTXLUHG WR GHOD\ OLPLW UHGXFH RU WHUPLQDWH LWV SURGXFW GHYHORSPHQW RU IXWXUH FRPPHUFLDOL]DWLRQ HIIRUWV RU JUDQW ULJKWV WR GHYHORS DQG PDUNHW SURGXFW FDQGLGDWHV WKDW WKH &RPSDQ\ ZRXOG RWKHUZLVH SUHIHU WR GHYHORS DQG PDUNHW LWVHOI

1RWH  %DVLV RI 3UHVHQWDWLRQ DQG 6LJQLILFDQW $FFRXQWLQJ 3ROLFLHV

Basis of Presentation and Principles of Consolidation

7KH DFFRPSDQ\LQJ FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV KDYH EHHQ SUHSDUHG LQ FRQIRUPLW\ ZLWK 8QLWHG 6WDWHV RI $PHULFD JHQHUDOO\ DFFHSWHG DFFRXQWLQJ SULQFLSOHV ³*$$3´ DQG DSSOLFDEOH UXOHV DQG UHJXODWLRQV RI WKH 6HFXULWLHV DQG ([FKDQJH &RPPLVVLRQ WKH ³6(&´ UHJDUGLQJ DQQXDO ILQDQFLDO UHSRUWLQJ $Q\ UHIHUHQFH LQ WKHVH QRWHV WR DSSOLFDEOH JXLGDQFH LV PHDQW WR UHIHU WR *$$3 DV IRXQG LQ WKH $FFRXQWLQJ 6WDQGDUGV &RGLILFDWLRQ ³$6&´ DQG $FFRXQWLQJ 6WDQGDUGV 8SGDWHV ³$68´

SURPXOJDWHG E\ WKH )LQDQFLDO $FFRXQWLQJ 6WDQGDUGV %RDUG ³)$ 6%´ 7KH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV LQFOXGH WKH DFFRXQWV RI %LR $JH /DEV ,QF DQG LWV ZKROO\ RZQHG VXEVLGLDU\ %LR$JH /DEV 37< /7' %LR $JH /DEV 37< /7' ZDV LQFRUSRUDWHG LQ $XVWUDOLD LQ 'HFHPEHU  $OO LQWHUFRPSDQ\ DFFRXQWV DQG WUDQVDFWLRQV KDYH EHHQ HOLPLQDWHG LQ FRQVROLGDWLRQ

Reverse Stock Split

2Q 6HSWHPEHU   WKH &RPSDQ\ DPHQGHG LWV DPHQGHG DQG UHVWDWHG FHUWLILFDWH RI LQFRUSRUDWLRQ LQ RUGHU WR HIIHFW D IRU UHYHUVH VWRFN VSOLW RI LWV RXWVWDQGLQJ VKDUHV RI FRPPRQ VWRFN WKH ³5HYHUVH 6WRFN 6SOLW´ $V D UHVXOW RI WKH 5HYHUVH 6WRFN 6SOLW HYHU\  VKDUHV RI WKH &RPSDQ\¶

Use of Estimates

7KH SUHSDUDWLRQ RI FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV LQ FRQIRUPLW\ ZLWK *$$3 UHTXLUHV PDQDJHPHQW WR PDNH HVWLPDWHV DQG DVVXPSWLRQV WKDW DIIHFW WKH UHSRUWHG DPRXQWV RI DVVHWV DQG OLDELOLWLHV DQG GLVFORVXUH RI FRQWLQJHQW DVVHWV DQG OLDELOLWLHV DV RI WKH GDWH RI WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV DQG WKH UHSRUWHG DPRXQWV RI H[SHQVHV GXULQJ WKH UHSRUWLQJ SHULRG $FWXDO UHVXOWV FRXOG GLIIHU IURP WKRVH HVWLPDWHV

(VWLPDWHV DQG DVVXPSWLRQV DUH SHULRGLFDOO\ UHYLHZHG DQG WKH HIIHFWV RI UHYLVLRQV DUH UHIOHFWHG LQ WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV LQ WKH SHULRG WKH\ DUH GHWHUPLQHG WR EH QHFHVVDU\ $UHDV WKDW UHTXLUH PDQDJHPHQW¶V HVWLPDWHV LQFOXGH WKH IDLU YDOXHV RI FRPPRQ DQG UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN SULRU WR WKH ,32 ZDUUDQW OLDELOLW\ HPEHGGHG GHULYDWLYH OLDELOLW\ VWRFNEDVHG FRPSHQVDWLRQ H[SHQVH DVVXPSWLRQV YDOXDWLRQ RI GHIHUUHG WD[ DVVHWV PHDVXUH RI SURJUHVV WRZDUG VDWLVIDFWLRQ RI WKH SHUIRUPDQFH REOLJDWLRQ IRU FROODERUDWLRQ UHYHQXH DQG DFFUXDOV IRU UHVHDUFK DQG GHYHORSPHQW H[SHQVHV

Foreign Currency




)

Segments

¶V &2'0 UHYLHZV ILQDQFLDO LQIRUPDWLRQ RQ DQ DJJUHJDWH EDVLV IRU DOORFDWLQJ DQG HYDOXDWLQJ ILQDQFLDO SHUIRUPDQFH $OO ORQJOLYHG DVVHWV DUH PDLQWDLQHG LQ DQG DOO ORVVHV DUH DWWULEXWDEOH WR WKH 8QLWHG 6WDWHV RI $PHULFD )RU IXUWKHU GHWDLO VHH 1RWH  WR WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV

Cash, Cash Equivalents and Marketable Securities

7KH &RPSDQ\ FRQVLGHUV DOO KLJKO\ OLTXLG LQYHVWPHQWV WKDW KDYH RULJLQDO PDWXULWLHV RI WKUHH PRQWKV RU OHVV ZKHQ DFTXLUHG WR EH FDVK HTXLYDOHQWV &DVK DQG FDVK HTXLYDOHQWV DV RI 'HFHPEHU   FRQVLVWHG RI EDQN GHSRVLW PRQH\ PDUNHW IXQGV FRPPHUFLDO SDSHU DQG FRUSRUDWH GHEW VHFXULWLHV $V RI 'HFHPEHU   FDVK DQG FDVK HTXLYDOHQWV FRQVLVWHG RI EDQN GHSRVLWV DQG PRQH\ PDUNHW PXWXDO IXQGV

¶ HTXLW\ $V RI DQG IRU WKH \HDU HQGHG 'HFHPEHU   WKH &RPSDQ\ GLG QRW KDYH DQ\ DOORZDQFH IRU FUHGLW ORVVHV RU LPSDLUPHQWV RI LWV PDUNHWDEOH VHFXULWLHV 7KH &RPSDQ\ GLG QRW KDYH DQ\ PDUNHWDEOH VHFXULWLHV DV RI 'HFHPEHU  

Concentrations of Credit Risk

)LQDQFLDO LQVWUXPHQWV WKDW SRWHQWLDOO\ VXEMHFW WKH &RPSDQ\ WR FUHGLW ULVN FRQVLVW SULPDULO\ RI DFFRXQWV UHFHLYDEOH FDVK FDVK HTXLYDOHQWV DQG PDUNHWDEOH VHFXULWLHV 0DQDJHPHQW PRQLWRUV H[SRVXUH WR FUHGLW ULVN RQ DQ RQJRLQJ EDVLV



$V RI 'HFHPEHU   RQH FXVWRPHU DFFRXQWHG IRU  RI WKH &RPSDQ\¶V DFFRXQWV UHFHLYDEOH )RU WKH \HDU HQGHG 'HFHPEHU   WKH VDPH FXVWRPHU DFFRXQWHG IRU  RI WKH &RPSDQ\¶V UHYHQXH

7KH &RPSDQ\ KDV QR ILQDQFLDO LQVWUXPHQWV ZLWK RIIEDODQFH VKHHW ULVN RI ORVV

Risks and Uncertainties



7KH &RPSDQ\¶V SURGXFW FDQGLGDWHV UHTXLUH DSSURYDOV IURP WKH 86 )RRG DQG 'UXJ $GPLQLVWUDWLRQ ³)'$´ DQG FRPSDUDEOH IRUHLJQ UHJXODWRU\ DJHQFLHV SULRU WR FRPPHUFLDO VDOHV LQ WKHLU UHVSHFWLYH MXULVGLFWLRQV 7KHUH FDQ EH QR DVVXUDQFH WKDW DQ\ SURGXFW FDQGLGDWHV ZLOO UHFHLYH WKH QHFHVVDU\ DSSURYDOV ,I WKH &RPSDQ\ ZDV GHQLHG DSSURYDO DSSURYDO ZDV GHOD\HG RU WKH &RPSDQ\ ZDV XQDEOH WR PDLQWDLQ DSSURYDO IRU DQ\ SURGXFW FDQGLGDWH LW FRXOG KDYH D PDWHULDOO\ DGYHUVH LPSDFW RQ WKH &RPSDQ\





)

Property and Equipment, Net



Impairment of Long-lived Assets



Redeemable Convertible Preferred Stock

7KH &RPSDQ\ UHFRUGV UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN QHW RI LVVXDQFH FRVWV RQ WKH GDWH RI LVVXDQFH ZKLFK UHSUHVHQWV WKH FDUU\LQJ YDOXH 5HGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN LV FODVVLILHG RXWVLGH RI VWRFNKROGHUV¶ GHILFLW DV WHPSRUDU\ HTXLW\ RQ WKH DFFRPSDQ\LQJ FRQVROLGDWHG EDODQFH VKHHWV DV HYHQWV WULJJHULQJ WKH OLTXLGDWLRQ SUHIHUHQFHV LQFOXGLQJ D GHHPHG OLTXLGDWLRQ HYHQW DUH QRW VROHO\ ZLWKLQ WKH &RPSDQ\¶V FRQWURO

8SRQ WKH FORVLQJ RI WKH ,32 DOO RI WKH &RPSDQ\¶V RXWVWDQGLQJ VKDUHV RI UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN DXWRPDWLFDOO\ FRQYHUWHG LQWR  VKDUHV RI FRPPRQ VWRFN $V RI 'HFHPEHU   WKH &RPSDQ\ KDG QR UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN RXWVWDQGLQJ

Term Loan

7HUP ORDQV DUH PHDVXUHG DW QHW SURFHHGV OHVV GHEW GLVFRXQWV DQG LVVXDQFH FRVWV ZKLFK DUH DFFUHWHG WR WKH IDFH YDOXH RI WKH WHUP ORDQ RYHU LWV H[SHFWHG WHUP XVLQJ WKH HIIHFWLYH LQWHUHVW PHWKRG 7KH &RPSDQ\ FRQVLGHUV ZKHWKHU WKHUH DUH DQ\ HPEHGGHG IHDWXUHV LQ LWV GHEW LQVWUXPHQWV WKDW UHTXLUH ELIXUFDWLRQ DQG VHSDUDWH DFFRXQWLQJ DV GHULYDWLYH ILQDQFLDO LQVWUXPHQWV SXUVXDQW WR $6& 7RSLF  Derivatives and Hedging 1RWH 

Warrant Liability

)UHHVWDQGLQJ ZDUUDQWV IRU WKH &RPSDQ\¶V FRPPRQ VWRFN DUH FODVVLILHG DV OLDELOLWLHV DQG UHFRUGHG DW IDLU YDOXH ZLWK DQ\ FKDQJH LQ IDLU YDOXH UHFRJQL]HG DV D FRPSRQHQW RI RWKHU LQFRPH H[SHQVH 6XFK ZDUUDQW OLDELOLWLHV DUH VXEMHFW WR UH PHDVXUHPHQW DW HDFK EDODQFH VKHHW GDWH XQWLO WKH HDUOLHU RI WKH H[HUFLVH RI WKH ZDUUDQWV H[SLUDWLRQ RU WKH FRPSOHWLRQ RI D FKDQJH LQ FRQWURO HYHQW 8SRQ H[HUFLVH WKH ZDUUDQW OLDELOLW\ ZRXOG EH UHFODVVLILHG WR DGGLWLRQDO SDLGLQ FDSLWDO DW LWV WKHQ IDLU YDOXH

Research and Development Expenses

5HVHDUFK DQG GHYHORSPHQW FRVWV DUH H[SHQVHG DV LQFXUUHG DQG LQFOXGH DOO GLUHFW DQG LQGLUHFW FRVWV DVVRFLDWHG ZLWK WKH GHYHORSPHQW RI WKH &RPSDQ\¶

Accrued Research and Development Expenses

7KH &RPSDQ\ UHFRUGV DFFUXDOV IRU HVWLPDWHG FRVWV RI UHVHDUFK SUHFOLQLFDO VWXGLHV FOLQLFDO WULDOV DQG PDQXIDFWXULQJ ZKLFK DUH VLJQLILFDQW FRPSRQHQWV RI UHVHDUFK DQG GHYHORSPHQW H[SHQVHV $ VXEVWDQWLDO SRUWLRQ RI WKH &RPSDQ\¶V RQJRLQJ UHVHDUFK DQG GHYHORSPHQW DFWLYLWLHV LV FRQGXFWHG E\ WKLUGSDUW\ VHUYLFH SURYLGHUV FOLQLFDO UHVHDUFK RUJDQL]DWLRQV ³&52V´

)

DQG FOLQLFDO PDQXIDFWXULQJ RUJDQL]DWLRQV ³&02V´ 7KH &RPSDQ\¶

$V DFWXDO FRVWV EHFRPH NQRZQ LQFOXGLQJ VXEVHTXHQW WR WKH UHSRUWLQJ GDWH WKH &RPSDQ\ DGMXVWV LWV DFFUXDOV $OWKRXJK WKH &RPSDQ\ GRHV QRW H[SHFW LWV HVWLPDWHV WR EH PDWHULDOO\ GLIIHUHQW IURP DPRXQWV DFWXDOO\ LQFXUUHG VXFK HVWLPDWHV IRU WKH VWDWXV DQG WLPLQJ RI VHUYLFHV SHUIRUPHG UHODWLYH WR WKH DFWXDO VWDWXV DQG WLPLQJ RI VHUYLFHV SHUIRUPHG PD\ YDU\ DQG FRXOG UHVXOW LQ WKH &RPSDQ\ UHSRUWLQJ DPRXQWV WKDW DUH WRR KLJK RU WRR ORZ LQ DQ\ SDUWLFXODU SHULRG 7KH &RPSDQ\¶V DFFUXDO LV GHSHQGHQW LQ SDUW XSRQ WKH UHFHLSW RI WLPHO\ DQG DFFXUDWH UHSRUWLQJ IURP &52V DQG RWKHU WKLUGSDUW\ YHQGRUV 9DULDWLRQV LQ WKH DVVXPSWLRQV XVHG WR HVWLPDWH DFFUXDOV LQFOXGLQJ EXW QRW OLPLWHG WR WKH QXPEHU RI SDWLHQWV HQUROOHG WKH UDWH RI SDWLHQW HQUROOPHQW DQG WKH DFWXDO VHUYLFHV SHUIRUPHG PD\ YDU\ IURP WKH &RPSDQ\¶V HVWLPDWHV UHVXOWLQJ LQ DGMXVWPHQWV WR FOLQLFDO WULDO H[SHQVHV LQ IXWXUH SHULRGV &KDQJHV LQ WKHVH HVWLPDWHV WKDW UHVXOW LQ PDWHULDO FKDQJHV WR WKH &RPSDQ\¶V DFFUXDOV FRXOG PDWHULDOO\ DIIHFW LWV ILQDQFLDO FRQGLWLRQ DQG UHVXOWV RI RSHUDWLRQV

Revenue Recognition for Contracts with Customers



¶V GLVFUHWLRQ DUH JHQHUDOO\ FRQVLGHUHG RSWLRQV 7KH &RPSDQ\ DVVHVVHV LI WKHVH RSWLRQV SURYLGH D PDWHULDO ULJKW WR WKH FXVWRPHU DQG LI VR WKHVH RSWLRQV DUH FRQVLGHUHG SHUIRUPDQFH REOLJDWLRQV 7KH H[HUFLVH RI D PDWHULDO ULJKW LV DFFRXQWHG IRU DV D FRQWUDFW PRGLILFDWLRQ IRU DFFRXQWLQJ SXUSRVHV

7KH &RPSDQ\ UHFRJQL]HV DV UHYHQXH WKH DPRXQW RI WKH WUDQVDFWLRQ SULFH WKDW LV DOORFDWHG WR WKH UHVSHFWLYH SHUIRUPDQFH REOLJDWLRQ ZKHQ RU DV HDFK SHUIRUPDQFH REOLJDWLRQ LV VDWLVILHG DW D SRLQW LQ WLPH RU RYHU WLPH DQG LI RYHU WLPH WKLV LV EDVHG RQ WKH XVH RI DQ RXWSXW RU LQSXW PHWKRG



0LOHVWRQH 3D\PHQWV ± ,I DQ DUUDQJHPHQW LQFOXGHV GHYHORSPHQW DQG UHJXODWRU\ PLOHVWRQH SD\PHQWV WKH &RPSDQ\ HYDOXDWHV ZKHWKHU WKH PLOHVWRQHV DUH FRQVLGHUHG SUREDEOH RI EHLQJ UHDFKHG DQG HVWLPDWHV WKH DPRXQW WR EH LQFOXGHG LQ WKH WUDQVDFWLRQ SULFH XVLQJ WKH PRVW OLNHO\ DPRXQW PHWKRG ,I LW LV SUREDEOH WKDW D VLJQLILFDQW UHYHQXH UHYHUVDO ZRXOG QRW RFFXU WKH DVVRFLDWHG PLOHVWRQH YDOXH LV LQFOXGHG LQ WKH WUDQVDFWLRQ SULFH 0LOHVWRQH SD\PHQWV WKDW DUH QRW ZLWKLQ WKH &RPSDQ\¶V RU WKH OLFHQVHH¶V FRQWURO VXFK DV UHJXODWRU\ DSSURYDOV DUH QRW FRQVLGHUHG SUREDEOH RI EHLQJ DFKLHYHG XQWLO WKRVH DSSURYDOV DUH UHFHLYHG DQG WKHUHIRUH UHYHQXH UHFRJQL]HG LV FRQVWUDLQHG DV PDQDJHPHQW LV XQDEOH WR DVVHUW WKDW D UHYHUVDO RI UHYHQXH ZRXOG QRW EH SUREDEOH 7KH WUDQVDFWLRQ SULFH LV WKHQ DOORFDWHG WR HDFK SHUIRUPDQFH REOLJDWLRQ RQ D UHODWLYH VWDQGDORQH VHOOLQJ SULFH

)

EDVLV IRU ZKLFK WKH &RPSDQ\ UHFRJQL]HV UHYHQXH DV RU ZKHQ WKH SHUIRUPDQFH REOLJDWLRQV XQGHU WKH FRQWUDFW DUH VDWLVILHG $W WKH HQG RI HDFK VXEVHTXHQW UHSRUWLQJ SHULRG WKH &RPSDQ\ UHHYDOXDWHV WKH SUREDELOLW\ RI DFKLHYHPHQW RI VXFK GHYHORSPHQW PLOHVWRQHV DQG DQ\ UHODWHG FRQVWUDLQW DQG LI QHFHVVDU\ DGMXVWV LWV HVWLPDWH RI WKH RYHUDOO WUDQVDFWLRQ SULFH $Q\ VXFK DGMXVWPHQWV DUH UHFRUGHG RQ D FXPXODWLYH FDWFKXS EDVLV ZKLFK ZRXOG DIIHFW FROODERUDWLRQ UHYHQXHV DQG HDUQLQJV LQ WKH SHULRG RI DGMXVWPHQW

5R\DOWLHV ±

&ROODERUDWLYH $UUDQJHPHQWV ± 7KH &RPSDQ\ KDV HQWHUHG LQWR FROODERUDWLRQ DJUHHPHQWV ZKLFK DUH ZLWKLQ WKH VFRSH RI $6&  WR GLVFRYHU GHYHORS PDQXIDFWXUH DQG FRPPHUFLDOL]H SURGXFW FDQGLGDWHV 7KH WHUPV RI WKHVH DJUHHPHQWV W\SLFDOO\ FRQWDLQ PXOWLSOH SURPLVHV RU REOLJDWLRQV ZKLFK PD\ LQFOXGH  OLFHQVHV RU RSWLRQV WR REWDLQ OLFHQVHV WR XVH WKH &RPSDQ\¶

7KH &RPSDQ\ DQDO\]HV LWV FROODERUDWLRQ DUUDQJHPHQWV WR DVVHVV ZKHWKHU WKH FROODERUDWLRQ DJUHHPHQWV DUH ZLWKLQ WKH VFRSH RI $6&  &ROODERUDWLYH $UUDQJHPHQWV ³$6& ´

WKRVH HOHPHQWV RI WKH DUUDQJHPHQW WKDW DUH DFFRXQWHG IRU SXUVXDQW WR $6&  WKH &RPSDQ\ DSSOLHV WKH ILYHVWHS PRGHO GHVFULEHG DERYH

)RU DGGLWLRQDO GLVFXVVLRQ RI DFFRXQWLQJ IRU FROODERUDWLRQ UHYHQXHV VHH 1RWH  &ROODERUDWLRQ $JUHHPHQWV

Stock-Based Compensation

7KH &RPSDQ\¶V VWRFNEDVHG FRPSHQVDWLRQ SURJUDP DOORZV IRU JUDQWV RI VWRFN RSWLRQV DQG UHVWULFWHG VWRFN DZDUGV *UDQWV DUH DZDUGHG WR HPSOR\HHV DQG QRQHPSOR\HHV LQFOXGLQJ GLUHFWRUV

&RPSHQVDWLRQ FRVW IRU WKH &RPSDQ\¶V VWRFNEDVHG SD\PHQWV WR HPSOR\HHV QRQHPSOR\HHV DQG GLUHFWRUV DUH EDVHG RQ HVWLPDWHG IDLU YDOXH RI WKH DZDUGV RQ WKH GDWH RI JUDQW 7KH &RPSDQ\ HVWLPDWHV WKH IDLU YDOXH RI RSWLRQV JUDQWHG XVLQJ WKH %ODFN6FKROHV RSWLRQ SULFLQJ PRGHO IRU VWRFN RSWLRQ JUDQWV WR ERWK HPSOR\HHV DQG QRQHPSOR\HHV

7KH &RPSDQ\¶V VWRFNEDVHG FRPSHQVDWLRQ DZDUGV DUH VXEMHFW WR VHUYLFHEDVHG YHVWLQJ FRQGLWLRQV &RPSHQVDWLRQ H[SHQVH UHODWHG WR DZDUGV WR HPSOR\HHV GLUHFWRUV DQG QRQHPSOR\HHV ZLWK VHUYLFHEDVHG YHVWLQJ FRQGLWLRQV LV UHFRJQL]HG RQ D VWUDLJKWOLQH EDVLV RYHU WKH UHTXLVLWH VHUYLFH SHULRG QHW RI DFWXDO IRUIHLWXUHV

Income Taxes

,QFRPH WD[HV DUH DFFRXQWHG IRU XQGHU WKH DVVHW DQG OLDELOLW\ PHWKRG LQ DFFRUGDQFH ZLWK $6& 7RSLF  Income Taxes


)

EHQHILW WR EH UHFRJQL]HG IRU DQ\ WD[ SRVLWLRQ WKDW PHHWV WKH PRUHOLNHO\WKDQQRW UHFRJQLWLRQ WKUHVKROG LV FDOFXODWHG DV WKH ODUJHVW DPRXQW WKDW LV PRUH WKDQ  OLNHO\ RI EHLQJ UHDOL]HG XSRQ UHVROXWLRQ RI WKH FRQWLQJHQF\ 1R LQWHUHVW RU SHQDOWLHV ZHUH LQFXUUHG E\ WKH &RPSDQ\ UHODWHG WR XQFHUWDLQ WD[ SRVLWLRQV LQ WKH \HDUV HQGHG 'HFHPEHU   RU 

Leases

7KH &RPSDQ\ GHWHUPLQHV LI DQ DUUDQJHPHQW LV D OHDVH DW WKH LQFHSWLRQ RI WKH DUUDQJHPHQW 2SHUDWLQJ OHDVHV DUH LQFOXGHG LQ ULJKWRIXVH DVVHWV FXUUHQW SRUWLRQ RI RSHUDWLQJ OHDVH OLDELOLW\ DQG RSHUDWLQJ OHDVH OLDELOLW\ QHW RI FXUUHQW SRUWLRQ LQ WKH DFFRPSDQ\LQJ FRQVROLGDWHG EDODQFH VKHHWV 5LJKWRIXVH DVVHWV UHSUHVHQW WKH &RPSDQ\¶V ULJKW WR XVH DQ XQGHUO\LQJ DVVHW IRU WKH OHDVH WHUP DQG OHDVH OLDELOLWLHV UHSUHVHQW WKH &RPSDQ\¶¶

Comprehensive Loss

&RPSUHKHQVLYH ORVV LV GHILQHG DV D FKDQJH LQ HTXLW\ RI D EXVLQHVV HQWHUSULVH GXULQJ D SHULRG UHVXOWLQJ IURP WUDQVDFWLRQV IURP QRQRZQHU VRXUFHV &RPSUHKHQVLYH ORVV LV FRPSULVHG RI QHW ORVV DQG RWKHU FRPSUHKHQVLYH LQFRPH ORVV 7KH &RPSDQ\¶V RWKHU FRPSUHKHQVLYH ORVV FRQVLVWV RI IRUHLJQ FXUUHQF\ WUDQVODWLRQ DGMXVWPHQWV 7RWDO FRPSUHKHQVLYH ORVV IRU DOO SHULRGV SUHVHQWHG KDV EHHQ GLVFORVHG LQ WKH FRQVROLGDWHG VWDWHPHQWV RI RSHUDWLRQV DQG FRPSUHKHQVLYH ORVV

Net Loss Per Share Attributable to Common Stockholders

%DVLF QHW ORVV SHU VKDUH DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV LV FDOFXODWHG E\ GLYLGLQJ WKH QHW ORVV DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV E\ WKH ZHLJKWHGDYHUDJH QXPEHU RI VKDUHV RI FRPPRQ VWRFN RXWVWDQGLQJ GXULQJ WKH SHULRG ZLWKRXW FRQVLGHUDWLRQ IRU SRWHQWLDOO\ GLOXWLYH VHFXULWLHV

'LOXWHG QHW ORVV SHU VKDUH DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV LV FRPSXWHG E\ GLYLGLQJ WKH QHW ORVV DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV E\ WKH ZHLJKWHGDYHUDJH QXPEHU RI FRPPRQ VWRFN DQG SRWHQWLDOO\ GLOXWLYH VHFXULWLHV RXWVWDQGLQJ IRU WKH SHULRG )RU SXUSRVHV RI WKH GLOXWHG QHW ORVV SHU VKDUH DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV¶ FDOFXODWLRQ UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN VWRFN RSWLRQV DQG ZDUUDQWV DUH FRQVLGHUHG WR EH SRWHQWLDOO\ GLOXWLYH VHFXULWLHV

¶V SDUWLFLSDWLQJ VHFXULWLHV FRQWUDFWXDOO\ HQWLWOH WKH KROGHUV RI VXFK VKDUHV WR SDUWLFLSDWH LQ GLYLGHQGV EXW GR QRW FRQWUDFWXDOO\ UHTXLUH WKH KROGHUV RI VXFK VKDUHV WR SDUWLFLSDWH LQ ORVVHV RI WKH &RPSDQ\ $FFRUGLQJO\ LQ SHULRGV LQ ZKLFK WKH &RPSDQ\ UHSRUWV D QHW ORVV VXFK ORVVHV DUH QRW DOORFDWHG WR VXFK SDUWLFLSDWLQJ VHFXULWLHV

$FFRUGLQJO\ LQ SHULRGV LQ ZKLFK WKH &RPSDQ\ UHSRUWV D QHW ORVV GLOXWHG QHW ORVV SHU VKDUH DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV LV WKH VDPH DV EDVLF QHW ORVV SHU VKDUH DWWULEXWDEOH WR FRPPRQ VWRFNKROGHUV VLQFH GLOXWLYH FRPPRQ VKDUHV DUH QRW DVVXPHG WR KDYH EHHQ LVVXHG LI WKHLU HIIHFW LV DQWLGLOXWLYH

Recently Adopted and Recently Issued Accounting Pronouncements

,Q 'HFHPEHU  WKH )$6% LVVXHG $68  Income Taxes (Topic 740): Improvements to Income Tax Disclosures WR LPSURYH LWV LQFRPH WD[ GLVFORVXUH UHTXLUHPHQWV 8QGHU WKH $68 HQWLWLHV PXVW DQQXDOO\ L GLVFORVH VSHFLILF FDWHJRULHV LQ WKH UDWH UHFRQFLOLDWLRQ LL SURYLGH DGGLWLRQDO LQIRUPDWLRQ IRU UHFRQFLOLQJ LWHPV WKDW PHHW D TXDQWLWDWLYH WKUHVKROG DQG LLL GLVFORVH PRUH GHWDLOHG LQIRUPDWLRQ DERXW LQFRPH WD[HV SDLG LQFOXGLQJ E\ MXULVGLFWLRQ SUHWD[ LQFRPH RU ORVV IURP FRQWLQXLQJ RSHUDWLRQV DQG LQFRPH WD[ H[SHQVH RU EHQHILW 7KH &RPSDQ\ DGRSWHG $68  HIIHFWLYH 'HFHPEHU   5HIHU WR 1RWH  Income Taxes, LQFOXGHG LQ WKHVH QRWHV WR WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV IRU IXUWKHU GHWDLOV

)

,Q 1RYHPEHU  WKH )$6% LVVXHG $68  Income Statement-Reporting Comprehensive Income-Expense Disaggregation Disclosures (Subtopic 220-40): Disaggregation of Income Statement Expenses 7KLV VWDQGDUG FDOOV IRU HQKDQFHG GLVFORVXUHV DERXW FRPSRQHQWV RI H[SHQVH FDSWLRQV RQ WKH IDFH RI WKH LQFRPH VWDWHPHQW 7KLV VWDQGDUG ZLOO EH HIIHFWLYH IRU ILVFDO \HDUV EHJLQQLQJ DIWHU 'HFHPEHU   ZLWK HDUO\ DGRSWLRQ SHUPLWWHG DQG WKH RSWLRQ IRU UHWURVSHFWLYH DSSOLFDWLRQ 7KLV $68 ZLOO UHVXOW LQ WKH UHTXLUHG DGGLWLRQDO GLVFORVXUHV EHLQJ LQFOXGHG LQ WKH &RPSDQ\V FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV RQFH DGRSWHG DQG ZLOO KDYH QR LPSDFWV RQ RXU ILQDQFLDO FRQGLWLRQ DQG UHVXOWV RI RSHUDWLRQV

1RWH  )DLU 9DOXH 0HDVXUHPHQWV

Fair Value of Financial Instruments

*$$3 HVWDEOLVKHV D IDLU YDOXH KLHUDUFK\ IRU LQVWUXPHQWV PHDVXUHG DW IDLU YDOXH WKDW GLVWLQJXLVKHV EHWZHHQ DVVXPSWLRQV EDVHG RQ PDUNHW GDWD REVHUYDEOH LQSXWV DQG WKH &RPSDQ\¶V RZQ DVVXPSWLRQV XQREVHUYDEOH LQSXWV 2EVHUYDEOH LQSXWV DUH LQSXWV WKDW PDUNHW SDUWLFLSDQWV ZRXOG XVH LQ SULFLQJ WKH DVVHW RU OLDELOLW\ EDVHG RQ PDUNHW GDWD REWDLQHG IURP VRXUFHV LQGHSHQGHQW RI WKH &RPSDQ\

8QREVHUYDEOH LQSXWV DUH LQSXWV WKDW UHIOHFW WKH &RPSDQ\¶V DVVXPSWLRQV DERXW WKH LQSXWV WKDW PDUNHW SDUWLFLSDQWV ZRXOG XVH LQ SULFLQJ WKH DVVHW RU OLDELOLW\ DQG DUH GHYHORSHG EDVHG RQ WKH EHVW LQIRUPDWLRQ DYDLODEOH LQ WKH FLUFXPVWDQFHV

)DLU YDOXH LV HVWDEOLVKHG DV WKH H[FKDQJH SULFH RU H[LW SULFH UHSUHVHQWLQJ WKH DPRXQW WKDW ZRXOG EH UHFHLYHG WR VHOO DQ DVVHW RU SDLG WR WUDQVIHU D OLDELOLW\ LQ DQ RUGHUO\ WUDQVDFWLRQ EHWZHHQ PDUNHW SDUWLFLSDQWV $V D EDVLV IRU FRQVLGHULQJ PDUNHW SDUWLFLSDQW DVVXPSWLRQV LQ IDLU YDOXH PHDVXUHPHQWV DQ HVWDEOLVKHG WKUHHWLHU IDLU YDOXH KLHUDUFK\ GLVWLQJXLVKHV EHWZHHQ WKH IROORZLQJ

· /HYHO  LQSXWV DUH TXRWHG SULFHV LQ DFWLYH PDUNHWV WKDW DUH DFFHVVLEOH DW WKH PDUNHW GDWH IRU LGHQWLFDO DVVHWV RU OLDELOLWLHV

· /HYHO  LQSXWV DUH LQSXWV RWKHU WKDQ TXRWHG SULFHV LQFOXGHG ZLWKLQ /HYHO  WKDW DUH REVHUYDEOH IRU WKH DVVHW RU OLDELOLW\ HLWKHU GLUHFWO\ RU LQGLUHFWO\

· /HYHO  LQSXWV DUH XQREVHUYDEOH LQSXWV WKDW UHIOHFW WKH &RPSDQ\¶V RZQ DVVXPSWLRQV DERXW WKH DVVXPSWLRQV PDUNHW SDUWLFLSDQWV ZRXOG XVH LQ SULFLQJ WKH DVVHWV RU OLDELOLW\ )LQDQFLDO DVVHWV DQG OLDELOLWLHV DUH FODVVLILHG LQ WKHLU HQWLUHW\ EDVHG RQ WKH ORZHVW OHYHO RI LQSXW WKDW LV VLJQLILFDQW WR WKH IDLU YDOXH PHDVXUHPHQW

7R WKH H[WHQW WKDW WKH YDOXDWLRQ LV EDVHG RQ PRGHOV RU LQSXWV WKDW DUH OHVV REVHUYDEOH RU XQREVHUYDEOH LQ WKH PDUNHW WKH GHWHUPLQDWLRQ RI IDLU YDOXH UHTXLUHV PRUH MXGJPHQW $FFRUGLQJO\ WKH GHJUHH RI MXGJPHQW H[HUFLVHG E\ WKH &RPSDQ\ LQ GHWHUPLQLQJ IDLU YDOXH LV JUHDWHVW IRU LQVWUXPHQWV FDWHJRUL]HG LQ /HYHO  $ ILQDQFLDO LQVWUXPHQW¶V OHYHO ZLWKLQ WKH IDLU YDOXH KLHUDUFK\ LV EDVHG RQ WKH ORZHVW OHYHO RI DQ\ LQSXW WKDW LV VLJQLILFDQW WR WKH IDLU YDOXH LQVWUXPHQW

7KH FDUU\LQJ DPRXQWV RI WKH &RPSDQ\¶V RWKHU FXUUHQW DVVHWV DFFRXQWV SD\DEOH DFFUXHG H[SHQVHV DQG RWKHU FXUUHQW OLDELOLWLHV UHSRUWHG LQ WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV DSSUR[LPDWH WKHLU IDLU YDOXHV GXH WR WKHLU VKRUWWHUP QDWXUH






















)

7KH IROORZLQJ IDLU YDOXH KLHUDUFK\ WDEOH SUHVHQWV LQIRUPDWLRQ DERXW HDFK PDMRU FDWHJRU\ RI WKH &RPSDQ\¶V ILQDQFLDO DVVHWV DQG OLDELOLWLHV PHDVXUHG DW IDLU YDOXH RQ D UHFXUULQJ EDVLV LQ WKRXVDQGV
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Cash Equivalents and Marketable Securities

&DVK HTXLYDOHQWV LQFOXGH 86 JRYHUQPHQW REOLJDWLRQ PRQH\ PDUNHW PXWXDO IXQGV FRPPHUFLDO SDSHU DQG WUHDVXU\ ELOOV WKDW KDYH D PDWXULW\ RI WKUHH PRQWKV RU OHVV IURP WKH RULJLQDO DFTXLVLWLRQ GDWH 7KH &RPSDQ\¶














)

7KH IROORZLQJ WDEOHV VXPPDUL]H WKH &RPSDQ\V FDVK HTXLYDOHQWV DQG PDUNHWDEOH VHFXULWLHV DPRUWL]HG FRVWV JURVV XQUHDOL]HG JDLQV JURVV XQUHDOL]HG ORVVHV DQG HVWLPDWHG IDLU YDOXHV E\ VLJQLILFDQW LQYHVWPHQW FDWHJRU\ LQ WKRXVDQGV

	
	
	
	
	
	
	
	8QUHDOL]HG
	
	
	

	'HFHPEHU  
	&RQWUDFWXDO 0DWXULW\
	
	$PRUWL]HG &RVW
	
	
	/RVVHV
	
	
	*DLQV
	
	)DLU 9DOXH

	$VVHWV
	
	
	
	
	
	
	
	
	
	
	
	
	

	0RQH\ PDUNHW IXQGV
	7KUHH PRQWKV RU OHVV
	
	
	
	
	
	
	
	
	
	
	
	

	&RPPHUFLDO SDSHU
	7KUHH PRQWKV RU OHVV
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	7KUHH PRQWKV RU OHVV
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	8QUHDOL]HG
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	0RQH\ PDUNHW IXQGV
	7KUHH PRQWKV RU OHVV
	
	
	
	
	
	
	
	
	
	
	

	&DVK HTXLYDOHQWV
	
	
	
	
	
	
	
	
	
	
	
	


[image: ]

7KH &RPSDQ\ GRHV QRW LQWHQG WR VHOO WKH VHFXULWLHV LQ DQ XQUHDOL]HG ORVV SRVLWLRQ DQG GRHV QRW H[SHFW WKH\ ZLOO EH UHTXLUHG WR VHOO WKH VHFXULWLHV EHIRUH PDWXULW\ 1R DOORZDQFH IRU FUHGLW ORVVHV KDV EHHQ UHFRJQL]HG DV RI 'HFHPEHU   RU 'HFHPEHU   'XULQJ WKH \HDUV HQGHG 'HFHPEHU   DQG  WKH &RPSDQ\ GLG QRW UHFRJQL]H DQ\ LPSDLUPHQW ORVVHV UHODWHG WR LQYHVWPHQWV

$V RI 'HFHPEHU   DQG 'HFHPEHU   WKH &RPSDQ\ KDG DFFUXHG LQWHUHVW UHFHLYDEOH RI  PLOOLRQ ZKLFK ZDV LQFOXGHG LQ WKH SUHSDLG H[SHQVHV DQG RWKHU FXUUHQW DVVHWV ILQDQFLDO VWDWHPHQW OLQH LWHP LQ WKH FRQVROLGDWHG EDODQFH VKHHWV

Warrant Liability

$V RI 'HFHPEHU   ZDUUDQWV UHSUHVHQWLQJ  VKDUHV RI FRPPRQ VWRFN ZHUH RXWVWDQGLQJ 7KHVH ZDUUDQWV DUH FODVVLILHG DV D OLDELOLW\ VLQFH WKH ZDUUDQWV PHHW WKH FODVVLILFDWLRQ UHTXLUHPHQWV IRU OLDELOLW\ DFFRXQWLQJ SXUVXDQW WR $6&  7KLV OLDELOLW\ LV VXEMHFW WR UHPHDVXUHPHQW DW HDFK EDODQFH VKHHW GDWH XQWLO WKH ZDUUDQWV DUH H[HUFLVHG RU H[SLUH DQG DQ\ FKDQJH LQ IDLU YDOXH LV UHFRJQL]HG LQ WKH &RPSDQ\¶V VWDWHPHQWV RI RSHUDWLRQV 7KH &RPSDQ\ FODVVLILHV WKH ZDUUDQW OLDELOLW\ ZLWKLQ /HYHO  RI WKH IDLU YDOXH KLHUDUFK\ DV WKH DVVHVVHG IDLU YDOXH LV EDVHG RQ ERWK REVHUYDEOH DQG XQREVHUYDEOH PDUNHW LQSXWV LQFOXGLQJ WKH &RPSDQ\V VWRFN SULFH ULVNIUHH UDWH DQG YRODWLOLW\

7KH IROORZLQJ WDEOH VHWV IRUWK WKH FKDQJHV LQ IDLU YDOXH RI WKH ZDUUDQW OLDELOLW\ IRU WKH \HDU HQGHG 'HFHPEHU   LQ WKRXVDQGV

	)DLU YDOXH DW 'HFHPEHU  
	
	

	&KDQJHV LQ IDLU YDOXH
	
	

	)DLU YDOXH DW 'HFHPEHU  
	
	

	
	
	








)

	1RWH  %DODQFH 6KHHW &RPSRQHQWV
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	$FFXPXODWHG GHSUHFLDWLRQ
	
	
	
	
	
	

	3URSHUW\ DQG HTXLSPHQW QHW
	
	
	
	
	
	

	
	
	
	
	
	
	



'HSUHFLDWLRQ H[SHQVH ZDV  PLOOLRQ IRU HDFK RI WKH \HDUV HQGHG 'HFHPEHU   DQG 

	Accrued Expenses and Other Current Liabilities
	
	
	
	
	
	

	$FFUXHG H[SHQVHV FRQVLVWHG RI WKH IROORZLQJ LQ WKRXVDQGV
	
	
	
	
	
	

	
	
	'HFHPEHU 
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	5HVHDUFK DQG GHYHORSPHQW H[SHQVHV
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	7RWDO DFFUXHG H[SHQVHV DQG RWKHU FXUUHQW OLDELOLWLHV
	
	
	
	
	
	

	1RWH  'HEW
	
	
	
	
	
	

	
	
	
	
	
	
	

	Convertible Promissory Notes
	
	
	
	
	
	



,Q )HEUXDU\  WKH &RPSDQ\ LVVXHG IRXU FRQYHUWLEOH SURPLVVRU\ QRWHV ZLWK DQ DJJUHJDWH SULQFLSDO DPRXQW RI  PLOOLRQ (DFK QRWH KDV DQ LQWHUHVW UDWH RI  SHU DQQXP DQG D PDWXULW\ GDWH RI 0D\   WKH ³&RQYHUWLEOH 3URPLVVRU\
1RWHV´ 7KH QRWHV DQG DQ\ DFFUXHG EXW XQSDLG LQWHUHVW ZHUH FRQYHUWLEOH DW HLWKHU WKH GDWH RI D TXDOLILHG ILQDQFLQJ RI DW OHDVW  PLOOLRQ D ³4XDOLILHG )LQDQFLQJ´ RU RQ WKH PDWXULW\ GDWH DW WKH RSWLRQ RI WKH UHVSHFWLYH KROGHU DQG DUH FRQYHUWLEOH LQWR WKH VDPH VHFXULWLHV LVVXHG LQ WKH 4XDOLILHG )LQDQFLQJ RU LI QR TXDOLILHG ILQDQFLQJ RFFXUV SULRU WR PDWXULW\ WKHQ VKDOO EH FRQYHUWLEOH LQWR WKH &RPSDQ\¶V 6HULHV & 3UHIHUUHG 6WRFN

8SRQ D 4XDOLILHG )LQDQFLQJ WKH &RQYHUWLEOH 3URPLVVRU\ 1RWHV DXWRPDWLFDOO\ FRQYHUW LQWR VKDUHV RI WKH &RPSDQ\¶V UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN RQ WKH VDPH FRQGLWLRQV DSSOLFDEOH IRU WKH 4XDOLILHG )LQDQFLQJ DW D FRQYHUVLRQ SULFH HTXDO WR WKH ORZHVW SULFH SHU VKDUH SDLG LQ WKH 4XDOLILHG )LQDQFLQJ PXOWLSOLHG E\ D GLVFRXQW IDFWRU UDQJLQJ IURP  WR  GHSHQGLQJ RQ WKH WLPLQJ RI WKH 4XDOLILHG )LQDQFLQJ

2Q )HEUXDU\   LQ FRQQHFWLRQ ZLWK WKH FORVLQJ RI WKH 6HULHV ' UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN ILQDQFLQJ WKH &RQYHUWLEOH 3URPLVVRU\ 1RWHV LQFOXGLQJ DFFUXHG LQWHUHVW DQG UHODWHG HPEHGGHG GHULYDWLYH OLDELOLW\ FRQYHUWHG LQWR  VKDUHV RI 6HULHV ' UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN DW D GLVFRXQW IDFWRU RI  UHODWLYH WR WKH SULFH SDLG E\ WKH 6HULHV ' LQYHVWRUV 7KH FRQYHUVLRQ UHVXOWHG LQ D  PLOOLRQ ORVV RQ H[WLQJXLVKPHQW RI WKH &RQYHUWLEOH 3URPLVVRU\ 1RWHV









)

Term Loan

,Q 0D\  WKH &RPSDQ\ HQWHUHG LQWR D ORDQ DQG VHFXULW\ DJUHHPHQW WKH ³/RDQ $JUHHPHQW´ ZLWK 69% ,QQRYDWLYH &UHGLW *URZWK )XQG ,; /3 DQG ,QQRYDWLYH &UHGLW *URZWK )XQG 9,,,$ /3 FROOHFWLYHO\ WKH ³/HQGHUV´ SXUVXDQW WR ZKLFK WKH &RPSDQ\ ZDV HOLJLEOH WR ERUURZ DQG WKH /HQGHUV DUH REOLJDWHG WR IXQG XS WR  PLOOLRQ LQ ERUURZLQJ FDSDFLW\ DFURVV WZR SRWHQWLDO WUDQFKHV WKH ³7HUP /RDQ´ $W WKH FORVLQJ RI WKH /RDQ $JUHHPHQW LQ 0D\  WKH &RPSDQ\ GUHZ  PLOOLRQ IURP WKH ILUVW WUDQFKH WKH ³,QLWLDO 7HUP /RDQ´ DQG LQ 0D\  WKH &RPSDQ\ GUHZ  PLOOLRQ IURP WKH VHFRQG WUDQFKH WKH ³$GGLWLRQDO 7HUP /RDQ´

,Q FRQQHFWLRQ ZLWK WKH ,QLWLDO 7HUP /RDQ RI  PLOOLRQ WKH &RPSDQ\ LVVXHG WR WKH /HQGHUV ZDUUDQWV WR SXUFKDVH  VKDUHV RI WKH &RPSDQ\¶V FRPPRQ VWRFN 7KH ZDUUDQWV H[SLUH RQ 0D\   DQG KDG D IDLU YDOXH RI  DW LVVXDQFH 6LPLODUO\ LQ FRQQHFWLRQ ZLWK WKH $GGLWLRQDO 7HUP /RDQ GUDZ WKH &RPSDQ\ LVVXHG DQ DGGLWLRQDO ZDUUDQW WR SXUFKDVH  VKDUHV RI WKH &RPSDQ\¶V FRPPRQ VWRFN 7KH ZDUUDQWV H[SLUH RQ 0D\   DQG KDG D IDLU YDOXH RI  DW LVVXDQFH $ V D UHVXOW SURFHHGV IURP WKH GHEW HTXDO WR WKH IDLU YDOXH ZHUH DOORFDWHG WR WKHVH ZDUUDQWV DQG DUH DPRUWL]HG DV SDUW RI WKH GHEW GLVFRXQW RYHU WKH OLIH RI WKH 7HUP /RDQ



7KH &RPSDQ\¶V REOLJDWLRQV XQGHU WKH /RDQ $JUHHPHQW DUH VXEMHFW WR DFFHOHUDWLRQ XSRQ WKH RFFXUUHQFH RI FXVWRPDU\ HYHQWV RI GHIDXOW LQFOXGLQJ SD\PHQW GHIDXOW LQVROYHQF\ DQG WKH RFFXUUHQFH RI FHUWDLQ HYHQWV KDYLQJ D PDWHULDO DGYHUVH HIIHFW RQ WKH &RPSDQ\ LQFOXGLQJ EXW QRW OLPLWHG WR PDWHULDO DGYHUVH HIIHFWV XSRQ WKH EXVLQHVV RSHUDWLRQV SURSHUWLHV DVVHWV RU ILQDQFLDO FRQGLWLRQ RI WKH &RPSDQ\ DQG LWV VXEVLGLDULHV WDNHQ DV D ZKROH

7KH /RDQ $JUHHPHQW LQFOXGHV SRVLWLYH DQG QHJDWLYH FRYHQDQWV WKDW WKH &RPSDQ\ PXVW FRPSO\ ZLWK DQG LV VHFXUHG E\ WKH DVVHWV RI WKH &RPSDQ\ WKDW DUH SOHGJHG DV FROODWHUDO



	7KH FRPSRQHQWV RI WKH 7HUP /RDQ EDODQFH ZHUH LQ WKRXVDQGV
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	3ULQFLSDO ORDQ EDODQFH
	
	
	
	

	)LQDO IHH
	
	
	
	

	8QDPRUWL]HG GHEW GLVFRXQW
	
	
	

	7RWDO 7HUP /RDQ
	
	
	
	

	$V RI 'HFHPEHU   WKH HVWLPDWHG IXWXUH SULQFLSDO SD\PHQWV XQGHU WKH 7HUP /RDQ DUH DV IROORZV LQ WKRXVDQGV



	
	
	7RWDO 3ULQFLSDO
	

	<HDU HQGLQJ 'HFHPEHU 
	
	3D\PHQWV
	

	
	
	
	

	3ULQFLSDO DPRXQW RI 7HUP /RDQ
	
	
	

	
	
	
	





)

1RWH  &DSLWDO 6WUXFWXUH

8SRQ WKH FORVLQJ RI WKH ,32 DOO RI WKH &RPSDQ\¶V RXWVWDQGLQJ VKDUHV RI UHGHHPDEOH FRQYHUWLEOH SUHIHUUHG VWRFN DXWRPDWLFDOO\ FRQYHUWHG LQWR  VKDUHV RI FRPPRQ VWRFN

7KHUH DUH  VKDUHV RI FRPPRQ VWRFN DXWKRUL]HG DV RI 'HFHPEHU   DQG 'HFHPEHU   ,Q FRQQHFWLRQ ZLWK WKH ,32 WKH &RPSDQ\V ERDUG RI GLUHFWRUV DXWKRUL]HG  VKDUHV RI SUHIHUUHG VWRFN $V RI 'HFHPEHU   DQG 'HFHPEHU   WKHUH ZHUH QR SUHIHUUHG VKDUHV LVVXHG DQG RXWVWDQGLQJ &RPPRQ VWRFN UHVHUYHG IRU IXWXUH LVVXDQFH DV RI 'HFHPEHU   FRQVLVWHG RI WKH IROORZLQJ

	
	'HFHPEHU 
	
	'HFHPEHU 
	

	
	
	
	

	6WRFN RSWLRQV LVVXHG DQG RXWVWDQGLQJ
	
	
	
	

	6WRFN RSWLRQV DXWKRUL]HG IRU IXWXUH LVVXDQFH
	
	
	
	

	:DUUDQWV LVVXHG DQG RXWVWDQGLQJ
	
	
	

	7RWDO FRPPRQ VWRFN UHVHUYHG IRU IXWXUH LVVXDQFH
	
	
	
	

	1RWH  6WRFN%DVHG &RPSHQVDWLRQ
	
	
	
	

	
	
	
	
	



Stock Option Plans

8QGHU WKH WHUPV RI LWV VWRFN RSWLRQ SODQV WKH &RPSDQ\¶V ERDUG RI GLUHFWRUV PD\ JUDQW VWRFN RSWLRQV WR HPSOR\HHV GLUHFWRUV DQG FRQVXOWDQWV 7KH &RPSDQ\ LVVXHG VWRFN RSWLRQV XQGHU WKH  (TXLW\ ,QFHQWLYH 3ODQ DV DPHQGHG WKH ³ SODQ´ XQWLO 6HSWHPEHU  ZKHQ WKH  (TXLW\ ,QFHQWLYH 3ODQ ³ 3ODQ´ ZDV DGRSWHG 7KHUH DUH QR UHPDLQLQJ VKDUHV DYDLODEOH WR EH JUDQWHG XQGHU WKH  3ODQ 7KHUH ZHUH  DQG  VWRFN RSWLRQV RXWVWDQGLQJ XQGHU WKH  3ODQ DQG  3ODQ UHVSHFWLYHO\ DV RI 'HFHPEHU  

7KH  3ODQ DXWKRUL]HV WKH DZDUG RI LQFHQWLYH VWRFN RSWLRQV ,62V ZKLFK DUH LQWHQGHG WR TXDOLI\ IRU WD[ WUHDWPHQW XQGHU 6HFWLRQ  RI WKH 86 ,QWHUQDO 5HYHQXH &RGH RI  DV DPHQGHG DQG QRQTXDOLILHG VWRFN RSWLRQV 5HVWULFWHG 6WRFN

$ZDUGV 6WRFN $SSUHFLDWLRQ 5LJKWV 5HVWULFWHG 6WRFN 8QLWV HDFK DV GHILQHG LQ WKH  3ODQ SHUIRUPDQFH DZDUGV DQG VWRFN ERQXV DZDUGV HDFK DV GHILQHG LQ WKH  3ODQ 7KH  3ODQ LQLWLDOO\ UHVHUYHG  VKDUHV RI WKH &RPSDQ\V



$V RI 'HFHPEHU    VKDUHV ZHUH DYDLODEOH IRU IXWXUH JUDQWV XQGHU WKH  3ODQ 7KH 3ODQ SHUPLWV WKH JUDQWLQJ RI LQFHQWLYH VWRFN RSWLRQV QRQVWDWXWRU\ VWRFN RSWLRQV VWRFN DZDUGV DQG VWRFN SXUFKDVH ULJKWV 7KH WHUPV RI WKH DJUHHPHQWV DUH GHWHUPLQHG E\ WKH ERDUG RI GLUHFWRUV 7KH &RPSDQ\¶V VWRFN RSWLRQV KDYH D PD[LPXP WHUP RI  \HDUV DQG YHVW EDVHG RQ WKH WHUPV LQ WKH DJUHHPHQWV JHQHUDOO\ RYHU  \HDUV

















)

7KH IROORZLQJ WDEOH VXPPDUL]HV WKH VWRFN RSWLRQ DFWLYLW\ IRU WKH \HDU HQGHG 'HFHPEHU  

	
	
	
	
	
	
	
	
	
	HLJKWHG
	
	
	

	
	
	
	
	
	
	
	HLJKWHG
	
	$YHUDJH
	
	
	$JJUHJDWH

	
	
	
	
	
	
	
	$YHUDJH
	
	5HPDLQLQJ
	
	
	,QWULQVLF

	
	
	1XPEHU RI
	
	
	
	
	([HUFLVH
	
	&RQWUDFWXDO
	
	
	9DOXH LQ

	
	
	2SWLRQV
	
	
	
	
	3ULFH
	
	/LIH <HDUV
	
	
	WKRXVDQGV

	%DODQFH 'HFHPEHU  
	
	
	
	
	
	
	
	
	
	
	

	&KDQJH LQ DXWKRUL]HG VKDUHV
	
	
	
	
	
	
	
	
	
	
	

	*UDQWHG
	
	
	
	
	
	
	
	
	
	
	

	([HUFLVHG
	
	
	
	
	
	
	
	
	
	
	

	)RUIHLWHGH[SLUHG
	
	
	
	
	
	
	
	
	
	
	

	%DODQFH 'HFHPEHU  
	
	
	
	
	
	
	
	
	

	9HVWHG DQG ([HUFLVDEOH 'HFHPEHU  
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	



7KH LQWULQVLF YDOXH RI WKH VWRFN RSWLRQV WKDW ZHUH H[HUFLVHG GXULQJ WKH \HDU HQGHG 'HFHPEHU   DQG  ZHUH  PLOOLRQ DQG  PLOOLRQ UHVSHFWLYHO\

7KH ZHLJKWHGDYHUDJH JUDQW GDWH IDLU YDOXH RI VWRFN RSWLRQV JUDQWHG GXULQJ WKH \HDU HQGHG 'HFHPEHU   DQG  ZDV  DQG  UHVSHFWLYHO\ DQG ZHUH HVWLPDWHG RQ WKH GDWH RI JUDQW XVLQJ D %ODFN6FKROHV RSWLRQ SULFLQJ PRGHO ZLWK WKH IROORZLQJ ZHLJKWHGDYHUDJH DVVXPSWLRQV

	
	<HDU (QGHG 'HFHPEHU 

	
	
	

	:HLJKWHGDYHUDJH ULVNIUHH LQWHUHVW UDWH
	
	
	

	([SHFWHG WHUP RI VWRFN RSWLRQV LQ \HDUV
	 \HDUV
	
	 \HDUV

	:HLJKWHGDYHUDJH H[SHFWHG VWRFN SULFH YRODWLOLW\
	
	

	(VWLPDWHG GLYLGHQG \LHOG
	
	
	



6WRFNEDVHG FRPSHQVDWLRQ H[SHQVH UHFRUGHG DV UHVHDUFK DQG GHYHORSPHQW DQG JHQHUDO DQG DGPLQLVWUDWLYH H[SHQVHV LQ WKH VWDWHPHQWV RI RSHUDWLRQV DQG FRPSUHKHQVLYH ORVV LV DV IROORZV LQ WKRXVDQGV

	
	
	
	<HDU (QGHG 'HFHPEHU 

	
	
	
	
	
	
	

	5HVHDUFK DQG GHYHORSPHQW
	
	
	
	
	

	*HQHUDO DQG DGPLQLVWUDWLYH
	
	
	
	
	

	7RWDO VWRFNEDVHG FRPSHQVDWLRQ H[SHQVH
	
	
	
	
	

	
	
	
	
	
	
	



$V RI 'HFHPEHU   WKHUH ZDV  PLOOLRQ RI XQUHFRJQL]HG FRPSHQVDWLRQ FRVW WKDW LV H[SHFWHG WR EH UHFRJQL]HG RYHU D ZHLJKWHG DYHUDJH SHULRG RI  \HDUV

Employee Stock Purchase Plan











)

1RWH  &RPPLWPHQWV DQG &RQWLQJHQFLHV

Indemnification

¶V REOLJDWLRQ WR LQGHPQLI\ LWV GLUHFWRUV DQG RIILFHUV 7R GDWH WKH &RPSDQ\ KDV QRW LQFXUUHG DQ\ FRVWV DQG KDYH QRW DFFUXHG DQ\ OLDELOLWLHV LQ WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV DV D UHVXOW RI WKHVH SURYLVLRQV

Legal Proceedings

2Q -DQXDU\   D SXWDWLYH VHFXULWLHV FODVV DFWLRQ FRPSODLQW ZDV ILOHG DJDLQVW WKH &RPSDQ\ DQG FHUWDLQ RI LWV RIILFHUV DQG GLUHFWRUV LQ WKH 8QLWHG 6WDWHV 'LVWULFW &RXUW IRU WKH 1RUWKHUQ 'LVWULFW RI &DOLIRUQLD WKH &RXUW 7KH FRPSODLQW DOOHJHG YLRODWLRQV RI 6HFWLRQ  DQG 6HFWLRQ  RI WKH 6HFXULWLHV $ FW RI  EDVHG RQ DOOHJDWLRQV WKDW GHIHQGDQWV PLVUHSUHVHQWHG DQGRU RPLWWHG FHUWDLQ LQIRUPDWLRQ LQ WKH &RPSDQ\¶V 5HJLVWUDWLRQ 6WDWHPHQW FRQFHUQLQJ D]HODSUDJ $Q DPHQGHG FRPSODLQW ZDV ILOHG RQ -XQH   2Q 2FWREHU   WKH &RXUW HQWHUHG DQ RUGHU JUDQWLQJ GHIHQGDQWV¶ PRWLRQ WR GLVPLVV ZLWKRXW SUHMXGLFH 2Q 1RYHPEHU   D IXUWKHU DPHQGHG FRPSODLQW ZDV ILOHG 2Q 0DUFK   WKH &RXUW

HQWHUHG DQ RUGHU JUDQWLQJ GHIHQGDQWV¶ IXUWKHU PRWLRQ WR GLVPLVV ZLWK SUHMXGLFH 3ODLQWLII PXVW ILOH DQ\ QRWLFH RI DSSHDO ZLWKLQ  GD\V DIWHU HQWU\ RI MXGJPHQW

)URP WLPH WR WLPH LQ WKH RUGLQDU\ FRXUVH RI EXVLQHVV WKH &RPSDQ\ LV VXEMHFW WR OHJDO SURFHHGLQJV 7KH &RPSDQ\ DFFUXHV D OLDELOLW\ IRU VXFK PDWWHUV ZKHQ LW LV SUREDEOH WKDW D OLDELOLW\ KDV EHHQ LQFXUUHG DQG WKDW WKH DPRXQW FDQ EH UHDVRQDEO\ HVWLPDWHG /HJDO IHHV DQG RWKHU FRVWV DVVRFLDWHG ZLWK VXFK SURFHHGLQJV DUH H[SHQVHG DV LQFXUUHG

Leases

,Q $XJXVW  WKH &RPSDQ\ HQWHUHG LQWR DQ DJUHHPHQW WR OHDVH RIILFH DQG ODE VSDFH LQ 5LFKPRQG &DOLIRUQLD ZKLFK WKH &RPSDQ\ XVHG IRU LWV FRUSRUDWH RIILFHV DQG UHVHDUFK IDFLOLW\ WKH ³5LFKPRQG /HDVH´ 7KH 5LFKPRQG OHDVH H[SLUHG LQ $XJXVW  7KH &RPSDQ\ UHFRJQL]HG UHQW H[SHQVH RQ D VWUDLJKWOLQH EDVLV RYHU WKH OHDVH WHUP 7KH 5LFKPRQG OHDVH GLG QRW SURYLGH D EDUJDLQ SXUFKDVH RSWLRQ QRU GLG LW WUDQVIHU RZQHUVKLS DW DQ\ SRLQW GXULQJ WKH OHDVH WR WKH &RPSDQ\ DQG ZDV FODVVLILHG DV DQ RSHUDWLQJ OHDVH



$V RI 'HFHPEHU   WKH (PHU\YLOOH /HDVH UHPDLQLQJ OHDVH WHUP ZDV  \HDUV DQG WKH GLVFRXQW UDWH XVHG WR GHWHUPLQH WKH RSHUDWLQJ OHDVH OLDELOLW\ ZDV 

2SHUDWLQJ OHDVH H[SHQVH ZDV  PLOOLRQ DQG  PLOOLRQ IRU WKH \HDUV HQGHG 'HFHPEHU   DQG  UHVSHFWLYHO\ &DVK SDLG IRU DPRXQWV LQFOXGHG LQ WKH PHDVXUHPHQW RI RSHUDWLQJ OHDVH OLDELOLWLHV ZDV  PLOOLRQ DQG  PLOOLRQ IRU WKH \HDUV HQGHG 'HFHPEHU   DQG  UHVSHFWLYHO\ DQG ZDV LQFOXGHG LQ QHW FDVK XVHG LQ RSHUDWLQJ DFWLYLWLHV LQ WKH &RPSDQ\¶V FRQVROLGDWHG VWDWHPHQW RI FDVK IORZV 9DULDEOH OHDVH SD\PHQWV UHODWHG WR RSHUDWLQJ OHDVHV IRU WKH \HDUV HQGHG 'HFHPEHU   DQG  ZHUH QRW PDWHULDO









)

$V RI 'HFHPEHU   PDWXULWLHV RI OHDVH OLDELOLWLHV ZHUH DV IROORZV

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	7KHUHDIWHU
	
	

	7RWDO RSHUDWLQJ OHDVH SD\PHQWV
	
	

	/HVV LPSXWHG LQWHUHVW
	
	

	7RWDO RSHUDWLQJ OHDVH OLDELOLWLHV
	
	

	/HVV FXUUHQW SRUWLRQ
	
	

	2SHUDWLQJ OHDVH OLDELOLW\ QHW RI FXUUHQW SRUWLRQ
	
	

	
	
	



1RWH  &ROODERUDWLRQ $JUHHPHQWV

Novartis Pharma AG Collaboration Agreement

2Q 'HFHPEHU   WKH &RPSDQ\ HQWHUHG LQWR D FROODERUDWLRQ DJUHHPHQW ZLWK 1RYDUWLV 3KDUPD $* 1RYDUWLV WR LGHQWLI\ DQG YDOLGDWH QRYHO WKHUDSHXWLF GUXJ WDUJHWV E\ LQYHVWLJDWLQJ WKH ELRORJLFDO PHFKDQLVPV WKDW GULYH GLVHDVHV UHODWHG WR DJLQJ DQG PHGLDWH WKH EHQHILFLDO HIIHFWV RI SK\VLFDO H[HUFLVH WKH 1RYDUWLV $JUHHPHQW

8QGHU WKH WHUPV RI WKH 1RYDUWLV $JUHHPHQW WKH &RPSDQ\ LV REOLJDWHG WR SHUIRUP DGGLWLRQDO DQDO\VHV RQ WKH &RPSDQ\V ORQJLWXGLQDO KXPDQ DJLQJ FRKRUW GDWDVHWV WR H[SDQG GDWD LQFOXGHG LQ WKH &RPSDQ\V GLVFRYHU\ SODWIRUP DQG SHUIRUP RWKHU DFWLYLWLHV WR HQDEOH WKH LGHQWLILFDWLRQ DQG YDOLGDWLRQ RI QRYHO WKHUDSHXWLF GUXJ WDUJHWV 7KH &RPSDQ\ KDV GHWHUPLQHG WKHVH DFWLYLWLHV UHSUHVHQW D VLQJOH SHUIRUPDQFH REOLJDWLRQ

,Q FRQVLGHUDWLRQ IRU WKH ULJKWV JUDQWHG XQGHU WKH 1RYDUWLV $JUHHPHQW WKH &RPSDQ\ KDV UHFHLYHG DQG PD\ UHFHLYH XSIURQW SD\PHQWV DQG UHVHDUFK IXQGLQJ RI XS WR  PLOOLRQ DQG XS WR  PLOOLRQ LQ IXWXUH ORQJWHUP UHVHDUFK GHYHORSPHQW DQG FRPPHUFLDO PLOHVWRQHV 7KH &RPSDQ\ DQG 1RYDUWLV HDFK KDYH WKH ULJKW WR DGYDQFH QRYHO WDUJHWV GLVFRYHUHG XQGHU WKH 1RYDUWLV $JUHHPHQW DQG DUH HDFK HOLJLEOH WR UHFHLYH UHFLSURFDO VXFFHVV PLOHVWRQHV DQG UHFHLYH WLHUHG UR\DOWLHV RQ QHW VDOHV RI OLFHQVHG SURGXFWV



Wellcome Leap Commercial Research Funding Agreement

,Q 6HSWHPEHU  WKH &RPSDQ\ HQWHUHG LQWR D &RPPHUFLDO 5HVHDUFK )XQGLQJ $JUHHPHQW ZLWK :HOOFRPH /HDS ,QF WKH ³:HOOFRPH /HDS $JUHHPHQW´ LQ ZKLFK :HOOFRPH /HDS ZDV WR IXQG FHUWDLQ UHVHDUFK DQG GHYHORSPHQW ZRUN SHUIRUPHG E\ WKH &RPSDQ\ ,Q FRQQHFWLRQ ZLWK WKH :HOOFRPH /HDS $JUHHPHQW WKH &RPSDQ\ HQWHUHG LQWR D VWDWHPHQW RI ZRUN LQ ZKLFK WKH &RPSDQ\ ZDV WR HYDOXDWH D]HODSUDJ¶V HIILFDF\ DW SUHYHQWLQJ PXVFOH DWURSK\ DQG IUDLOW\ GXULQJ KRVSLWDOL]DWLRQ LQ FKURQLF REVWUXFWLYH SXOPRQDU\ GLVHDVH ³&23'´ SDWLHQWV WKURXJK D 3KDVH  FOLQLFDO WULDO WKH ³&23' 7ULDO´

$OVR LQ 6HSWHPEHU  :HOOFRPH /HDS PDGH D SD\PHQW RI  PLOOLRQ WR WKH &RPSDQ\ WR FRYHU FRVWV WR EH LQFXUUHG UHODWHG WR WKH &23' 7ULDO WKH ³*UDQW )XQGV´









)

,Q 0DUFK  WKH &RPSDQ\ LQIRUPHG :HOOFRPH /HDS WKDW LW SODQQHG WR WHUPLQDWH WKH &23' 7ULDO GXH WR FRQFHUQV UHJDUGLQJ FRPPHUFLDO IHDVLELOLW\ DQG RQ 0D\   WKH &RPSDQ\ DQG :HOOFRPH /HDS WHUPLQDWHG WKH :HOOFRPH /HDS $JUHHPHQW WKH ³:HOOFRPH /HDS 7HUPLQDWLRQ´ ,Q FRQQHFWLRQ ZLWK WKH :HOOFRPH /HDS 7HUPLQDWLRQ WKH &RPSDQ\ UHWXUQHG  PLOOLRQ RI XQXVHG *UDQW )XQGV UHFHLYHG WR :HOOFRPH /HDS LQ -XQH 

1RWH  ,QFRPH 7D[HV

1R LQFRPH WD[ H[SHQVH RU EHQHILW KDV EHHQ UHFRUGHG IRU WKH \HDUV HQGHG 'HFHPEHU   RU  7KLV LV GXH WR WKH HVWDEOLVKPHQW RI D YDOXDWLRQ DOORZDQFH DJDLQVW WKH GHIHUUHG WD[ DVVHWV JHQHUDWHG GXULQJ WKRVH SHULRGV $W 'HFHPEHU   WKH &RPSDQ\ KDV FRQFOXGHG WKDW LW LV PRUH OLNHO\ WKDQ QRW WKDW WKH &RPSDQ\ ZLOO QRW UHDOL]H WKH EHQHILW RI LWV GHIHUUHG WD[ DVVHWV GXH WR LWV KLVWRU\ RI ORVVHV $FFRUGLQJO\ WKH QHW GHIHUUHG WD[ DVVHWV KDYH EHHQ IXOO\ UHVHUYHG

7KH IROORZLQJ ZHUH FRPSRQHQWV RI ORVV EHIRUH LQFRPH WD[HV

	
	
	'HFHPEHU 
	

	
	
	
	
	
	

	3UHWD[ ERRN ORVV
	
	
	
	
	

	'RPHVWLF
	
	
	
	
	

	)RUHLJQ
	
	
	
	
	

	7RWDO SUHWD[ ERRN ORVV
	
	
	
	
	

	
	
	
	
	
	



$ UHFRQFLOLDWLRQ RI LQFRPH WD[ EHQHILW DW WKH VWDWXWRU\ IHGHUDO LQFRPH WD[ UDWH DQG LQFRPH WD[HV DV UHIOHFWHG LQ WKH FRQVROLGDWHG ILQDQFLDO VWDWHPHQWV DV RI 'HFHPEHU   DQG  DIWHU WKH DGRSWLRQ RI $68  LV DV IROORZV LQ WKRXVDQGV H[FHSW SHUFHQWDJHV

	
	)RU WKH <HDU (QGHG 'HFHPEHU 
	
	

	
	
	
	
	
	

	
	
	RI
	
	
	
	

	
	
	3UHWD[
	
	
	RI 3UHWD[

	
	$PRXQW
	/RVVHV
	
	$PRXQW
	/RVVHV

	86 IHGHUDO VWDWXWRU\ WD[ UDWH
	
	
	
	
	

	6WDWH DQG ORFDO LQFRPH WD[HV QHW RI IHGHUDO LQFRPH
	
	
	
	
	
	

	WD[ HIIHFW
	
	
	
	

	)RUHLJQ WD[ HIIHFWV
	
	
	
	
	
	

	$XVWUDOLD
	
	
	
	
	
	

	6WDWXWRU\ WD[ UDWH GLIIHUHQFH EHWZHHQ $XVWUDOLD DQG
	
	
	
	
	
	

	8QLWHG 6WDWHV
	
	
	
	

	&KDQJH LQ YDOXDWLRQ DOORZDQFH
	
	
	
	

	2WKHU
	
	
	
	
	

	7D[ &UHGLWV
	
	
	
	
	
	

	5  ' &UHGLWV
	
	
	
	

	&KDQJH LQ YDOXDWLRQ DOORZDQFH
	
	
	
	

	1RQWD[DEOH RU QRQGHGXFWLEOH LWHPV
	
	
	
	
	
	

	2WKHU
	
	
	
	

	&KDQJH LQ XQUHFRJQL]HG WD[ EHQHILW
	
	
	
	

	2WKHU DGMXVWPHQWV
	
	
	
	
	
	

	(IIHFWLYH WD[ UDWH
	
	
	
	
	

	
	
	
	
	
	
	


[image: ]

'HIHUUHG WD[ DVVHW DQG OLDELOLWLHV DUH GHWHUPLQHG EDVHG RQ WKH GLIIHUHQFHV EHWZHHQ WKH ILQDQFLDO VWDWHPHQW FDUU\LQJ DPRXQWV DQG WD[ EDVHV RI DVVHWV DQG OLDELOLWLHV XVLQJ HQDFWHG WD[ UDWHV LQ HIIHFW IRU WKH \HDUV LQ ZKLFK GLIIHUHQFHV DUH H[SHFWHG WR UHYHUVH







)

6LJQLILFDQW FRPSRQHQWV RI WKH &RPSDQ\¶V GHIHUUHG WD[HV DV RI 'HFHPEHU   DQG  FRQVLVWHG RI WKH IROORZLQJ LQ WKRXVDQGV

'HFHPEHU 


	
	
	

	'HIHUUHG WD[ DVVHWV
	
	
	

	1HW RSHUDWLQJ ORVV FDUU\IRUZDUGV
	
	
	

	*HQHUDO EXVLQHVV FUHGLW
	
	

	$PRUWL]DWLRQ RI WHPSRUDU\ GLIIHUHQFH
	
	

	6WRFNEDVHG FRPSHQVDWLRQ
	
	

	&DSLWDOL]HG UHVHDUFK DQG GHYHORSPHQW H[SHQVHV
	
	

	/HDVH OLDELOLW\
	
	

	'HIHUUHG UHYHQXH
	
	
	

	2WKHU
	
	

	*URVV GHIHUUHG WD[ DVVHWV
	
	
	

	/HVV 9DOXDWLRQ DOORZDQFH
	
	

	7RWDO GHIHUUHG WD[ DVVHWV
	
	
	

	'HIHUUHG WD[ OLDELOLWLHV
	
	
	

	)L[HG DVVHWV
	
	

	5LJKWRIXVHDVVHW
	
	

	0DUN WR PDUNHW LQYHVWPHQWV
	
	
	

	1HW GHIHUUHG WD[ DVVHWV
	
	
	



7KH &RPSDQ\ KDV 86 IHGHUDO DQG VWDWH QHW RSHUDWLQJ ORVV FDUU\IRUZDUGV ³12/´

7KH &RPSDQ\ UHFRUGHG D  YDOXDWLRQ DOORZDQFH DJDLQVW WKH QHW GHIHUUHG WD[ DVVHWV DV RI 'HFHPEHU   DQG  EHFDXVH UHDOL]DWLRQ LV QRW PRUH OLNHO\ WKDQ QRW EDVHG RQ DYDLODEOH SRVLWLYH DQG QHJDWLYH HYLGHQFH 7KH FKDQJH LQ YDOXDWLRQ DOORZDQFH ZDV  PLOOLRQ DQG  PLOOLRQ DV RI 'HFHPEHU   DQG  UHVSHFWLYHO\
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NIrp3 knockout rescues integrity of the RPE in mice
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Apelin levels predicted exercise benefits in humans
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Loss of apelin increased adiposity and reduced insulin tolerance
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Human genetics connects apelin signaling to BMI, body composition, and metabolism

Reported trait p-Value  Cohort Author PMID
Apolipoprotain Al levels 9.00¢-

HOL cholestoro lovels s00610 Richordson TG 32203549
Trgiyceride levels 800610

Low high donsiy llpoprotein chojesterol evels 400610 Middie Eost Wi sm 26879885
Body mas index 400609 UKGGANTconsorum  PultsL om0z
Body mass Index 20068 Jopan, UK &Finiond Sakaue s 3as04039

Appendicuiar oan mass. 681E-9 u poi P 3s097823




image51.jpeg




image52.jpeg
o
e
ftiame)

Apelin receptor APJ agonist clinical experience highlights potential muscle & metabolic benefits

e

ol so _omn




image53.jpeg
Parenteral

- Compostion of matte I flec on smallmolecules + Excusiveoption on AP agonit nanobodies with
i picorolat potency otency 1ok greate thon apel the noturl igand
- Scaltold distint om azeloprog
APJ agonist activity (cAMP) APJ agonist activity (CAMP)
20 0
EIUU EVW
g £
2 a5
i = 2
e T
$ H
EE e
o
o - ¥
! 20—
I T R g s
Concentraion () oncontration ()
o dpats o= Mgt o= AP Mg Z o dpabss o= inanotody

Cotonoroten win Jxang Taropectics




image54.jpeg
Obesity Is at the center of a col

>875M

Worldwide adult prevalence of obesity

llation of cardiometabolic

Type2Diabetes  MASH Dyslipidemia Hypertension  Heart Disease

& w45 B B

>20% >30% >65% >50% >30%




image55.jpeg
Forecasted global GLP-1 market expansion
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The BioAge platform: We collect data over a lifetime
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