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We	are	subject	to	a	number	of	risks	that	if	realized	could	materially	harm	our	business,	prospects,	operating	results,	and
financial	condition.	Some	of	the	more	significant	risks	and	uncertainties	we	face	include	those	summarized	below.	The
summary	below	is	not	exhaustive	and	is	qualified	by	reference	to	the	full	set	of	risk	factors	set	forth	in	this	“	Risk	Factors	”
section.	Please	carefully	consider	all	of	the	information	in	this	Form	10-	K,	including	the	full	set	of	risks	set	forth	in	this	“	Risk
Factors	”	section,	and	in	our	other	filings	with	the	U.	S.	Securities	and	Exchange	Commission	before	making	an	investment
decision	regarding	Xencor.	We	have	reviewed	our	risk	factors	and	categorized	them	into	five	specific	categories:	1.	Risks
related	to	our	unique	and	specific	business	operations	as	a	small	biotechnology	company.	These	risks	include:	•	Our	success
depends	on	our	ability	to	use	and	expand	our	XmAb	technology	platform	to	build	a	pipeline	of	product	candidates	and	develop
marketable	products.	We	cannot	be	certain	our	candidates	will	receive	regulatory	approval	or	be	successfully	commercialized.	•
The	clinical	development	stage	of	our	operations	may	make	it	difficult	for	you	to	evaluate	the	success	of	our	business	to	date
and	to	assess	our	future	viability.	•	Preliminary,	interim,	and	topline	data	from	our	clinical	trials	that	we	announce	or	publish
may	change	as	more	patient	data	become	available	that	could	result	in	material	changes	in	the	final	data.	•	Our	business	and
results	of	operations	could	be	adversely	impacted	by	inflation.	2.	Risks	specifically	related	to	our	financial	position,	capital
requirements	and	ownership	of	our	common	stock.	These	risks	include:	•	We	have	incurred	significant	losses	since	our	inception
and	anticipate	that	we	will	continue	to	incur	significant	losses	for	the	foreseeable	future.	•	Biopharmaceutical	product
development	is	a	highly	speculative	undertaking	and	involves	a	substantial	degree	of	uncertainty.	We	may	never	be	profitable.	•
We	will	require	additional	financing	and	may	be	unable	to	raise	sufficient	capital,	which	could	lead	us	to	delay,	reduce	or
abandon	research	and	development	programs	or	commercialization.	•	The	market	price	of	our	common	stock	is	likely	to	be
highly	volatile,	and	you	could	lose	all	or	part	of	your	investment.	•	Our	principal	stockholders,	directors	and	management	own	a
significant	percentage	of	our	stock	and	will	be	able	to	exert	significant	control	over	matters	subject	to	stockholder	approval.	•
Raising	additional	funds	through	debt	or	equity	financing	may	be	dilutive	and	raising	funds	through	licensing	may	require	us	to
relinquish	rights	to	our	technology	or	product	candidates.	•	Future	sales	and	issuances	of	our	common	stock	or	rights	to	purchase
common	stock,	including	pursuant	to	our	equity	incentive	plans,	could	result	in	additional	dilution	of	the	percentage	ownership
of	our	stockholders	and	could	cause	our	stock	price	to	fall.	•	We	have	identified	material	weaknesses	in	our	internal	control
over	financial	reporting,	and	our	management	has	concluded	that	our	disclosure	controls	and	procedures	were	not
effective	as	of	December	31,	2023	and	2024.	If	we	fail	to	remediate	these	material	weaknesses,	or	if	we	identify	additional
material	weaknesses	in	the	future	or	otherwise	fail	to	maintain	an	effective	system	of	internal	control	over	financial
reporting	in	the	future,	we	may	not	be	able	to	accurately	or	timely	report	our	financial	condition	or	results	of	operations,
investors	may	lose	confidence	in	the	accuracy	and	completeness	of	our	financial	reports	and	the	trading	price	of	our
common	stock	may	decline.	3.	Risks	related	to	our	intellectual	property.	These	risks	include:	•	If	we	are	unable	to	obtain,
maintain	and	enforce	intellectual	property	protection	covering	our	products,	others	may	be	able	to	make,	use	or	sell	products
substantially	the	same	as	ours,	which	could	adversely	affect	our	ability	to	compete	in	the	market.	•	We	have	in-	licensed,	and
may	in	the	future	in-	license,	a	portion	of	our	intellectual	property,	and,	if	we	fail	to	comply	with	our	obligations	under	these
arrangements,	we	could	lose	such	intellectual	property	rights	or	owe	damages	to	the	licensor	of	such	intellectual	property.	•	We
may	be	required	to	reduce	the	scope	of	our	intellectual	property	due	to	third	-	party	intellectual	property	claims.	•	Our	products
could	infringe	patents	and	other	property	rights	of	others,	which	may	result	in	costly	litigation	and,	if	we	are	not	successful,
could	cause	us	to	pay	substantial	damages	or	limit	our	ability	to	commercialize	our	products,	which	could	have	a	material
adverse	effect	on	our	business.	•	If	we	are	not	able	to	prevent	disclosure	of	our	trade	secrets	and	other	proprietary	information,
the	value	of	our	technology	and	products	could	be	significantly	diminished.	•	If	we	do	not	obtain	patent	term	extension	and	data
exclusivity	for	any	therapeutic	candidates	we	develop,	our	business	may	be	materially	harmed.	4.	Risks	related	to	our
dependence	on	third	parties.	These	risks	include:	•	Our	patent	protection	and	prosecution	for	some	of	our	product	candidates	is
dependent	on	third	parties.	•	We	rely	on	third-	party	manufacturers	to	manufacture	our	product	candidates	and	provide	supplies
for	our	studies	preclinical	candidates	.	If	any	of	our	third-	party	manufacturers	encounter	problems	or	loss	of	drug	material
during	production	or	otherwise	fail	to	comply	with	their	contractual	obligations,	the	development	of	our	product	candidates
could	be	delayed	or	stopped.	•	Our	existing	partnerships	are	important	to	our	business	,	and	future	partnerships	may	also	be
important	to	us	.	If	we	are	unable	to	maintain	any	of	these	partnerships,	or	if	these	partnerships	are	not	successful,	our	business
could	be	adversely	affected.	•	We	rely	upon	third-	party	contractors,	and	service	providers	for	the	execution	of	most	aspects	of
our	development	programs.	Failure	of	these	collaborators	to	provide	services	of	a	suitable	quality	and	within	acceptable
timeframes	may	cause	the	delay	or	failure	of	our	development	programs.	5.	Risks	related	to	our	industry.	These	risks	include:	•
Clinical	trials	are	expensive	and	take	years	to	conduct	and	the	outcome	of	such	clinical	trials	is	uncertain.	Clinical	trials	may	fail
to	prove	our	product	candidates	are	safe	and	effective.	•	Adverse	side	effects	or	other	safety	risks	associated	with	our	product
candidates	could	delay	or	preclude	approval,	cause	us	to	suspend	or	discontinue	clinical	trials	and	abandon	product	candidates.	•
If	we	experience	delays	or	difficulties	in	the	enrollment	of	patients	in	clinical	trials,	our	receipt	of	necessary	regulatory	approvals
could	be	delayed	or	prevented.	•	Our	industry	is	subject	to	competition	for	skilled	personnel	and	the	challenges	we	face	to
identify	and	retain	key	personnel	could	impair	our	ability	to	effectively	conduct	and	grow	our	operations.	•	The	development
and	commercialization	of	biologic	products	is	subject	to	extensive	regulation,	and	we	may	not	obtain	regulatory	approvals	for
any	of	our	product	candidates.	•	We	face	significant	competition	from	other	biotechnology	and	pharmaceutical	companies	and



our	operating	results	will	suffer	if	we	fail	to	compete	effectively.	•	Present	and	future	legislation	may	increase	the	difficulty	and
cost	for	us	to	obtain	marketing	approval	of	and	commercialize	our	product	candidates	and	affect	the	prices	we	may	obtain.	•	Our
business	involves	the	controlled	use	of	hazardous	materials,	and	as	such	we	are	subject	to	environmental	and	occupational	safety
laws.	Continued	compliance	with	these	laws	may	incur	substantial	costs	and	failure	to	maintain	compliance	could	result	in
liability	for	damages	that	may	exceed	our	resources.	Risks	Related	to	Our	Unique	and	Specific	Business	Operations	as	a	Small
Biotechnology	Company	We	use	our	proprietary	XmAb	technology	platform	to	develop	engineered	antibodies,	with	an	initial
focus	on	four	properties:	immune	inhibition,	cytotoxicity,	extended	half-	life	and	most	recently,	heterodimeric	Fc	domains
enabling	molecules	with	dual	target	binding.	This	platform	has	led	to	our	current	pipeline	of	candidates	as	well	as	the	other
programs	that	utilize	our	technology	and	that	are	being	developed	by	our	partners	and	licensees.	While	we	believe	our
preclinical	and	clinical	data	to	date,	together	with	our	established	partnerships,	has	validated	our	platform	to	a	degree,	most	of
the	programs	are	in	early	stages	of	development.	Although	drug	candidates	incorporating	our	Fc	technology,	or	Fc	candidates,
have	been	approved	by	the	FDA,	other	product	candidates	have	not	yet	been,	and	may	never	lead	to,	approved	or	marketable
therapeutic	antibody	products.	Even	if	we	are	successful	in	continuing	to	build	our	pipeline,	the	potential	candidates	that	we
identify	may	not	be	suitable	for	clinical	development,	including	as	a	result	of	their	harmful	side	effects,	limited	efficacy	or	other
characteristics	that	indicate	that	they	are	unlikely	to	receive	marketing	approval	and	achieve	market	acceptance.	If	we	do	not
successfully	develop	and	commercialize	product	candidates,	we	may	not	be	able	to	obtain	product	or	partnership	revenues	in
future	periods,	which	would	adversely	affect	our	business,	prospects,	financial	condition	and	results	of	operations.	Our
operations	to	date	have	been	limited	to	raising	capital,	staffing	our	company,	developing	our	proprietary	XmAb	technology
platform,	identifying	potential	product	candidates,	conducting	preclinical	studies	and	clinical	trials,	developing	partnerships	and
business	planning.	We	have	conducted,	or	are	currently	conducting,	early	phase	clinical	trials	for	several	product	candidates,	but
have	not	completed	any	late	stage	clinical	trials	for	these	or	any	other	product	candidate.	We	have	not	yet	demonstrated	our
ability	to	successfully	complete	any	pivotal	clinical	trials,	obtain	regulatory	approvals,	manufacture	a	commercial	scale	product,
or	arrange	for	a	third	party	to	do	so	on	our	behalf,	or	conduct	sales	and	marketing	activities	necessary	for	successful	product
commercialization.	Consequently,	any	predictions	you	make	about	our	future	success	or	viability	may	not	be	as	accurate	as	they
could	be	if	we	were	further	advanced	in	development	of	our	product	candidates.	In	addition,	we	may	encounter	unforeseen
expenses,	difficulties,	complications,	delays	and	other	known	and	unknown	factors.	We	believe	we	will	need	to	transition	from
a	company	with	a	research	and	development	focus	to	a	company	capable	of	supporting	commercial	activities.	We	may	not	be
successful	in	this	transition.	We	expect	our	financial	condition	and	operating	results	to	continue	to	fluctuate	significantly	from
quarter	to	quarter	and	year	to	year	due	to	a	variety	of	factors,	many	of	which	are	beyond	our	control.	Accordingly,	you	should
not	rely	upon	the	results	of	any	quarterly	or	annual	periods	as	indications	of	future	operating	performance.	From	time	to	time,
we	may	publicly	disclose	preliminary,	interim	or	topline	data	from	our	clinical	trials.	These	updates	are	based	on	a	preliminary
analysis	of	then-	available	data,	and	the	results	and	related	findings	and	conclusions	are	subject	to	change	following	a	more
comprehensive	review	of	the	data	related	to	the	particular	study	or	trial.	Additionally,	interim	data	from	clinical	trials	that	we
may	complete	are	subject	to	the	risk	that	one	or	more	of	the	clinical	outcomes	may	materially	change	as	patient	enrollment
continues	and	more	patient	data	become	available.	Therefore,	positive	interim	results	in	any	ongoing	clinical	trial	may	not	be
predictive	of	such	results	in	the	completed	study	or	trial.	We	also	make	assumptions,	estimations,	calculations	and	conclusions
as	part	of	our	analyses	of	data,	and	we	may	not	have	received	or	had	the	opportunity	to	fully	and	carefully	evaluate	all	data.	As	a
result,	the	preliminary	results	that	we	report	may	differ	from	future	results	of	the	same	studies,	or	different	conclusions	or
considerations	may	qualify	such	results,	once	additional	data	have	been	received	and	fully	evaluated.	Preliminary	data	also
remain	subject	to	audit	and	verification	procedures	that	may	result	in	the	final	data	being	materially	different	from	the
preliminary	data	we	previously	published.	As	a	result,	preliminary,	interim	or	topline	data	should	be	viewed	with	caution	until
the	final	data	are	available.	In	addition,	we	may	report	interim	analyses	of	only	certain	endpoints	rather	than	all	endpoints.
Adverse	changes	between	preliminary	or	interim	data	and	final	data	could	significantly	harm	our	business	and	prospects.
Further,	additional	disclosure	of	interim	data	by	us	or	by	our	competitors	in	the	future	could	result	in	volatility	in	the	price	of	our
common	stock.	See	the	description	of	risks	under	the	heading	“	Risks	Specifically	Related	to	Our	Financial	Position,	Capital
Requirements	and	Ownership	of	Our	Common	Stock	”	for	more	disclosure	related	to	the	risk	of	volatility	in	our	stock	price.
Further,	others,	including	regulatory	agencies,	may	not	accept	or	agree	with	our	assumptions,	estimates,	calculations,
conclusions	or	analyses	or	may	interpret	or	weigh	the	importance	of	data	differently,	which	could	impact	the	value	of	the
particular	program,	the	approvability	or	commercialization	of	the	particular	product	candidate	or	product	and	our	company	in
general.	In	addition,	the	information	we	choose	to	publicly	disclose	regarding	a	particular	study	or	clinical	trial	is	typically
selected	from	a	more	extensive	amount	of	available	information.	You	or	others	may	not	agree	with	what	we	determine	is	the
material	or	otherwise	appropriate	information	to	include	in	our	disclosure,	and	any	information	we	determine	not	to	disclose
may	ultimately	be	deemed	significant	with	respect	to	future	decisions,	conclusions,	views,	activities	or	otherwise	regarding	a
particular	product,	product	candidate	or	our	business.	If	the	preliminary	or	topline	data	that	we	report	differ	from	late,	final	or
actual	results,	or	if	others,	including	regulatory	authorities,	disagree	with	the	conclusions	reached,	our	ability	to	obtain	approval
for,	and	commercialize	our	product	candidates	may	be	harmed,	which	could	harm	our	business,	financial	condition,	results	of
operations	and	prospects.	The	Company’	s	financial	performance	is	subject	to	global	and	US	economic	conditions.	Recent
increases	in	interest	rates	and	inflation,	globally,	and	in	the	US	regions,	have	led	to	economic	volatility,	increased	borrowing
costs,	price	increases	and	risks	of	recessions.	Economic	recessions	may	have	adverse	consequences	across	industries,	including
the	biotechnology	industry,	which	may	adversely	affect	the	Company’	s	business	and	financial	condition.	As	a	result	of	the
ongoing	actions	taken	by	governments	to	attempt	to	slow	down	rising	inflation,	there	is	substantial	uncertainty	about	the
strength	of	the	global	economies,	which	may	currently	or	in	the	near	term	be	in	a	recession	and	have	experienced	rapid	increases
in	uncertainty	about	the	pace	of	potential	recovery.	In	addition,	changes	in	general	market,	economic	and	political	conditions	in



domestic	and	foreign	economies	or	financial	markets,	including	fluctuation	in	stock	markets	resulting	from,	among	other	things,
trends	in	the	economy	and	inflation,	as	are	being	currently	experienced,	may	adversely	impact	our	cash	runway	as	well	as	our
ability	to	raise	funds.	Unfavorable	global	economic	or	political	conditions	could	adversely	affect	our	business,	financial
condition	or	results	of	operations.	Our	business	is	susceptible	to	general	conditions	in	the	global	economy	and	in	the
global	financial	markets.	A	global	financial	crisis	or	a	global	or	regional	political	disruption	could	cause	extreme
volatility	in	the	capital	and	credit	markets.	A	severe	or	prolonged	economic	downturn,	including	a	recession	or
depression	resulting	from	the	political	disruption,	could	result	in	a	variety	of	risks	to	our	business,	including	weakened
demand	for	our	current	or	future	product	candidates,	if	approved,	and	our	ability	to	raise	additional	capital	when
needed	on	acceptable	terms,	if	at	all.	A	weak	or	declining	economy	or	political	disruption	could	also	strain	our
manufacturers	or	suppliers,	possibly	resulting	in	supply	disruption,	or	cause	our	customers	to	delay	making	payments
for	our	potential	drugs,	if	approved.	Russia’	s	invasion	of	Ukraine	and	sanctions	against	Russia	are	causing	disruptions
to	global	economic	conditions.	The	escalation	in	October	2023	of	the	conflict	between	Israel	and	Hamas	also	could	cause
disruptions	to	global	economic	conditions	and	affect	the	stability	of	the	Middle	East	region.	Further,	the	global	equity
markets	in	general	have	recently	experienced	extreme	price	and	volume	fluctuations,	including	as	a	result	of	economic
uncertainty	and	increased	interest	rates,	inflation,	the	government	closure	of	Silicon	Valley	Bank	and	Signature	Bank,
and	liquidity	concerns	at	other	financial	institutions	that	may	be	unrelated	to	our	operating	performance.	Any	of	the
foregoing	could	materially	and	adversely	affect	our	business,	financial	condition,	results	of	operations	and	prospects,
and	we	cannot	anticipate	all	of	the	ways	in	which	the	political	or	economic	climate	and	financial	market	conditions	could
adversely	impact	our	business.	Our	operations	are	concentrated	in	one	location,	and	we	or	the	third	parties	upon	whom
we	depend	may	be	adversely	affected	by	a	wildfire	and	earthquake	or	other	natural	disasters	and	our	business
continuity	and	disaster	recovery	plans	may	not	adequately	protect	us	from	a	serious	disaster.	Our	current	operations	are
predominantly	located	in	California.	Any	unplanned	event,	such	as	a	flood,	wildfire,	explosion,	earthquake,	extreme
weather	condition,	epidemic	or	pandemic,	power	outage,	telecommunications	failure	or	other	natural	or	man-	made
accidents	or	incidents	that	result	in	us	being	unable	to	fully	utilize	our	facilities	may	have	a	material	and	adverse	effect
on	our	ability	to	operate	our	business,	particularly	on	a	daily	basis,	and	have	significant	negative	consequences	on	our
financial	and	operating	conditions.	Any	similar	impacts	of	natural	or	man-	made	disasters	on	our	third-	party	CMOs
and	CROs,	could	cause	delays	in	our	clinical	trials	and	may	have	a	material	and	adverse	effect	on	our	ability	to	operate
our	business	and	have	significant	negative	consequences	on	our	financial	and	operating	conditions.	If	a	natural	disaster,
power	outage	or	other	event	occurred	that	prevented	us	from	using	our	clinical	sites,	impacted	clinical	supply	or	the
conduct	of	our	clinical	trials,	that	damaged	critical	infrastructure,	such	as	the	manufacturing	facilities	of	our	third-
party	CMOs,	or	that	otherwise	disrupted	operations,	it	may	be	difficult	or,	in	certain	cases,	impossible,	for	us	to	continue
our	business	for	a	substantial	period	of	time.	The	disaster	recovery	and	business	continuity	plans	we	and	our	CMOs	and
CROs	have	in	place	may	prove	inadequate	in	the	event	of	a	serious	disaster	or	similar	event.	In	the	event	of	an	accident
or	incident	at	these	facilities,	we	cannot	assure	you	that	the	amounts	of	insurance	we	currently	carry	will	be	sufficient	to
satisfy	any	damages	and	losses.	If	our	facilities,	or	the	manufacturing	facilities	of	our	CMOs	or	CROs,	are	unable	to
operate	because	of	an	accident	or	incident	or	for	any	other	reason,	even	for	a	short	period	of	time,	any	or	all	of	our
development	programs	may	be	harmed.	Any	business	interruption	could	adversely	affect	our	business,	financial
condition,	results	of	operations	and	prospects.	We	are	a	clinical-	stage	biopharmaceutical	company.	To	date,	we	have
financed	our	operations	primarily	through	equity	financings	and	our	research	and	development	licensing	agreements	and	have
incurred	significant	operating	losses	since	our	inception	in	1997.	For	the	year	ended	December	31,	2023	2024	,	we	incurred	a
net	loss	of	$	126	232	.	1	6	million	and	as	of	December	31,	2023	2024	,	we	had	an	accumulated	deficit	of	$	464	704	.	4	0	million.
We	expect	to	incur	additional	net	losses	in	future	years	as	we	execute	our	plan	to	continue	our	discovery,	research	and
development	activities,	including	the	ongoing	and	planned	clinical	development	of	our	antibody	product	candidates,	and	incur
the	additional	costs	of	operating	as	a	public	company.	We	are	unable	to	predict	the	extent	of	any	future	losses	or	when	we	will
become	profitable,	if	ever.	Even	if	we	do	achieve	profitability,	we	may	not	be	able	to	sustain	or	increase	profitability	on	an
ongoing	basis	which	would	adversely	affect	our	business,	prospects,	financial	condition,	and	results	of	operations.	We	have
devoted	substantially	all	of	our	financial	resources	and	efforts	to	developing	our	proprietary	XmAb	technology	platform,
identifying	potential	product	candidates	and	conducting	preclinical	studies	and	clinical	trials.	We	are	still	in	the	early	stages	of
developing	our	product	candidates,	and	we	have	not	completed	development	of	any	of	our	wholly-	owned	products.	Our	revenue
to	date	has	been	primarily	revenue	from	the	license	of	our	proprietary	XmAb	technology	platform	and	drug	candidates	for	the
development	of	product	candidates	by	others	or	revenue	from	our	partners.	Our	ability	to	generate	revenue	and	achieve
profitability	depends	in	large	part	on	our	ability,	alone	or	with	partners,	to	achieve	milestones	and	to	successfully	complete	the
development	of,	obtain	the	necessary	regulatory	approvals	for,	and	commercialize	and	market,	product	candidates.	We	do	not
anticipate	generating	revenues	from	sales	of	our	own	products	in	the	foreseeable	future	that	will	provide	sufficient	proceeds	to
fund	our	operations	on	an	ongoing	basis.	Our	ability	to	generate	future	revenues	from	licensing	our	proprietary	XmAb
technologies	and	drug	candidates	depends	heavily	on	our	and	our	partners’	success	in	advancing	drug	candidates	that	they	have
licensed	from	us	or	developed	using	one	of	our	technologies.	Our	partners	face	the	same	development,	regulatory	and	market
risk	for	advancing	their	drug	candidates	and	their	ability	to	successfully	advance	these	partnered	programs	will	affect	potential
milestones	and	royalties	we	could	earn	under	our	collaboration	agreements.	Further,	our	partners	may	decide	not	to	pursue,	or
decide	to	deprioritize	our	programs	due	to	changing	priorities	which	could	affect	our	future	potential	revenue	from	such
arrangements.	Because	of	the	numerous	risks	and	uncertainties	associated	with	biologic	product	development,	we	are	unable	to
predict	the	timing	or	amount	of	increased	expenses	and	when	we	will	be	able	to	achieve	or	maintain	profitability,	if	ever.	In
addition,	our	expenses	could	increase	beyond	expectations	if	we	are	required	by	the	FDA,	or	foreign	regulatory	agencies,	to



perform	studies	and	trials	in	addition	to	those	that	we	currently	anticipate,	or	if	there	are	any	delays	in	our	or	our	partners’
completion	of	clinical	trials	or	delays	in	the	development	of	any	of	our	product	candidates.	Even	if	we	or	our	partners	are	able	to
generate	revenues	from	the	sale	of	any	approved	products,	we	may	not	become	profitable	and	may	need	to	obtain	additional
funding	to	continue	operations,	which	may	not	be	available	to	us	on	favorable	terms,	if	at	all.	As	of	December	31,	2023	2024	,
we	had	$	697	706	.	4	7	million	in	cash,	cash	equivalents,	and	marketable	debt	securities.	We	expect	our	expenses	to	increase	in
connection	with	our	ongoing	development	activities,	including	the	continued	development	of	our	pipeline	of	bispecific	antibody
drug	candidates	and	other	research	activities.	Identifying	potential	product	candidates	and	conducting	preclinical	testing	and
clinical	trials	are	time-	consuming,	expensive,	and	uncertain	processes	that	take	years	to	complete,	and	we	or	our	partners	may
never	generate	the	necessary	data	or	results	required	to	obtain	regulatory	approval	and	achieve	product	sales.	In	addition,	our
product	candidates,	if	approved,	may	not	achieve	commercial	success.	Our	commercial	revenues,	if	any,	will	be	derived	from
sales	of	products	that	we	do	not	expect	to	be	commercially	available	for	many	years,	if	at	all.	If	we	are	unable	to	raise	capital
when	needed	or	on	attractive	terms,	we	could	be	forced	to	delay,	reduce	or	eliminate	our	research	and	development	programs	or
any	future	commercialization	efforts.	We	believe	our	existing	cash,	cash	equivalents	and	marketable	securities,	together	with
interest	thereon	and	expected	milestones	and	royalty	payments	will	be	sufficient	to	fund	our	operations	into	2027	2028	.
However,	changing	circumstances	or	inaccurate	estimates	by	us	may	cause	us	to	use	capital	significantly	faster	than	we
currently	anticipate,	and	we	may	need	to	spend	more	money	than	currently	expected	because	of	circumstances	beyond	our
control.	We	do	not	have	sufficient	cash	to	complete	the	clinical	development	of	any	of	our	product	candidates	and	will	require
additional	funding	to	complete	the	development	activities	required	for	regulatory	approval	of	our	current	product	candidates	or
any	other	future	product	candidates	that	we	develop	independently.	Because	successful	development	of	our	product	candidates
is	uncertain,	we	are	unable	to	estimate	the	actual	funds	we	will	require	to	complete	research	and	development	and
commercialize	our	product	candidates.	Adequate	additional	financing	may	not	be	available	to	us	on	acceptable	terms,	or	at	all.	In
addition,	we	may	seek	additional	capital	due	to	favorable	market	conditions	or	strategic	considerations;	even	if	we	believe	we
have	sufficient	funds	for	our	current	or	future	operating	plans.	If	we	are	unable	to	raise	capital	when	needed	or	on	attractive
terms,	we	could	be	forced	to	delay,	reduce	or	eliminate	our	research	and	development	programs	or	any	future	commercialization
efforts.	Prior	to	our	initial	public	offering	(IPO),	there	was	no	public	market	for	our	common	stock.	The	trading	price	of	our
common	stock	is	likely	to	be	volatile.	Since	our	IPO,	the	trading	price	of	our	common	stock	has	ranged	from	a	low	of
approximately	$	5.	75	to	a	high	of	approximately	$	58.	345	.	From	January	2,	2024	to	December	31,	2024,	the	trading	price
of	our	common	stock	ranged	from	a	low	of	$	15.	31	to	a	high	of	$	27.	24	.	Our	stock	price	could	be	subject	to	wide
fluctuations	in	response	to	a	variety	of	factors,	including	the	following:	1.	adverse	results	or	delays,	or	cancellations	of	clinical
trials	by	us	or	our	partners;	2.	inability	to	obtain	additional	funding;	3.	changes	in	laws	or	regulations	applicable	to	our	products;
4.	inability	to	obtain	adequate	product	supply	for	our	product	candidates,	or	the	inability	to	do	so	at	acceptable	prices;	5.	adverse
regulatory	decisions;	6.	changes	in	the	structure	of	healthcare	payment	systems;	7.	introduction	of	new	products	or	technologies
by	our	competitors;	8.	failure	to	meet	or	exceed	product	development	or	financial	projections	we	provide	to	the	public;	9.	the
perception	of	the	pharmaceutical	and	biotechnology	industry	by	the	public,	legislatures,	regulators	and	the	investment
community;	10.	announcements	of	significant	acquisitions,	strategic	partnerships,	joint	ventures	or	capital	commitments	by	us	or
our	competitors;	11.	disputes	or	other	developments	relating	to	proprietary	rights,	including	patents,	litigation	matters	and	our
ability	to	obtain	patent	protection	for	our	technologies;	12.	additions	or	departures	of	key	scientific	or	management	personnel;
13.	significant	lawsuits,	including	patent	or	stockholder	litigation;	14.	changes	in	the	market	valuations	of	similar	companies;	15.
sales	of	our	common	stock	by	us	or	our	stockholders	in	the	future;	and	16.	trading	volume	of	our	common	stock.	In	addition,	the
stock	market	in	general,	and	the	Nasdaq	Global	Market	and	biotechnology	companies	in	particular,	have	experienced	extreme
price	and	volume	fluctuations	that	have	often	been	unrelated	or	disproportionate	to	the	operating	performance	of	these
companies.	Broad	market	and	industry	factors	may	negatively	affect	the	market	price	of	our	common	stock,	regardless	of	our
actual	operating	performance.	In	the	past,	securities	class	action	litigation	has	often	been	brought	against	a	company	following	a
decline	in	the	market	price	of	its	securities.	This	risk	is	especially	relevant	for	us	because	biopharmaceutical	companies	have
experienced	significant	stock	price	volatility	in	recent	years.	If	we	face	such	litigation,	it	could	result	in	substantial	costs	and	a
diversion	of	management’	s	attention	and	resources,	which	could	harm	our	business.	Based	on	information	available	to	us	as	of
December	31,	2023	2024	our	executive	officers	,	management	,	directors,	5	%	stockholders	and	their	affiliates	beneficially
owned,	as	a	group,	approximately	64	56	.	8	%	of	our	voting	stock	.	The	interests	of	these	stockholders	may	not	be	the	same
as	or	may	even	conflict	with	your	interests	.	Therefore,	our	officers,	directors	and	5	%	stockholders	and	their	affiliates	will
have	the	ability	to	influence	us	through	this	ownership	position	and	so	long	as	they	continue	to	beneficially	own	a	significant
amount	of	our	outstanding	voting	stock.	These	stockholders	may	be	able	to	determine	all	matters	requiring	stockholder	approval
and	this	concentration	of	ownership	may	deprive	other	stockholders	from	realizing	the	true	value	of	our	common	stock.	For
example,	these	stockholders,	acting	together,	may	be	able	to	control	elections	of	directors,	amendments	of	our	organizational
documents,	or	approval	of	any	merger,	sale	of	assets,	or	other	major	corporate	transaction.	This	may	prevent	or	discourage
unsolicited	acquisition	proposals,	offers	for	our	common	stock	or	other	transactions	or	arrangements	that	you	may	believe	are	in
your	best	interest	as	one	of	our	stockholders.	To	the	extent	that	additional	capital	is	raised	through	the	sale	of	equity	or
convertible	debt	securities,	the	issuance	of	those	securities	could	result	in	substantial	dilution	for	our	current	stockholders	and
the	terms	may	include	liquidation	or	other	preferences	that	adversely	affect	the	rights	of	our	current	stockholders.	Existing
stockholders	may	not	agree	with	our	financing	plans	or	the	terms	of	such	financings.	If	we	are	unable	to	obtain	additional
funding	on	required	timelines,	we	may	be	required	to:	1.	seek	collaborators	for	one	or	more	of	our	product	candidates	at	an
earlier	stage	than	otherwise	would	be	desirable	or	on	terms	that	are	less	favorable	than	might	otherwise	be	available;	2.
relinquish	or	license	on	unfavorable	terms	our	rights	to	technologies	or	product	candidates	that	we	otherwise	would	seek	to
develop	or	commercialize	ourselves;	or	3.	significantly	curtail	one	or	more	of	our	research	or	development	programs	or	cease



operations	altogether.	Additional	funding	may	not	be	available	to	us	on	acceptable	terms,	or	at	all.	We	expect	that	significant
additional	capital	will	be	needed	in	the	future	to	continue	our	planned	operations.	To	the	extent	we	raise	additional	capital	by
issuing	equity	securities,	our	stockholders	may	experience	substantial	dilution.	We	may	sell	common	stock,	convertible
securities,	or	other	equity	securities	in	one	or	more	transactions	at	prices	and	in	a	manner,	we	determine	from	time	to	time.	These
sales	may	also	result	in	material	dilution	to	our	existing	stockholders,	and	new	investors	could	gain	rights	superior	to	our
existing	stockholders.	Pursuant	to	our	2023	equity	Equity	incentive	Incentive	plan	Plan	(2023	plan	Plan	),	subject	to	the	board
Board	of	Directors	approval,	our	management	is	authorized	to	grant	stock	options	and	other	equity-	based	awards	to	our
employees,	directors	and	consultants.	As	of	December	31,	2023	2024	,	we	had	options	to	purchase	11,	142	-	12	,	986	370,	081
shares	outstanding	under	our	equity	compensation	plans.	In	addition,	we	are	also	authorized	to	grant	equity	awards,	including
stock	options,	to	our	employees,	directors,	and	consultants,	covering	up	to	19	18	,	434	367	,	971	000	shares	of	our	common
stock,	pursuant	to	our	equity	compensation	plans.	We	plan	to	register	the	number	of	shares	available	for	issuance	or	subject	to
outstanding	awards	under	our	equity	compensation	plans	.	On	February	27,	2023,	we	filed	an	automatic	universal	shelf
registration	statement	on	Form	S-	3	(File	No.	333-	270030)	as	a	well-	known	seasoned	issuer	as	defined	in	Rule	405	under
the	Securities	Act	of	1933,	as	amended,	which	became	effective	upon	filing	(the	Shelf	Registration	Statement).	The	Shelf
Registration	Statement	allows	us	to	offer	an	indeterminate	amount	of	securities,	including	equity	securities,	debt
securities,	warrants,	rights,	units	and	depositary	shares,	from	time	to	time	as	described	in	the	Shelf	Registration
Statement.	The	specific	terms	of	any	offering	under	the	Shelf	Registration	Statement	will	be	established	at	the	time	of
such	offering.	The	Shelf	Registration	Statement	will	expire	on	February	27,	2026.	On	February	27,	2023,	we	entered	into
a	sales	agreement	(the	Sales	Agreement)	with	SVB	Securities	LLC	(the	Agent)	pursuant	to	which	we	may	offer	and	sell,
from	time	to	time,	through	the	Agent	(the	ATM	Offering),	shares	of	our	common	stock	having	an	aggregate	offering
price	of	up	to	$	200	million	(the	ATM	Shares).	Any	ATM	Shares	offered	and	sold	in	the	ATM	Offering	are	to	be	issued
pursuant	to	the	Shelf	Registration	Statement	and	the	424	(b)	prospectus	supplement	relating	to	the	ATM	Offering	dated
February	27,	2023	(the	ATM	Prospectus).	From	the	date	of	the	ATM	Prospectus	through	December	31,	2024,	no	shares
of	our	common	stock	were	sold	pursuant	to	the	ATM	Offering	and,	as	of	December	31,	2024,	we	may	sell	shares	of	our
common	stock	for	remaining	gross	proceeds	of	up	to	$	200	million	from	time	to	time	pursuant	to	the	ATM	Prospectus	.	If
our	internal	control	over	financial	reporting	is	not	effective,	we	may	not	be	able	to	accurately	report	our	financial	results	or	file
our	periodic	reports	in	a	timely	manner,	which	may	cause	investors	to	lose	confidence	in	our	reported	financial	information	and
may	lead	to	a	decline	in	our	stock	price.	Effective	internal	control	over	financial	reporting	is	necessary	for	us	to	provide	reliable
financial	reports	in	a	timely	manner.	If	we	fail	to	adequately	staff	our	accounting	and	finance	function	to	address	the	additional
demands	that	will	be	placed	upon	us	as	a	public	company,	including	the	requirements	of	the	Sarbanes-	Oxley	Act	of	2002,	or	fail
to	maintain	adequate	internal	control	over	financial	reporting,	it	could	prevent	our	management	from	concluding	our	internal
control	over	financial	reporting	is	effective	and	impair	our	ability	to	prevent	material	misstatements	in	our	financial	statements,
which	could	cause	our	business	to	suffer.	As	a	large	accelerated	filer,	we	are	subject	to	additional	internal	control	requirements
of	the	Sarbanes-	Oxley	Act	of	2002.	Sales	of	a	substantial	number	of	shares	of	our	common	stock	by	our	existing	stockholders	in
the	public	market	could	cause	our	stock	price	to	fall.	If	our	existing	stockholders	sell,	or	indicate	an	intention	to	sell,	substantial
amounts	of	our	common	stock	in	the	public	market,	the	trading	price	of	our	common	stock	could	decline.	In	addition,	a
substantial	number	of	shares	of	common	stock	are	subject	to	outstanding	options	that	are	or	will	become	eligible	for	sale	in	the
public	market	to	the	extent	permitted	by	the	provisions	of	various	vesting	schedules.	If	these	additional	shares	of	common	stock
are	sold,	or	if	it	is	perceived	that	they	will	be	sold,	in	the	public	market,	the	trading	price	of	our	common	stock	could	decline.
Our	ability	to	use	our	net	operating	loss	carryforwards	and	certain	other	tax	attributes	may	be	limited.	Our	net	operating	loss
(NOL)	carryforwards	generated	in	tax	years	ending	on	or	prior	to	December	31,	2017,	are	only	permitted	to	be	carried	forward
for	20	years	under	applicable	U.	S.	tax	law.	Under	the	Tax	Cuts	and	Jobs	Act	of	2017	(TCJA),	our	federal	NOLs	generated	in
tax	years	ending	after	December	31,	2017,	may	be	carried	forward	indefinitely,	but	the	deductibility	of	such	federal	NOLs
generated	in	tax	years	beginning	after	December	31,	2021,	is	limited.	It	is	uncertain	if	and	to	what	extent	various	states	will
conform	to	the	TCJA.	In	addition,	under	Under	Sections	382	and	383	of	the	Internal	Revenue	Code	of	1986,	as	amended,	and
corresponding	provisions	of	state	law,	if	a	corporation	undergoes	an	“	ownership	change,	”	which	is	generally	defined	as	a
greater	than	50	%	change,	by	value,	in	its	equity	ownership	over	a	three-	year	period,	the	corporation’	s	ability	to	use	its	pre-
change	NOL	carryforwards	and	other	pre-	change	U.	S.	tax	attributes	(such	as	research	tax	credits)	to	offset	its	post-	change
income	or	taxes	may	be	limited.	It	is	also	possible	that	we	have	in	the	past	undergone,	and	in	the	future	may	undergo,	ownership
changes	that	could	result	in	additional	limitations	on	our	net	operating	loss	and	tax	credit	carryforwards.	As	a	result,	our	pre-
2018	NOL	carryforwards	may	expire	prior	to	being	used.	Similar	provisions	of	state	tax	law	may	also	apply	to	limit	our	use	of
accumulated	state	tax	attributes.	In	addition,	at	the	state	level,	there	may	be	periods	during	which	the	use	of	NOLs	is	suspended
or	otherwise	limited,	which	could	accelerate	or	permanently	increase	state	taxes	owed.	As	a	result,	if	we	earn	net	taxable
income,	we	may	be	unable	to	use	all	or	a	material	portion	of	our	NOLs	and	other	tax	attributes,	which	could	potentially	result	in
increased	future	tax	liability	to	us	and	adversely	affect	our	future	cash	flows.	New	federal	and	state	income	tax	legislation	may
affect	our	current	and	future	income	tax	liabilities.	The	TCJA	changed	the	income	tax	treatment	of	research	and	development
expenses	which	may	result	in	additional	federal	and	state	tax	liabilities.	For	tax	years	ended	in	beginning	after	December	31,
2022	2021	and	subsequent	years	,	research	and	development	costs	must	be	capitalized	and	amortized	over	a	period	of	years;	this
has	resulted	in	additional	federal	tax	expense	and	liabilities	to	us	in	2022	and	2023	.	Currently,	there	is	proposed	legislation	in
Congress	that	would	retroactively	restore	the	deduction	of	research	and	development	expenses,	which	if	enacted,	would	reduce
our	2023	federal	tax	expense	and	liabilities	by	a	material	amount	.	We	do	not	intend	to	pay	dividends	on	our	common	stock	so
any	returns	will	be	limited	to	the	value	of	our	stock.	We	have	never	declared	or	paid	any	cash	dividend	on	our	common	stock.
We	currently	anticipate	that	we	will	retain	future	earnings	for	the	development,	operation	and	expansion	of	our	business	and	do



not	anticipate	declaring	or	paying	any	cash	dividends	for	the	foreseeable	future.	Any	return	to	stockholders	will	therefore	be
limited	to	the	appreciation	of	their	stock.	Provisions	in	our	amended	and	restated	certificate	of	incorporation	and	second
amended	and	restated	bylaws,	as	well	as	provisions	of	Delaware	law,	could	make	it	more	difficult	for	a	third	party	to	acquire
us	or	increase	the	cost	of	acquiring	us,	even	if	doing	so	would	benefit	our	stockholders	or	remove	our	current	management.
Some	provisions	of	our	charter	documents	and	Delaware	law	may	have	anti-	takeover	effects	that	could	discourage	an
acquisition	of	us	by	others,	even	if	an	acquisition	would	be	beneficial	to	our	stockholders	and	may	prevent	attempts	by	our
stockholders	to	replace	or	remove	our	current	management.	These	provisions	include:	•	authorizing	the	issuance	of	“	blank
check	”	preferred	stock,	the	terms	of	which	may	be	established	and	shares	of	which	may	be	issued	without	stockholder
approval;	•	prohibiting	stockholder	action	by	written	consent,	thereby	requiring	all	stockholder	actions	to	be	taken	at	a	meeting
of	our	stockholders;	•	eliminating	the	ability	of	stockholders	to	call	a	special	meeting	of	stockholders;	and	•	establishing	advance
notice	requirements	for	nominations	for	election	to	the	Board	of	Directors	or	for	proposing	matters	that	can	be	acted	upon	at
stockholder	meetings.	These	provisions	may	frustrate	or	prevent	any	attempts	by	our	stockholders	to	replace	or	remove	our
current	management	by	making	it	more	difficult	for	stockholders	to	replace	members	of	our	Board	of	Directors,	which	is
responsible	for	appointing	the	members	of	our	management.	In	addition,	we	are	subject	to	Section	203	of	the	Delaware	General
Corporation	Law,	which	generally	prohibits	a	Delaware	corporation	from	engaging	in	any	of	a	broad	range	of	business
combinations	with	an	interested	stockholder	for	a	period	of	three	years	following	the	date	on	which	the	stockholder	became	an
interested	stockholder,	unless	such	transactions	are	approved	by	our	Board	of	Directors.	This	provision	could	have	the	effect	of
delaying	or	preventing	a	change	of	control,	whether	or	not	it	is	desired	by	or	beneficial	to	our	stockholders.	Further,	other
provisions	of	Delaware	law	may	also	discourage,	delay,	or	prevent	someone	from	acquiring	us	or	merging	with	us.	Any
provision	of	our	certificate	of	incorporation	or	bylaws	or	Delaware	law	that	has	the	effect	of	delaying	or	deterring	change	in
control	could	limit	the	opportunity	for	our	stockholders	to	receive	a	premium	for	their	shares	of	our	common	stock,	and	could
also	affect	the	price	that	some	investors	are	willing	to	pay	for	our	common	stock.	Requirements	associated	with	being	a	public
reporting	company	will	continue	to	increase	our	costs	significantly,	as	well	as	divert	significant	company	resources	and
management	attention.	We	have	been	subject	to	the	reporting	requirements	of	the	Exchange	Act	and	the	other	rules	and
regulations	of	the	Securities	and	Exchange	Commission	(SEC)	since	December	2013.	Effective	for	the	year-	ended	December
31,	2016,	we	became	a	large	accelerated	filer	and	are	subject	to	additional	internal	control	and	SEC	reporting	obligations.
Compliance	with	the	various	reporting	and	other	requirements	applicable	to	public	reporting	companies	requires	considerable
time,	attention	of	management,	and	financial	resources.	Further,	the	listing	requirements	of	The	Nasdaq	Global	Market	require
that	we	satisfy	certain	corporate	governance	requirements	relating	to	director	independence,	distributing	annual	and	interim
reports,	stockholder	meetings,	approvals,	and	voting,	soliciting	proxies,	conflicts	of	interest	and	a	code	of	conduct.	Our
management	and	other	personnel	need	to	devote	a	substantial	amount	of	time	to	ensure	that	we	comply	with	all	of	these
requirements.	Moreover,	the	reporting	requirements,	rules	and	regulations	increase	our	legal	and	financial	compliance	costs	and
also	make	some	activities	more	time-	consuming	and	costly.	These	reporting	requirements,	rules,	and	regulations,	coupled	with
the	increase	in	potential	litigation	exposure	associated	with	being	a	public	company,	could	also	make	it	more	difficult	for	us	to
attract	and	retain	qualified	persons	to	serve	on	our	Board	of	Directors	or	board	Board	committees	or	to	serve	as	executive
officers,	or	to	obtain	certain	types	of	insurance,	including	directors’	and	officers’	insurance,	on	acceptable	terms.	In	addition,
being	a	public	company	could	make	it	more	difficult	or	more	costly	for	us	to	obtain	certain	types	of	insurance,	including
directors’	and	officers’	liability	insurance,	and	we	may	be	forced	to	accept	reduced	policy	limits	and	coverage	or	incur
substantially	higher	costs	to	obtain	the	same	or	similar	coverage.	The	impact	of	these	events	could	also	make	it	more	difficult
for	us	to	attract	and	retain	qualified	persons	to	serve	on	our	Board	of	Directors,	our	Board	committees,	or	as	executive	officers.
Any	changes	we	make	to	comply	with	these	obligations	may	not	be	sufficient	to	allow	us	to	satisfy	our	obligations	as	a	public
company	on	a	timely	basis,	or	at	all.	Investors'	Our	ability	to	effectively	monitor	and	respond	to	the	rapid	and	evolving
developments	and	expectations	of	our	performance	relating	to	sustainability,	including	the	environmental,	social	and
governance	factors	matters,	may	impose	additional	unexpected	costs	and	expose	us	to	new	risks	or	results	in	reputational	or
other	harm	that	could	have	a	material	adverse	effect	on	our	business	.	There	is	an	increasing	focus	from	certain	investors,
employees,	regulators	and	other	stakeholders	concerning	corporate	responsibility	and	sustainability	matters	,	specifically
related	including	with	regard	to	environmental,	social	and	governance	(ESG)	factors.	Some	investors	and	investor	groups
may	use	these	factors	,	either	positively	or	negatively,	to	guide	investment	strategies	and	decisions	.	Complying	and,	in	some
cases,	investors	may	choose	not	to	invest	in	us	if	they	believe	our	policies	or	practices	relating	to	corporate	responsibility
and	sustainability	do	not	align	with	their	expectations.	Currently,	a	variety	of	third-	party	providers	of	corporate
responsibility	and	sustainability	ratings	measure	the	performance	of	companies	on	ESG	topics,	and	the	results	of	these
assessments	are	widely	publicized.	Investors,	particularly	institutional	investors,	use	these	ratings	to	benchmark
companies	against	their	peers,	and	major	institutional	investors	have	publicly	emphasized	the	importance	of	ESG
measures	to	their	investment	decisions.	Topics	taken	into	account	in	such	assessments	include,	among	others,	companies’
efforts	and	impacts	on	climate	change,	human	rights,	business	ethics	and	compliance,	diversity,	equity	and	inclusion
(DEI)	and	the	role	of	companies’	board	of	directors	in	overseeing	various	sustainability-	related	issues.	In	light	of
investors’	increased	focus	on	sustainability	matters,	if	we	are,	for	example,	perceived	as	lagging	in	taking	steps	with
respect	to	ESG	initiatives,	certain	investors	may	seek	to	engage	with	us	on	improving	our	ESG	disclosures	or
performance.	They	may	also	make	voting	decisions	or	take	other	actions	to	hold	us	and	our	Board	of	Directors
accountable.	In	addition,	there	are	rapidly	evolving	developments	and	changing	expectations	relating	to	sustainability
matters.	As	a	result,	the	criteria	by	which	our	corporate	responsibility	and	sustainability	practices	are	assessed	may
change,	which	could	cause	us	to	undertake	costly	initiatives	or	actions	to	satisfy	new	demands.	If	we	elect	not	to	or	are
unable	to	adequately	recognize	and	respond	to	such	developments	and	changing	governmental,	societal,	investor	and	/	or



consumer	expectations	relating	to	sustainability	matters,	we	may	miss	corporate	opportunities,	become	subject	to
additional	scrutiny	or	incur	unexpected	costs.	We	may	face	risk	of	litigation	or	reputational	damage	in	the	event	that	our
sustainability	policies	or	practices	do	not	meet	the	standards	set	by	various	constituencies.	We	may	also	face	reputational
damage	if	we	are	unable	to	achieve	and	-	an	expectations	acceptable	sustainability	rating	from	third-	party	rating
services.	A	low	sustainability	rating	by	a	third-	party	rating	service	could	also	result	in	the	exclusion	of	our	Common
Stock	from	consideration	by	certain	investors	who	may	elect	to	invest	with	our	competitors	instead.	Ongoing	focus	on
corporate	responsibility	and	sustainability	matters	by	investors	and	other	stakeholders	as	described	above	may	impose
additional	costs	and	or	expose	us	to	new	risks	.	Any	failure	or	perceived	failure	by	us	in	this	regard	could	have	a	material
adverse	effect	on	our	reputation	and	on	our	business,	financial	condition	or	results	of	operations,	including	the
sustainability	of	our	business	over	time,	and	could	cause	the	market	value	of	our	Common	Stock	to	decline.	Further,	our
emphasis	on	sustainability	issues	may	not	maximize	short-	term	financial	results	and	may	yield	financial	results	that
conflict	with	the	market’	s	expectations.	We	may	in	the	future	make	business	decisions	consistent	with	our	sustainability
goals	that	we	believe,	based	on	considered	analysis,	will	create	value	and	improve	our	financial	performance	over	the
long-	term.	These	decisions,	however,	may	not	be	consistent	with	the	short-	term	expectations	of	our	stockholders	and
may	not	produce	the	long-	term	benefits	that	we	expect,	in	which	case	our	business,	financial	condition	and	results	of
operations	could	be	harmed.	We	have	identified	material	weaknesses	in	our	internal	control	over	financial	reporting,
and	our	management	has	concluded	that	our	disclosure	controls	and	procedures	were	not	effective	as	of	December	31,
2023	and	2024.	If	we	fail	to	remediate	these	material	weaknesses,	or	if	we	identify	additional	material	weaknesses	in	the
future	or	otherwise	fail	to	maintain	an	effective	system	of	internal	control	over	financial	reporting	in	the	future,	we	may
not	be	able	to	accurately	or	timely	report	our	financial	condition	or	results	of	operations,	investors	may	lose	confidence
in	the	accuracy	and	completeness	of	our	financial	reports	and	the	trading	price	of	our	common	stock	may	decline.
Pursuant	to	Section	404	of	the	Sarbanes-	Oxley	Act,	our	management	is	required	to	report	on,	and	our	independent
registered	public	accounting	firm	is	required	to	audit,	the	effectiveness	of	our	internal	control	over	financial	reporting.
The	rules	governing	the	standards	that	must	be	met	for	management	to	determine	the	adequacy	of	our	internal	control
over	financial	reporting	are	complex	and	require	significant	documentation,	testing,	and	possible	remediation	if	a
deficiency	is	identified.	Annually,	we	perform	activities	that	include	reviewing,	documenting,	and	testing	our	internal
control	over	financial	reporting.	If	we	fail	to	maintain	the	adequacy	of	our	internal	control	over	financial	reporting,	we
will	not	meeting	investor	be	able	to	conclude	on	and	-	an	third	ongoing	basis	that	we	have	effective	internal	control	over
financial	reporting	in	accordance	with	Section	404	of	the	Sarbanes	-	party	expectations	Oxley	Act.	Any	failure	to	achieve
and	maintain	an	effective	system	of	internal	control	could	result	in	meeting	published	ESG	guidelines	materially	misstated
consolidated	financial	statements	and	a	failure	to	meet	our	reporting	obligations,	which	would	likely	cause	investors	to
lose	confidence	in	our	reported	financial	information.	This	could	result	in	significant	expenses	to	remediate	any	internal
control	deficiency	and	lead	to	a	decline	in	the	price	of	our	common	stock.	We	previously	concluded	that	certain	periods
of	our	historical	financial	statements	should	no	longer	be	relied	upon	and	should	be	restated	to	reflect	the	correct
accounting	for	the	sale	of	future	royalties	pursuant	to	the	Ultomiris	Royalty	Sale	Agreement	and	to	account	for
additional	tax	liabilities.	In	addition,	on	February	7,	2025,	RSM	informed	us	that	disclosure	should	be	made	or	action
should	be	taken	to	prevent	future	reliance	on	RSM’	s	audit	report	filed	with	the	Original	Form	10-	K	for	the	year	ended
December	31,	2023	and	completed	interim	review	related	to	previously	issued	financial	statements	included	in	our
Quarterly	Reports	on	Form	10-	Q	for	the	quarters	ended	March	31,	2024,	June	30,	2024	and	September	30,	2024.	In
connection	with	this	restatement,	our	management	re-	evaluated	the	effectiveness	of	our	disclosure	controls	and
procedures	and	internal	control	over	financial	reporting	as	of	December	31,	2023.	Our	Chief	Executive	Officer	and	Chief
Financial	Officer	concluded	that	our	disclosure	controls	and	procedures	were	not	effective	as	of	December	31,	2023,	and
our	management	concluded	that	our	internal	control	over	financial	reporting	was	not	effective	as	of	December	31,	2023
due	to	material	weaknesses	(a	material	weakness	is	a	deficiency,	or	a	combination	of	deficiencies,	in	internal	control	over
financial	reporting,	such	that	there	is	a	reasonable	possibility	that	a	material	misstatement	of	our	annual	or	interim
financial	statements	will	not	be	prevented	or	detected	on	a	timely	basis)	related	to	the	design	of	controls	related	to	the
review	of	the	accounting	treatment	of	the	non-	routine	transactions	and	the	evaluation	of	certain	tax	legislation.	These
material	weaknesses	led	to	the	restatement	of	our	audited	financial	statements	for	the	year	ended	December	31,	2023	and
the	unaudited	financial	statements	for	the	quarterly	periods	ended	March	31,	2024,	June	30,	2024	and	September	30,
2024.	On	February	24,	2025,	we	filed	an	Annual	Report	on	Form	10-	K	/	A	for	the	year	ended	December	31,	2023	and
Quarterly	Reports	on	Form	10-	Q	/	As	for	the	quarterly	periods	ended	March	31,	2024,	June	30,	2024	and	September	30,
2024.	We	are	in	the	process	of	implementing	remediation	plans	to	address	these	material	weaknesses.	While	we	believe
these	efforts	will	improve	our	internal	controls	and	address	the	root	causes	of	the	material	weaknesses,	the	material
weaknesses	cannot	be	considered	completely	remediated	until	applicable	controls	have	been	designed,	implemented,
have	operated	for	a	sufficient	period	of	time	and	management	has	concluded,	through	testing,	that	these	controls	are
operating	effectively.	We	cannot	be	certain	that	the	steps	we	are	taking	will	be	sufficient	to	remediate	the	control
deficiencies	that	led	to	the	material	weaknesses	in	our	internal	control	over	financial	reporting	or	prevent	future
material	weaknesses	or	control	deficiencies	from	occurring.	In	addition,	we	cannot	be	certain	that	we	have	identified	all
material	weaknesses	in	our	internal	control	over	financial	reporting,	or	that	in	the	future	we	will	not	have	additional
material	weaknesses	in	our	internal	control	over	financial	reporting.	For	more	information	related	to	the	material
weaknesses	and	their	remediation,	see	Part	II,	Item	9A	Controls	and	Procedures	of	this	Form	10-	K	.	Risks	Related	to	Our
Intellectual	Property	If	we	are	unable	to	obtain,	maintain	and	enforce	intellectual	property	protection	covering	our
products	and	any	future	products	we	may	develop,	others	may	be	able	to	make,	use	or	sell	products	substantially	the



same	as	ours,	which	could	adversely	affect	our	ability	to	compete	in	the	market.	Our	commercial	success	depends,	in	part,
on	our	ability	to	obtain,	maintain	and	enforce	patents,	trade	secrets,	trademarks	and	other	intellectual	property	rights	and	to
operate	without	having	third	parties	infringe,	misappropriate	or	circumvent	the	rights	that	we	own	or	license.	The	value	of	many
of	our	partnered	licensing	arrangements	is	based	on	the	underlying	intellectual	property	and	related	patents.	If	we	are	unable	to
obtain,	maintain	and	enforce	intellectual	property	protection	covering	our	products	or	underlying	technologies,	others	may	be
able	to	make,	use	or	sell	products	that	are	substantially	the	same	as	ours	without	incurring	the	sizeable	development	and
licensing	costs	that	we	have	incurred,	which	would	adversely	affect	our	ability	to	compete	in	the	market	.	As	of	December	31,
2023,	we	held	over	1,	500	issued	patents	and	pending	patent	applications	.	We	file	patent	applications	in	the	United	States,
Canada,	Japan,	Europe	and	other	major	markets	either	directly	or	via	the	Patent	Cooperation	Treaty.	Our	ability	to	stop	third
parties	from	making,	using,	selling,	offering	to	sell	or	importing	our	product	candidates	is	dependent	upon	the	extent	to	which
we	have	rights	under	valid	and	enforceable	patents	or	trade	secrets	that	cover	these	activities.	However,	the	patent	positions	of
biopharmaceutical	companies,	including	ours,	can	be	highly	uncertain	and	involve	complex	legal	and	factual	questions	for	which
important	legal	principles	remain	unresolved.	No	consistent	policy	regarding	the	breadth	of	claims	allowed	in	patents	in	these
fields	has	emerged	to	date	in	the	United	States.	The	U.	S.	patent	laws	have	recently	changed,	there	have	been	changes	regarding
how	patent	laws	are	interpreted,	and	the	U.	S.	Patent	and	Trademark	Office	(the	PTO)	has	also	implemented	changes	to	the
patent	system.	Some	of	these	changes	are	currently	being	litigated,	and	we	cannot	accurately	determine	the	outcome	of	any	such
proceedings	or	predict	future	changes	in	the	interpretation	of	patent	laws	or	changes	to	patent	laws	which	might	be	enacted	into
law.	Those	changes	may	materially	affect	our	patents,	our	ability	to	obtain	patents	or	the	patents	and	applications	of	our
collaborators	and	licensors.	The	patent	situation	in	the	biopharmaceutical	industry	outside	the	United	States	is	even	more
uncertain.	Therefore,	there	is	no	assurance	that	our	pending	patent	applications	will	result	in	the	issuance	of	patents	or	that	we
will	develop	additional	proprietary	products	which	are	patentable.	Moreover,	patents	issued	or	to	be	issued	to	us	may	not
provide	us	with	any	competitive	advantage.	Our	patent	position	is	subject	to	numerous	additional	risks,	including	the	following:
1.	we	may	fail	to	seek	patent	protection	for	inventions	that	are	important	to	our	success;	2.	our	pending	patent	applications	may
not	result	in	issued	patents;	3.	we	cannot	be	certain	that	we	are	the	first	to	invent	the	inventions	covered	by	pending	patent
applications	or	that	we	were	the	first	to	file	such	applications	and,	if	we	are	not,	we	may	be	subject	to	priority	disputes;	4.	we
may	be	required	to	disclaim	part	or	all	of	the	term	of	certain	patents	or	all	of	the	term	of	certain	patent	applications;	5.	we	may
file	patent	applications	but	have	claims	restricted	or	we	may	not	be	able	to	supply	sufficient	data	to	support	our	claims	and,	as	a
result,	may	not	obtain	the	original	claims	desired	or	we	may	receive	restricted	claims.	Alternatively,	it	is	possible	that	we	may
not	receive	any	patent	protection	from	an	application;	6.	we	could	inadvertently	abandon	a	patent	or	patent	application,	resulting
in	the	loss	of	protection	of	certain	intellectual	property	rights	in	a	certain	country.	We,	our	collaborators	or,	our	patent	counsel
may	take	action	resulting	in	a	patent	or	patent	application	becoming	abandoned	which	may	not	be	able	to	be	reinstated	or	if
reinstated,	may	suffer	patent	term	adjustments;	7.	the	claims	of	our	issued	patents	or	patent	applications	when	issued	may	not
cover	our	product	candidates;	8.	no	assurance	can	be	given	that	our	patents	would	be	declared	by	a	court	to	be	valid	or
enforceable	or	that	a	competitor’	s	technology	or	product	would	be	found	by	a	court	to	infringe	our	patents.	Our	patents	or	patent
applications	may	be	challenged	by	third	parties	in	patent	litigation	or	in	proceedings	before	the	PTO	or	its	foreign	counterparts,
and	may	ultimately	be	declared	invalid	or	unenforceable,	or	narrowed	in	scope;	9.	there	may	be	prior	art	of	which	we	are	not
aware	that	may	affect	the	validity	or	enforceability	of	a	patent	claim.	There	also	may	be	prior	art	of	which	we	are	aware,	but
which	we	do	not	believe	affects	the	validity	or	enforceability	of	a	claim,	which	may,	nonetheless,	ultimately	be	found	to	affect
the	validity	or	enforceability	of	a	claim;	10.	third	parties	may	develop	products	which	have	the	same	or	similar	effect	as	our
products	without	infringing	our	patents.	Such	third	parties	may	also	intentionally	circumvent	our	patents	by	means	of	alternate
designs	or	processes	or	file	applications	or	be	granted	patents	that	would	block	or	hurt	our	efforts;	11.	there	may	be	dominating
patents	relevant	to	our	product	candidates	of	which	we	are	not	aware;	12.	our	patent	counsel,	lawyers	or	advisors	may	have
given	us,	or	may	in	the	future	give	us	incorrect	advice	or	counsel.	Opinions	from	such	patent	counsel	or	lawyers	may	not	be
correct	or	may	be	based	on	incomplete	facts;	13.	obtaining	regulatory	approval	for	biopharmaceutical	products	is	a	lengthy	and
complex	process,	and	as	a	result,	any	patents	covering	our	product	candidates	may	expire	before,	or	shortly	after	such	product
candidates	are	approved	and	commercialized;	14.	the	patent	and	patent	enforcement	laws	of	some	foreign	jurisdictions	do	not
protect	intellectual	property	rights	to	the	same	extent	as	laws	in	the	United	States,	and	many	companies	have	encountered
significant	difficulties	in	protecting	and	defending	such	rights	in	foreign	jurisdictions.	If	we	encounter	such	difficulties	or	we	are
otherwise	precluded	from	effectively	protecting	our	intellectual	property	rights	in	foreign	jurisdictions,	our	business	prospects
could	be	substantially	harmed;	and	15.	we	may	not	develop	additional	proprietary	technologies	that	are	patentable.	Any	of	these
factors	could	hurt	our	ability	to	gain	full	patent	protection	for	our	products.	Registered	trademarks	and	trademark	applications	in
the	United	States	and	other	countries	are	subject	to	similar	risks	as	described	above	for	patents	and	patent	applications,	in
addition	to	the	risks	described	below.	Many	of	our	product	development	partnership	agreements	are	complex	and	may	call	for
licensing	or	cross-	licensing	of	potentially	blocking	patents,	know-	how	or	intellectual	property.	Due	to	the	potential	overlap	of
data,	know-	how	and	intellectual	property	rights	there	can	be	no	assurance	that	one	of	our	collaborators	will	not	dispute	our	right
to	use,	license	or	distribute	data,	know-	how	or	other	intellectual	property	rights,	and	this	may	potentially	lead	to	disputes,
liability	or	termination	of	a	program.	There	are	no	assurances	that	our	actions	or	the	actions	of	our	collaborators	would	not	lead
to	disputes	or	cause	us	to	default	with	other	collaborators.	For	example,	we	may	become	involved	in	disputes	with	our
collaborators	relating	to	the	ownership	of	intellectual	property	developed	in	the	course	of	the	partnership.	We	also	cannot	be
certain	that	a	collaborator	will	not	challenge	the	validity	or	enforceability	of	the	patents	we	license.	We	cannot	be	certain	that
any	country’	s	patent	and	/	or	trademark	office	will	not	implement	new	rules	which	could	seriously	affect	how	we	draft,	file,
prosecute	and	/	or	maintain	patents,	trademarks	and	patent	and	trademark	applications.	We	cannot	be	certain	that	increasing
costs	for	drafting,	filing,	prosecuting	and	maintaining	patents,	trademarks	and	patent	and	trademark	applications	will	not	restrict



our	ability	to	file	for	patent	protection.	For	example,	we	may	elect	not	to	seek	patent	protection	in	certain	jurisdictions	or	for
certain	inventions	in	order	to	save	costs.	We	may	be	forced	to	abandon	or	return	the	rights	to	specific	patents	due	to	a	lack	of
financial	resources.	We	intend	to	file	applications	for	trademark	registrations	in	connection	with	our	product	candidates	in
various	jurisdictions,	including	the	United	States.	No	assurance	can	be	given	that	any	of	our	trademark	applications	will	be
registered	in	the	United	States	or	elsewhere,	or	that	the	use	of	any	registered	or	unregistered	trademarks	will	confer	a
competitive	advantage	in	the	marketplace.	Furthermore,	even	if	we	are	successful	in	our	trademark	registrations,	the	FDA	and
regulatory	authorities	in	other	countries	have	their	own	process	for	drug	nomenclature	and	their	own	views	concerning
appropriate	proprietary	names.	No	assurance	can	be	given	that	the	FDA	or	any	other	regulatory	authority	will	approve	of	any	of
our	trademarks	or	will	not	request	reconsideration	of	one	of	our	trademarks	at	some	time	in	the	future.	The	loss,	abandonment,
or	cancellation	of	any	of	our	trademarks	or	trademark	applications	could	negatively	affect	the	success	of	the	product	candidates
to	which	they	relate.	We	currently	rely,	and	may	in	the	future	rely,	on	certain	intellectual	property	rights	licensed	from	third
parties	to	protect	our	technology	and	certain	product	candidates,	and	we	may	enter	into	additional	license	agreements	in	the
future.	As	part	of	our	discovery	and	development	activities,	we	routinely	evaluate	in-	licenses	from	academic	and	research
institutions.	We	have	sublicensed	certain	intellectual	property	rights	related	to	our	CD3	bispecific	technology	from	a	third	party.
We	also	license	certain	rights	to	the	underlying	cell	lines	for	all	our	product	candidates	from	third	parties.	Under	these	licenses,
we	have	no	right	to	control	patent	prosecution	of	the	intellectual	property	or	to	enforce	the	patents,	and	as	such	the	licensed
rights	may	not	be	adequately	maintained	by	the	licensors.	The	termination	of	these	or	other	licenses	could	also	prevent	us	from
commercializing	product	candidates	covered	by	the	licensed	intellectual	property.	Our	existing	license	agreements	impose,	and
we	expect	that	future	license	agreements	will	impose,	various	diligence,	milestone	payment,	royalty	and	other	obligations	on	us.
If	there	is	any	conflict,	dispute,	disagreement	or	issue	of	non-	performance	between	us	and	our	licensing	partners	regarding	our
rights	or	obligations	under	the	license	agreements,	including	any	such	conflict,	dispute	or	disagreement	arising	from	our	failure
to	satisfy	payment	obligations	under	any	such	agreement,	we	may	owe	damages,	our	licensor	may	have	a	right	to	terminate	the
affected	license,	and	our	and	our	partners'	ability	to	utilize	the	affected	intellectual	property	in	our	drug	discovery	and
development	efforts,	and	our	ability	to	enter	into	collaboration	or	marketing	agreements	for	an	affected	product	or	therapeutic
candidate,	may	be	adversely	affected.	We	generally	also	are	subject	to	all	of	the	same	risks	with	respect	to	protection	of
intellectual	property	that	we	license,	as	we	are	for	intellectual	property	that	we	own,	which	are	described	in	this	“	Risk
Factors	”	section.	If	we	or	our	licensors	fail	to	adequately	protect	this	intellectual	property,	our	business,	results	of
operations	and	financial	condition	could	be	adversely	affected.	Our	competitors	may	have	filed,	and	may	in	the	future	file,
patent	applications	covering	technology	similar	to	ours.	Any	such	patent	application	may	have	priority	over	our	patent
applications,	which	could	further	require	us	to	obtain	rights	to	issued	patents	covering	such	technologies.	If	another	party	has
filed	a	U.	S.	patent	application	on	inventions	similar	to	ours	that	claims	priority	to	an	application	filed	prior	to	March	16,	2013,
we	may	have	to	participate	in	an	interference	proceeding	declared	by	the	PTO	to	determine	priority	of	invention	in	the	United
States.	The	costs	of	these	proceedings	could	be	substantial,	and	it	is	possible	that	such	efforts	would	be	unsuccessful	if,
unbeknownst	to	us,	the	other	party	had	independently	arrived	at	the	same	or	similar	invention	prior	to	our	own	invention,
resulting	in	a	loss	of	our	U.	S.	patent	position	with	respect	to	such	inventions.	In	addition,	changes	enacted	on	March	15,	2013	to
the	U.	S.	patent	laws	under	the	America	Invents	Act	resulted	in	the	United	States	changing	from	a	“	first	to	invent	”	country	to	a
“	first	to	file	”	country.	As	a	result,	we	may	lose	the	ability	to	obtain	a	patent	if	a	third-	party	files	with	the	PTO	first	and	could
become	involved	in	proceedings	before	the	PTO	to	resolve	disputes	related	to	inventorship.	We	may	also	become	involved	in
similar	proceedings	in	other	jurisdictions.	Furthermore,	changes	in	U.	S.	patent	law	under	the	America	Invents	Act	allows	for
post-	issuance	challenges	to	U.	S.	patents,	including	ex	parte	reexaminations,	inter	parte	reviews	and	post-	grant	review.	There	is
significant	uncertainty	as	to	how	the	new	laws	will	be	applied	and	if	our	U.	S.	patents	are	challenged	using	such	procedures,	we
may	not	prevail,	possibly	resulting	in	altered	or	diminished	claim	scope	or	loss	of	patent	rights	altogether.	Similarly,	some
countries,	notably	members	of	the	European	Union,	also	have	post	grant	opposition	proceedings	that	can	result	in	changes	in
scope	and	/	or	cancellation	of	patent	claims.	Our	commercial	success	depends	upon	our	ability,	and	the	ability	of	our
collaborators,	to	develop,	manufacture,	market	and	sell	our	product	candidates	and	use	our	proprietary	technologies	without
infringing	the	patents	and	other	proprietary	rights	of	third	parties.	There	is	considerable	intellectual	property	litigation	in	the
biotechnology	and	pharmaceutical	industries.	For	example,	we	are	aware	of	issued	patents	owned	by	Merus	B.	V.	(Merus)	that
may	relate	to	and	claim	components	of	our	bispecific	antibody	product	candidates	and	partnered	bispecific	product	candidates,
including	plamotamab,	vudalimab	and	XmAb819	will	putatively	expire	in	2033.	It	is	possible	In	August	2024,	Merus	filed	suit
against	us	in	the	United	States	District	Court	of	the	District	of	Delaware	alleging	that	we	have	infringed	the	three	of	its
patent	patents	terms	could	be	extended,	for	example,	as	a	result	of	patent	term	restoration	to	compensate	for	regulatory	delays	.
We	maintain	While	we	believe	that	our	current	development	of	these	candidates	currently	falls	into	the	“	safe	harbor	”	of	non-
infringement	under	35	U.	S.	C.	§	271	(e)	(1)	,	.	this	This	protection	terminates	,	however,	would	not	be	available	upon
commercialization	nor	can	we	give	assurances	on	how	the	Court	would	rule	on	this	issue.	We	also	believe	we	have	strong
defenses	to	Merus’	s	claims,	including	defenses	of	invalidity	and	/	or	non-	infringement	for	the	Merus	patents,	but	there
is	no	guarantee	that	we	will	prevail.	If	we	are	found	to	infringe	the	Merus	patents,	we	may	be	ordered	by	a	court	to	cease
commercializing	the	applicable	product	candidates,	which	could	materially	harm	our	business	.	In	addition,	we	there	can
be	no	assurance	that	our	interpretation	of	this	statutory	exemption	would	could	be	found	liable	upheld.	We	believe	there	exists
reasonable	arguments	of	invalidity	for	monetary	damages,	including	treble	damages	and	attorneys’	fees	if	we	are	found	to
have	willfully	infringed	the	Merus	patents	;	however,	we	cannot	assure	that	if	challenged	in	litigation	for	infringement	of	these
patents	that	we	would	prevail.	In	order	to	successfully	challenge	the	validity	of	any	issued	U.	S.	patent,	we	would	need	to
overcome	a	presumption	of	validity.	This	burden	is	a	high	one	requiring	us	to	present	clear	and	convincing	evidence	as	to	the
invalidity	of	such	claims.	There	is	no	assurance	that	a	court	would	find	these	claims	to	be	invalid	or	not	infringed	.	In	addition,



as	the	biopharmaceutical	industry	expands	and	more	patents	are	issued,	the	risk	increases	that	there	may	be	patents	issued	to
third	parties	that	relate	to	our	products	and	technology	of	which	we	are	not	aware	or	that	we	must	challenge	to	continue	our
operations	as	currently	contemplated.	Our	products	may	infringe	or	may	be	alleged	to	infringe	these	patents.	Because	some
patent	applications	in	the	United	States	may	be	maintained	in	secrecy	until	the	patents	are	issued,	because	patent	applications	in
the	United	States	and	many	foreign	jurisdictions	are	typically	not	published	until	eighteen	months	after	filing	and	because
publications	in	the	scientific	literature	often	lag	behind	actual	discoveries,	we	cannot	be	certain	that	others	have	not	filed	patents
that	may	cover	our	technologies,	our	product	candidates	or	their	use.	Additionally,	pending	patent	applications	which	have	been
published	can,	subject	to	certain	limitations,	be	later	amended	in	a	manner	that	could	cover	our	technologies,	our	products	or	the
use	of	our	products.	We	may	become	party	to,	or	threatened	with,	future	adversarial	proceedings	or	litigation	regarding
intellectual	property	rights	with	respect	to	our	products	and	technology.	Third	parties	may	assert	infringement	claims	against	us
based	on	existing	patents	or	patents	that	may	be	granted	in	the	future.	If	we	are	sued	for	patent	infringement,	we	would	need	to
demonstrate	that	our	products	or	methods	either	do	not	infringe	the	patent	claims	of	the	relevant	patent	or	that	the	patent	claims
are	invalid,	and	we	may	not	be	able	to	do	this.	Proving	invalidity	is	difficult.	For	example,	in	the	United	States,	proving
invalidity	requires	a	showing	of	clear	and	convincing	evidence	to	overcome	the	presumption	of	validity	enjoyed	by	issued
patents.	Even	if	we	are	successful	in	these	proceedings,	we	may	incur	substantial	costs	and	divert	management’	s	time	and
attention	in	pursuing	these	proceedings,	which	could	have	a	material	adverse	effect	on	us.	Any	such	claims	are	likely	to	be
expensive	to	defend,	and	some	of	our	competitors	may	be	able	to	sustain	the	costs	of	complex	patent	litigation	more	effectively
than	we	can	because	they	have	substantially	greater	resources.	If	we	are	found	to	infringe	a	third	party’	s	intellectual	property
rights,	we	could	be	required	to	obtain	a	license	from	such	third	party	to	continue	developing	and	marketing	our	products	and
technology.	We	may	also	elect	to	enter	into	such	a	license	in	order	to	settle	litigation	or	in	order	to	resolve	disputes	prior	to
litigation.	However,	we	may	not	be	able	to	obtain	any	required	license	on	commercially	reasonable	terms	or	at	all.	Even	if	we
were	able	to	obtain	a	license,	it	could	be	non-	exclusive,	thereby	giving	our	competitors	access	to	the	same	technologies	licensed
to	us	and	could	require	us	to	make	substantial	royalty	payments.	We	could	also	be	forced,	including	by	court	order,	to	cease
commercializing	the	infringing	technology	or	product.	In	addition,	we	could	be	found	liable	for	monetary	damages,	including
treble	damages	and	attorneys’	fees	if	we	are	found	to	have	willfully	infringed	a	patent.	A	finding	of	infringement	could	prevent
us	from	commercializing	our	product	candidates	or	force	us	to	cease	some	of	our	business	operations,	which	could	materially
harm	our	business.	Claims	that	we	have	misappropriated	the	confidential	information	or	trade	secrets	of	third	parties	could	have
a	similar	negative	impact	on	our	business.	We	rely	on	trade	secret	protection	to	protect	our	interests	in	proprietary	know-	how
and	in	processes	for	which	patents	are	difficult	to	obtain	or	enforce.	We	may	not	be	able	to	protect	our	trade	secrets	adequately.
We	have	a	policy	of	requiring	our	consultants,	advisors,	and	collaborators	to	enter	into	confidentiality	agreements	and	our
employees	to	enter	into	invention,	non-	disclosure	and	non-	compete	agreements.	However,	no	assurance	can	be	given	that	we
have	entered	into	appropriate	agreements	with	all	parties	that	have	had	access	to	our	trade	secrets,	know-	how	or	other
proprietary	information.	There	is	also	no	assurance	that	such	agreements	will	provide	for	a	meaningful	protection	of	our	trade
secrets,	know-	how	or	other	proprietary	information	in	the	event	of	any	unauthorized	use	or	disclosure	of	information.
Furthermore,	we	cannot	provide	assurance	that	any	of	our	employees,	consultants,	contract	personnel,	or	collaborators,	either
accidentally	or	through	willful	misconduct,	will	not	cause	serious	damage	to	our	programs	and	/	or	our	strategy,	for	example	by
disclosing	important	trade	secrets,	know-	how	or	proprietary	information	to	our	competitors.	It	is	also	possible	that	our	trade
secrets,	know-	how	or	other	proprietary	information	could	be	obtained	by	third	parties	as	a	result	of	breaches	of	our	physical	or
electronic	security	systems.	Any	disclosure	of	confidential	data	into	the	public	domain	or	to	third	parties	could	allow	our
competitors	to	learn	our	trade	secrets	and	use	the	information	in	competition	against	us.	In	addition,	others	may	independently
discover	our	trade	secrets	and	proprietary	information.	Any	action	to	enforce	our	rights	is	likely	to	be	time	consuming	and
expensive,	and	may	ultimately	be	unsuccessful,	or	may	result	in	a	remedy	that	is	not	commercially	valuable.	These	risks	are
accentuated	in	foreign	countries	where	laws	or	law	enforcement	practices	may	not	protect	proprietary	rights	as	fully	as	in	the
United	States	or	Europe.	Any	unauthorized	disclosure	of	our	trade	secrets	or	proprietary	information	could	harm	our	competitive
position.	Depending	upon	the	timing,	duration,	and	specifics	of	any	FDA	marketing	approval	of	any	therapeutic	candidates	we
may	develop,	one	or	more	of	our	owned	or	licensed	U.	S.	patents	may	be	eligible	for	limited	patent	term	extension	under	the
Hatch-	Waxman	Act.	Similar	extensions	as	compensation	for	patent	term	lost	during	regulatory	review	processes	are	also
available	in	certain	foreign	countries	and	territories,	such	as	in	Europe	under	a	Supplementary	Patent	Certificate.	However,	we
may	not	be	granted	an	extension	in	the	United	States	and	/	or	foreign	countries	and	territories	because	of,	for	example,	failing	to
exercise	due	diligence	during	the	testing	phase	or	regulatory	review	process,	failing	to	apply	within	applicable	deadlines,	failing
to	apply	prior	to	expiration	of	relevant	patents,	or	otherwise	failing	to	satisfy	applicable	requirements.	Moreover,	the	applicable
time	period	or	the	scope	of	patent	protection	afforded	could	be	less	than	we	request.	If	we	are	unable	to	obtain	patent	term
extension	or	the	term	of	any	such	extension	is	shorter	than	what	we	request	or	we	fail	to	choose	the	most	optimal	patents	to
extend,	our	competitors	may	obtain	approval	of	competing	products	following	our	patent	expiration,	and	our	business,	financial
condition,	results	of	operations	and	prospects	could	be	materially	harmed.	Risks	Related	to	Our	Dependence	on	Third	Parties
While	we	normally	seek	and	gain	the	right	to	fully	prosecute	the	patents	relating	to	our	product	candidates,	there	may	be	times
when	patents	relating	to	our	product	candidates	are	controlled	by	our	licensors.	We	may	also	have	limited	control	over	the
maintenance	and	prosecution	of	in-	licensed	patents	and	patent	applications,	activities	or	any	other	intellectual	property
that	may	be	related	to	our	in-	licensed	intellectual	property.	For	example,	such	activities	by	these	licensors	may	not	have
been	or	may	not	be	conducted	in	compliance	with	applicable	laws	and	regulations	or	will	result	in	valid	and	enforceable
patents	and	other	intellectual	property	rights.	Our	licensors	may	not	successfully	prosecute	the	patent	applications	to
which	we	are	licensed	in	a	manner	consistent	with	the	best	interests	of	our	business.	We	have	limited	control	over	the
manner	in	which	our	licensors	initiate	an	infringement	proceeding	against	a	third-	party	infringer	of	the	intellectual



property	rights,	or	defend	certain	of	the	intellectual	property	that	is	licensed	to	us.	It	is	possible	that	the	licensors’
infringement	proceeding	or	defense	activities	may	be	less	vigorous	than	had	we	conducted	them	ourselves.	We	rely	on
third-	party	manufacturers	to	manufacture	our	product	candidates	and	provide	supplies	for	our	studies.	If	any	of	our	third-	party
manufacturers,	encounter	problems	or	loss	of	drug	material	during	production	or	otherwise	fail	to	comply	with	their	contractual
obligations,	the	development	of	our	product	candidates	could	be	delayed	or	stopped.	The	manufacture	of	biopharmaceutical
products	is	complex	and	requires	significant	expertise	and	capital	investment,	including	the	development	of	advanced
manufacturing	techniques	and	process	controls.	We	and	our	contract	manufacturers	must	comply	with	cGMP	regulations	and
guidelines.	Manufacturers	of	biopharmaceutical	products	often	encounter	difficulties	in	production,	particularly	in	scaling	up
and	validating	initial	production	and	contamination.	These	problems	include	difficulties	with	production	costs	and	yields,	quality
control,	including	stability	of	the	product,	quality	assurance	testing,	operator	error,	shortages	of	qualified	personnel,	as	well	as
compliance	with	strictly	enforced	federal,	state	and	foreign	regulations.	Furthermore,	if	microbial,	viral	or	other	contaminations
are	discovered	in	our	products	or	in	the	manufacturing	facilities	in	which	our	products	are	made,	such	manufacturing	facilities
may	need	to	be	closed	for	an	extended	period	of	time	to	investigate	and	remedy	the	contamination.	All	of	our	XmAb	engineered
antibodies	are	manufactured	by	starting	with	cells	which	are	stored	in	a	cell	bank.	We	have	one	master	cell	bank	for	each
antibody	manufactured	in	accordance	with	cGMP	and	multiple	working	cell	banks	and	believe	we	would	have	adequate	backup
should	any	cell	bank	be	lost	in	a	catastrophic	event.	However,	it	is	possible	that	we	could	lose	multiple	cell	banks	and	have	our
manufacturing	severely	impacted	by	the	need	to	replace	the	cell	banks.	We	cannot	assure	you	that	any	stability	or	other	issues
relating	to	the	manufacture	of	any	of	our	product	candidates	or	products	will	not	occur	in	the	future.	Additionally,	our
manufacturer	may	experience	manufacturing	difficulties	due	to	resource	constraints	or	as	a	result	of	labor	disputes	or	unstable
political	environments.	If	our	manufacturers	were	to	encounter	any	of	these	difficulties,	or	otherwise	fail	to	comply	with	their
contractual	obligations,	our	ability	to	provide	any	product	candidates	to	patients	in	clinical	trials	and	products	to	patients,	once
approved,	would	be	jeopardized.	Any	delay	or	interruption	in	the	supply	of	clinical	trial	supplies	could	delay	the	completion	of
clinical	trials,	increase	the	costs	associated	with	maintaining	clinical	trial	programs	and,	depending	upon	the	period	of	delay,
require	us	to	commence	new	clinical	trials	at	additional	expense	or	terminate	clinical	trials	completely.	Any	adverse
developments	affecting	clinical	or	commercial	manufacturing	of	our	product	candidates	or	products	may	result	in	shipment
delays,	inventory	shortages,	lot	failures,	product	withdrawals	or	recalls,	or	other	interruptions	in	the	supply	of	our	product
candidates	or	products.	We	may	also	have	to	take	inventory	write-	offs	and	incur	other	charges	and	expenses	for	product
candidates	or	products	that	fail	to	meet	specifications,	undertake	costly	remediation	efforts	or	seek	more	costly	manufacturing
alternatives.	Accordingly,	failures	or	difficulties	faced	at	any	level	of	our	supply	chain	could	materially	adversely	affect	our
business	and	delay	or	impede	the	development	and	commercialization	of	any	of	our	product	candidates	or	products	and	could
have	a	material	adverse	effect	on	our	business,	prospects,	financial	condition	and	results	of	operations.	Certain	of	our	third-	party
manufactures	manufacturers	are	located	outside	the	United	States,	and	our	ability	to	continue	to	receive	drug	material	for	our
development	candidates	would	be	at-	risk	in	the	event	of	instability	or	geopolitical	problems	between	the	United	States	and	the
country'	s	where	these	manufacturers	are	located.	Our	existing	partnerships	are	important	During	the	last	few	years,	there
have	also	been	significant	changes	to	U.	S.	and	other	countries’	trade	policies,	export	control	laws,	sanctions,	legislation,
treaties	and	tariffs.	There	is	currently	significant	uncertainty	about	the	future	of	trade	relationships	around	the	world,
including	potential	changes	to	trade	laws	and	regulations,	trade	policies,	and	tariffs.	We	cannot	predict	what	additional
actions	may	ultimately	be	taken	by	the	United	States	or	other	governments	with	respect	to	tariffs	or	trade	relations,	what
products	may	be	subject	to	such	actions	(including	subject	to	U.	S.	export	control	restrictions),	or	what	actions	may	be
taken	by	the	other	countries	in	retaliation.	As	a	result	of	these	dynamics,	we	cannot	predict	the	impact	to	our
relationships	with	third-	party	manufacturers	or	our	business	,	and	of	any	future	changes	partnerships	may	also	be	important
to	us.	If	we	are	unable	to	maintain	any	of	these	--	the	United	States’	partnerships,	or	if	these	partnerships	are	not	successful,	our
-	or	business	could	be	adversely	affected	other	countries’	trading	relationships	or	the	impact	of	new	laws	or	regulations
adopted	by	the	United	States	or	other	countries	.	Because	developing	biologics	products,	conducting	clinical	trials,	obtaining
regulatory	approval,	establishing	manufacturing	capabilities	and	marketing	approved	products	are	expensive,	we	have	entered
into	partnerships,	and	may	seek	to	enter	into	additional	partnerships,	with	companies	that	have	more	resources	and	experience
than	us,	and	we	may	become	dependent	upon	the	establishment	and	successful	implementation	of	partnership	agreements.	Our
partnership	and	license	agreements	include	those	we	have	with	J	&	J,	Genentech,	Vir,	Amgen,	Incyte,	Alexion	and	others.	These
partnerships	and	license	agreements	also	have	provided	us	with	important	funding	for	our	development	programs,	and	we	expect
to	receive	additional	funding	under	these	partnerships	in	the	future.	Our	existing	partnerships,	and	any	future	partnerships	we
enter	into,	may	pose	a	number	of	risks,	including	the	following:	1.	collaborators	have	significant	discretion	in	determining	the
efforts	and	resources	that	they	will	apply	to	these	partnerships;	2.	such	arrangements	may	include	our	Janssen	Agreement
provides	for	cost-	sharing	obligations	that	on	development	costs	for	the	bispecific	candidate,	plamotamab.	Such	an
arrangement	may	require	us	to	incur	substantial	costs	in	excess	of	our	available	resources;	3.	collaborators	may	not	pursue
development	and	commercialization	of	any	product	candidates	that	achieve	regulatory	approval	or	may	elect	not	to	continue	or
renew	development	or	commercialization	programs	based	on	clinical	trial	results,	changes	in	the	collaborators’	strategic	focus	or
available	funding,	or	external	factors,	such	as	an	acquisition,	that	divert	resources	or	create	competing	priorities;	4.	collaborators
may	delay	clinical	trials,	provide	insufficient	funding	for	a	clinical	trial	program,	stop	a	clinical	trial	or	abandon	a	product
candidate,	repeat	or	conduct	new	clinical	trials	or	require	a	new	formulation	of	a	product	candidate	for	clinical	testing;	5.
collaborators	could	independently	develop,	or	develop	with	third	parties,	products	that	compete	directly	or	indirectly	with	our
products	or	product	candidates	if	the	collaborators	believe	that	competitive	products	are	more	likely	to	be	successfully
developed	or	can	be	commercialized	under	terms	that	are	more	economically	attractive	than	ours,	which	may	cause
collaborators	to	cease	to	devote	resources	to	the	commercialization	of	our	product	candidates;	6.	a	collaborator	with	marketing



and	distribution	rights	to	one	or	more	of	our	product	candidates	that	achieve	regulatory	approval	may	not	commit	sufficient
resources	to	the	marketing	and	distribution	of	such	product	or	products;	7.	disagreements	with	collaborators,	including
disagreements	over	proprietary	rights,	contract	interpretation	or	the	preferred	course	of	development,	might	cause	delays	or
termination	of	the	research,	development	or	commercialization	of	product	candidates,	might	lead	to	additional	responsibilities
for	us	with	respect	to	product	candidates,	or	might	result	in	litigation	or	arbitration,	any	of	which	would	be	time-	consuming	and
expensive;	8.	while	we	have	generally	retained	the	right	to	maintain	and	defend	our	intellectual	property	under	our	agreements
with	collaborators,	certain	collaborators	may	not	properly	maintain	or	defend	certain	of	our	intellectual	property	rights	or	may
use	our	proprietary	information	in	such	a	way	as	to	invite	litigation	that	could	jeopardize	or	invalidate	our	intellectual	property
or	proprietary	information;	9.	collaborators	may	infringe	the	intellectual	property	rights	of	third	parties,	which	may	expose	us	to
litigation	and	potential	liability;	10.	collaborators	may	learn	about	our	technology	and	use	this	knowledge	to	compete	with	us	in
the	future;	11.	results	of	collaborators’	preclinical	or	clinical	studies	could	produce	results	that	harm	or	impair	other	products
using	our	XmAb	technology	platform;	12.	there	may	be	conflicts	between	different	collaborators	that	could	negatively	affect
those	partnerships	and	potentially	others;	and	13.	the	number	and	type	of	our	partnerships	could	adversely	affect	our
attractiveness	to	future	collaborators	or	acquirers.	If	our	partnerships	and	license	agreements	do	not	result	in	the	successful
development	and	commercialization	of	products	or	if	one	of	our	collaborators	terminates	its	agreement	with	us,	we	may	not
receive	any	future	research	and	development	funding	or	milestone	or	royalty	payments	under	the	arrangement.	If	we	do	not
receive	the	funding	we	expect	under	these	arrangements,	our	continued	development	of	our	product	candidates	could	be
delayed,	and	we	may	need	additional	resources	to	develop	additional	product	candidates.	All	of	the	risks	described	in	these	risk
factors	relating	to	product	development,	regulatory	approval	and	commercialization	described	in	this	Annual	Report	also	apply
to	the	activities	of	our	collaborators	and	there	can	be	no	assurance	that	our	partnerships	and	license	agreements	will	produce
positive	results	or	successful	products	on	a	timely	basis	or	at	all.	Our	partnership	agreements	generally	grant	our	collaborators
exclusive	rights	under	certain	of	our	intellectual	property	and	may	therefore	preclude	us	from	entering	into	partnerships	with
others	relating	to	the	same	or	similar	compounds,	indications	or	diseases.	In	addition,	partnership	agreements	may	place
restrictions	or	additional	obligations	on	our	ability	to	license	additional	compounds	in	different	indications,	diseases	or
geographical	locations.	If	we	fail	to	comply	with	or	breach	any	provision	of	a	partnership	agreement,	a	collaborator	may	have
the	right	to	terminate,	in	whole	or	in	part,	such	agreement	or	to	seek	damages.	Many	of	our	collaborators	also	have	the	right	to
terminate	the	partnership	agreement	for	convenience.	If	a	partnership	agreement	is	terminated,	in	whole	or	in	part,	we	may	be
unable	to	continue	the	development	and	commercialization	of	the	applicable	product	candidates,	and	even	if	we	are	able	to	do
so,	such	efforts	may	be	delayed	and	result	in	additional	costs.	There	is	no	assurance	that	a	collaborator	who	is	acquired	by	a
third	party	would	not	attempt	to	change	certain	contract	provisions	that	could	negatively	affect	our	partnership.	The	acquiring
company	may	also	not	accept	the	terms	or	assignment	of	our	contracts	and	may	seek	to	terminate	the	agreements.	Any	one	of
our	partners	could	breach	covenants,	restrictions	and	/	or	sub-	license	agreement	provisions	leading	us	into	disputes	and
potential	breaches	of	our	agreements	with	other	partners.	We	may	in	the	future	determine	to	partner	with	additional
pharmaceutical	and	biotechnology	companies	for	development	and	potential	commercialization	of	therapeutic	products.	We
face	significant	competition	in	seeking	appropriate	collaborators.	Our	ability	to	reach	a	definitive	agreement	for	a	partnership
will	depend,	among	other	things,	upon	our	assessment	of	the	collaborator’	s	resources	and	expertise,	the	terms	and	conditions	of
the	proposed	partnership	and	the	proposed	collaborator’	s	evaluation	of	a	number	of	factors.	If	we	elect	to	fund	and	undertake
development	or	commercialization	activities	on	our	own,	we	may	need	to	obtain	additional	expertise	and	additional	capital,
which	may	not	be	available	to	us	on	acceptable	terms	or	at	all.	If	we	fail	to	enter	into	partnerships	and	do	not	have	sufficient
funds	or	expertise	to	undertake	the	necessary	development	and	commercialization	activities,	we	may	not	be	able	to	further
develop	our	product	candidates	or	bring	them	to	market	or	continue	to	develop	our	product	platform	and	our	business,	prospects,
financial	condition	and	results	of	operations	may	be	materially	and	adversely	affected.	We	outsource	manufacturing,	certain
functions,	testing	and	services	to	CROs,	medical	institutions	and	collaborators,	and	we	rely	on	third	parties	for	quality
assurance,	clinical	monitoring,	clinical	data	management	and	regulatory	expertise.	We	also	have	engaged,	and	may	in	the	future
engage,	a	CRO	to	run	all	aspects	of	a	clinical	trial	on	our	behalf.	There	is	no	assurance	that	such	individuals	or	organizations	will
be	able	to	provide	the	functions,	tests,	biologic	supply	or	services	as	agreed	upon	or	in	a	quality	fashion	and	we	could	suffer
significant	delays	in	the	development	of	our	products	or	processes.	In	some	cases,	there	may	be	only	one	or	few	providers	of
such	services,	including	clinical	data	management	or	manufacturing	services.	In	addition,	the	cost	of	such	services	could	be
significantly	increased	over	time.	We	rely	on	third	parties	and	collaborators	as	mentioned	above	to	enroll	qualified	patients	and
conduct,	supervise	and	monitor	our	clinical	trials.	Our	reliance	on	these	third	parties	and	collaborators	for	clinical	development
activities	reduces	our	control	over	these	activities.	Our	reliance	on	these	parties,	however,	does	not	relieve	us	of	our	regulatory
responsibilities,	including	ensuring	that	our	clinical	trials	are	conducted	in	accordance	with	GCP	regulations	and	the
investigational	plan	and	protocols	contained	in	the	regulatory	agency	applications.	In	addition,	these	third	parties	may	not
complete	activities	on	schedule	or	may	not	manufacture	under	GMP	conditions.	Preclinical	or	clinical	studies	may	not	be
performed	or	completed	in	accordance	with	Good	Laboratory	Practices	(GLP)	regulatory	requirements	or	our	trial	design.	If
these	third	parties	or	collaborators	do	not	successfully	carry	out	their	contractual	duties	or	meet	expected	deadlines,	obtaining
regulatory	approval	for	manufacturing	and	commercialization	of	our	product	candidates	may	be	delayed	or	prevented.	We	rely
substantially	on	third-	party	data	managers	for	our	clinical	trial	data.	There	is	no	assurance	that	these	third	parties	will	not	make
errors	in	the	design,	management	or	retention	of	our	data	or	data	systems.	There	is	no	assurance	these	third	parties	will	pass
FDA	or	regulatory	audits,	which	could	delay	or	prohibit	regulatory	approval.	We	rely	on	third	parties	to	manufacture	supplies	of
our	preclinical	and	clinical	product	candidates.	The	development	of	such	candidates	could	be	stopped	or	delayed	if	any	such
third	party	fails	to	provide	us	with	sufficient	quantities	of	product	or	fails	to	do	so	at	acceptable	quality	levels	or	prices	or	fails	to
maintain	or	achieve	satisfactory	regulatory	compliance.	We	do	not	currently	have	nor	do	we	plan	to	acquire	the	infrastructure	or



capability	internally	to	manufacture	our	clinical	drug	supplies	for	use	in	the	conduct	of	our	clinical	trials,	and	we	lack	the
resources	and	the	capability	to	manufacture	any	clinical	candidates	on	a	clinical	scale.	Instead,	we	rely	on	our	third-	party
manufacturing	partners	to	manufacture	our	clinical	drug	supply.	Any	of	our	contract	manufacturers	may	not	perform	as	agreed,
may	be	unable	to	comply	with	cGMP	requirements	and	with	FDA,	state	and	foreign	regulatory	requirements	or	may	terminate
their	respective	agreements	with	us.	In	addition,	manufacturers	are	subject	to	ongoing	periodic	unannounced	inspection	by	the
FDA	and	other	governmental	authorities	to	ensure	strict	compliance	with	government	regulations.	We	do	not	control	the
manufacturing	processes	of	our	third-	party	manufacturing	partners,	which	include,	among	other	things,	quality	control,	quality
assurance	and	the	maintenance	of	records	and	documentation.	If	we	were	to	experience	an	unexpected	loss	of	supply,	we	could
experience	delays	in	our	planned	clinical	trials	as	our	third-	party	manufacturing	partner	would	need	to	manufacture	additional
clinical	drug	supply	and	would	need	sufficient	lead	time	to	schedule	a	manufacturing	slot.	While	there	are	other	potential
suppliers	of	clinical	supplies	of	our	biologics,	the	long	transition	periods	necessary	to	switch	manufacturers	for	any	of	our
clinical	drug	supply	would	significantly	delay	our	clinical	trials	and	the	commercialization	of	such	products,	if	approved.	Risks
Related	to	Our	Industry	Clinical	trials	are	expensive	and	take	years	to	conduct,	the	outcome	of	such	clinical	trials	is
uncertain	and	results	of	earlier	studies	and	trials	may	not	be	predictive	of	future	trial	results.	Clinical	trials	may	fail	to
prove	our	product	candidates	are	safe	and	effective.	Each	product	candidate	must	receive	regulatory	approval	and	therefore
must	undergo	rigorous	and	extensive	preclinical	studies	and	clinical	trials	to	demonstrate	safety	and	efficacy	in	patients.	Clinical
trials	at	any	stage	in	development	may	fail	to	demonstrate	the	safety,	efficacy	or	pharmacologic	properties	needed	to	be	a	viable
product	candidate	in	patients.	Early	clinical	trials	are	expensive	and	can	take	many	years	to	complete	and	may	fail	to
demonstrate	the	safety	and	pharmacokinetic	characteristics	needed	to	invest	in	larger	later	stage	clinical	studies	.	Alternatively,
success	in	preclinical	testing	and	early	clinical	trials	does	not	ensure	that	later	clinical	trials	will	generate	the	same
results	or	otherwise	provide	adequate	data	to	demonstrate	the	safety	and	effectiveness	of	a	product	candidate	.	Later
clinical	studies	that	are	larger	may	not	demonstrate	the	desired	safety	and	efficacy	profile	needed	to	be	of	benefit	to	patients.
Additionally,	regulatory	authorities	may	determine	that	the	data	provided	is	not	sufficient	to	grant	marketing	approval	for	our
product	candidates	and	may	request	additional	data	including	additional	clinical	trials	or	reject	product	approval.	Conducting
early	clinical	trials	is	complex	and	the	outcomes	are	uncertain.	Preclinical	studies	are	performed	to	help	inform	human	clinical
trials,	but	human	and	animal	studies	are	not	comparable.	Expected	or	unexpected	undesirable	side	effects	caused	by	our	product
candidates	could	result	in	the	delay,	suspension	or	termination	of	clinical	trials	by	us,	our	collaborators,	the	FDA	or	other
regulatory	authorities	for	a	number	of	reasons.	If	we	elect	or	are	required	to	delay,	suspend	or	terminate	any	clinical	trial	of	any
product	candidates	that	we	develop,	the	commercial	prospects	of	such	product	candidates	will	be	harmed	and	our	ability	to
generate	product	revenues	from	any	of	these	product	candidates	will	be	delayed	or	eliminated	.	If	our	product	candidates	are
associated	with	adverse	events	in	clinical	trials	or	have	side	effects	or	other	characteristics	that	are	serious	or
unexpected,	we	may	need	to	abandon	their	development	or	limit	development	to	more	narrow	uses	in	which	the	adverse
events,	side	effects	or	other	characteristics	are	less	prevalent,	less	severe	or	more	acceptable	from	a	risk-	benefit
perspective.	We	may	also	be	required	to	modify	our	trial	plans	based	on	findings	in	our	ongoing	clinical	trials.	The	FDA
may	also	require	that	we	conduct	additional	studies	regarding	the	safety	and	efficacy	of	our	product	candidates	which
we	have	not	planned	or	anticipated.	Such	findings	could	further	result	in	regulatory	authorities	failing	to	provide
marketing	authorization	for	our	product	candidates	or	limiting	the	scope	of	the	approved	indication,	if	approved.	Many
product	candidates	that	initially	showed	promise	in	early	stage	testing	have	later	been	found	to	cause	side	effects	that
prevented	further	development	of	such	product	candidates.	Treatment-	related	side	effects	could	also	affect	subject
recruitment	or	the	ability	of	enrolled	subjects	to	complete	the	trial	or	result	in	potential	product	liability	claims.	In
addition,	these	side	effects	may	not	be	appropriately	recognized	or	managed	by	the	treating	medical	staff.	Furthermore,
we	may	be	required	to	expend	time	and	incur	costs	to	train	medical	personnel	using	our	product	candidates	to
understand	the	side	effect	profiles	for	our	clinical	trials	and	upon	any	commercialization	of	any	of	our	product
candidates.	There	can	be	no	assurance	that	we	will	resolve	any	issues	related	to	any	product-	related	adverse	events	to
the	satisfaction	of	the	FDA	or	comparable	foreign	regulatory	authorities	in	a	timely	manner	or	at	all	.	Serious	adverse
events	observed	in	clinical	trials	could	hinder	or	prevent	market	acceptance	of	the	product	candidate	at	issue.	Any	of	these
occurrences	may	harm	our	business,	prospects,	financial	condition	and	results	of	operations	significantly.	We	may	not	be	able	to
initiate	or	continue	clinical	trials	for	our	product	candidates	if	we	are	unable	to	locate	and	enroll	a	sufficient	number	of	eligible
patients	to	participate	in	these	trials	as	required	by	the	FDA	or	similar	regulatory	authorities	outside	the	United	States.	In
addition,	some	of	our	competitors	have	ongoing	clinical	trials	for	product	candidates	that	treat	the	same	indications	as	our
product	candidates,	and	patients	who	would	otherwise	be	eligible	for	our	clinical	trials	may	instead	enroll	in	clinical	trials	of	our
competitors’	product	candidates.	Our	inability	to	enroll	a	sufficient	number	of	patients	for	any	of	our	clinical	trials	could	result
in	significant	delays	and	could	require	us	to	abandon	one	or	more	clinical	trials	altogether.	Enrollment	delays	in	our	clinical
trials	may	result	in	increased	development	costs	for	our	product	candidates	and	in	delays	to	commercially	launching	our	product
candidates,	if	approved,	which	would	cause	the	value	of	our	company	to	decline	and	limit	our	ability	to	obtain	additional
financing.	Delays	in	the	commencement	or	completion	of	clinical	trials	could	result	in	increased	costs	to	us	and	delay	our
ability	to	establish	strategic	collaborations.	Delays	in	the	commencement	or	completion	of	clinical	trials	could
significantly	impact	our	drug	development	costs.	We	do	not	know	whether	planned	clinical	trials	will	begin	on	time	or	be
completed	on	schedule,	if	at	all.	The	commencement	of	clinical	trials	can	be	delayed	for	a	variety	of	reasons,	including,
but	not	limited	to,	delays	related	to:	•	obtaining	regulatory	approval	to	commence	one	or	more	clinical	trials;	•	reaching
agreement	on	acceptable	terms	with	prospective	CROs	and	clinical	trial	sites;	•	manufacturing	sufficient	quantities	of	a
drug	candidate	or	other	materials	necessary	to	conduct	clinical	trials,	as	well	as	receiving	the	supplies	and	materials
needed	to	conduct	our	clinical	trials,	including	interruptions	in	global	shipping	that	may	affect	the	transport	of	clinical



materials;	•	obtaining	institutional	review	Board	of	Directors	approval	to	conduct	one	or	more	clinical	trials	at	a
prospective	site;	•	recruiting	and	enrolling	patients	to	participate	in	one	or	more	clinical	trials,	especially	as	patients	may
be	reluctant	or	unable	to	visit	clinical	sites,	or	may	delay	seeking	treatment	for	chronic	conditions;	•	the	failure	of	our
collaborators	to	adequately	resource	our	drug	candidates	due	to	their	focus	on	other	programs	or	as	a	result	of	general
market	conditions;	•	recruiting	clinical	site	investigators,	clinical	site	staff	and	potential	closure	or	defunding	of	clinical
facilities;	and	•	changes	in	regulations,	which	may	require	us	to	change	the	ways	in	which	our	clinical	trials	are
conducted.	In	addition,	once	a	clinical	trial	has	begun,	it	may	be	suspended	or	terminated	by	us,	our	collaborators,	the
institutional	review	boards	or	data	safety	monitoring	boards	charged	with	overseeing	our	clinical	trials,	the	FDA,	EMA
or	comparable	foreign	authorities	due	to	a	number	of	factors,	including:	•	failure	to	conduct	the	clinical	trial	in
accordance	with	regulatory	requirements	or	clinical	protocols;	•	inspection	of	the	clinical	trial	operations	or	clinical	trial
site	by	the	FDA,	EMA	or	comparable	foreign	authorities	resulting	in	the	imposition	of	a	clinical	hold;	•	unforeseen	safety
issues;	or	•	lack	of	adequate	funding	to	continue	the	clinical	trial.	If	we	experience	delays	in	the	completion	or
termination	of	any	clinical	trial	of	our	product	candidates,	the	commercial	prospects	of	our	product	candidates	will	be
harmed,	and	our	ability	to	commence	product	sales	and	generate	product	revenues	from	any	of	our	product	candidates
will	be	delayed.	In	addition,	any	delays	in	completing	our	clinical	trials	will	increase	our	costs	and	slow	down	our
product	candidate	development	and	approval	process.	Delays	in	completing	our	clinical	trials	could	also	allow	our
competitors	to	obtain	marketing	approval	before	we	do	or	shorten	the	patent	protection	period	during	which	we	may
have	the	exclusive	right	to	commercialize	our	product	candidates.	Any	of	these	occurrences	may	harm	our	business,
financial	condition	and	prospects	significantly.	In	addition,	many	of	the	factors	that	cause,	or	lead	to,	a	delay	in	the
commencement	or	completion	of	clinical	trials	may	also	ultimately	lead	to	the	denial	of	regulatory	approval	of	our
product	candidates.	Attracting	and	retaining	the	highly	qualified	management,	scientific	and	medical	personnel	necessary	for
us	to	successfully	implement	our	business	strategy	is	extremely	competitive	in	the	biotechnology	industry.	Our	industry	is
experiencing	an	increasing	rate	of	competition	in	hiring	and	retaining	employees	and	in	turnover	of	management	personnel.	We
depend	heavily	on	our	current	management	team,	whose	services	are	critical	to	the	successful	implementation	of	our	product
candidate	development	and	regulatory	strategies.	In	order	to	induce	valuable	employees	to	continue	their	employment	with	us,
we	have	provided	equity	incentives	that	vest	over	time.	The	value	to	employees	of	this	equity	is	significantly	affected	by
movements	in	our	stock	price	that	are	beyond	our	control	and	may	at	any	time	be	insufficient	to	counteract	more	lucrative	offers
from	other	companies.	Despite	our	efforts	to	retain	valuable	employees,	members	of	our	management	team	may	terminate	their
employment	with	us	at	any	time,	with	or	without	notice.	Further,	we	do	not	maintain	“	key	person	”	insurance	for	any	of	our
executives	or	other	employees.	The	loss	of	the	services	of	any	of	our	executive	officers	and	our	inability	to	find	suitable
replacements	could	harm	our	business,	financial	condition,	prospects	and	ability	to	achieve	the	successful	development	or
commercialization	of	our	product	candidates.	Our	success	also	depends	on	our	ability	to	continue	to	attract,	retain	and	motivate
highly	skilled	scientific	and	medical	personnel	at	all	levels.	Since	2016	we	have	been	increasing	the	number	of	our	employees
and	expanding	the	scope	of	our	operations	with	a	goal	of	advancing	multiple	clinical	candidates	into	development.	The	increase
in	our	number	of	employees	places	a	significant	strain	on	our	management,	operations,	and	financial	resources,	and	we	may
have	difficulty	managing	this	growth.	As	we	continue	to	grow	our	operations	and	advance	our	clinical	programs	into	later	stages
of	development,	it	will	require	us	to	recruit	and	retain	employees	with	additional	knowledge	and	skill	sets	and	no	assurance	can
be	provided	that	we	will	be	able	to	attract	employees	with	the	necessary	skill	set	to	assist	in	our	growth.	Many	of	the	other
biotechnology	and	pharmaceutical	companies	and	academic	institutions	that	we	compete	against	for	qualified	personnel	have
greater	financial	and	other	resources,	different	risk	profiles	and	a	longer	history	in	the	industry	than	we	do.	We	also	may	employ
consultants	or	part-	time	and	contract	employees.	There	can	be	no	assurance	that	these	individuals	are	retainable.	While	we	have
been	able	to	attract	and	retain	skilled	and	experienced	personnel	and	consultants	in	the	past,	no	assurance	can	be	given	that	we
will	be	able	to	do	so	in	the	future.	The	clinical	development,	manufacturing,	labeling,	packaging,	storage,	recordkeeping,
advertising,	promotion,	export,	import,	marketing	and	distribution	and	other	possible	activities	relating	to	our	current	lead
antibody	product	candidates,	as	well	as	any	other	antibody	product	candidate	that	we	may	develop	in	the	future,	are	subject	to
extensive	regulation	in	the	United	States	and	outside	the	US	U.	S.	as	biologics.	If	we	experience	delays	in	obtaining	approval,	or
if	we	fail	to	obtain	approval	of	our	product	candidates,	the	commercial	prospects	for	our	product	candidates	may	be	harmed	and
our	ability	to	generate	revenues	will	be	materially	impaired	which	would	adversely	affect	our	business,	prospects,	financial
condition	and	results	of	operations.	The	biotechnology	and	pharmaceutical	industries	are	intensely	competitive.	We	have
competitors	both	in	the	United	States	and	internationally,	including	major	multinational	pharmaceutical	companies,
biotechnology	companies,	universities	and	other	research	institutions.	Many	of	our	competitors	have	substantially	greater
financial,	technical	and	other	resources,	such	as	larger	research	and	development	staff	and	experienced	marketing	and
manufacturing	organizations	and	well-	established	sales	forces.	Competition	may	increase	further	as	a	result	of	advances	in	the
commercial	applicability	of	technologies	and	greater	availability	of	capital	for	investment	in	these	industries.	Our	competitors
may	succeed	in	developing,	acquiring	or	licensing	on	an	exclusive	basis,	drug	products	that	are	more	effective	or	less	costly	than
any	product	candidate	that	we	are	currently	developing	or	that	we	may	develop.	Competition	in	autoimmune	disease	and	cancer
drug	development	is	intense,	with	hundreds	of	compounds	in	clinical	trials	by	large	multinational	pharmaceutical	companies.	In
addition,	many	currently	marketed	drugs	are	undergoing	clinical	testing	in	new	indications	in	order	to	expand	their	use	to	new
patient	populations.	Other	companies,	including	many	large	international	companies,	are	developing	bispecific	antibody
technologies	and	checkpoint	inhibitors.	This	includes	products	in	preclinical	and	clinical	development.	Some	of	these	agents
have	received	marketing	approval,	and	companies	continue	to	conduct	clinical	trials	to	expand	their	currently	approved
indications.	Alternative	technologies,	such	as	standard	chemotherapy,	cellular	therapies	and	cancer	vaccines,	may	also	compete
with	our	products	for	patients	to	conduct	clinical	trials	and	future	potential	market	share.	Our	ability	to	compete	successfully



will	depend	largely	on	our	ability	to	leverage	our	experience	in	drug	discovery	and	development	to:	1.	discover	and	develop
products	that	are	superior	to	other	products	in	the	market;	2.	attract	qualified	scientific,	product	development	and	commercial
personnel;	3.	obtain	and	maintain	patent	and	/	or	other	proprietary	protection	for	our	products	and	technologies;	4.	obtain
required	regulatory	approvals;	and	5.	successfully	collaborate	with	pharmaceutical	companies	in	the	discovery,	development	and
commercialization	of	new	products.	Established	biopharmaceutical	companies	may	invest	heavily	to	accelerate	discovery	and
development	of	products	that	could	make	our	product	candidates	less	competitive.	In	addition,	any	new	product	that	competes
with	an	approved	product	must	demonstrate	compelling	advantages	in	efficacy,	convenience,	tolerability	and	safety	in	order	to
overcome	price	competition	and	to	be	commercially	successful.	Accordingly,	our	competitors	may	succeed	in	obtaining	patent
protection,	receiving	FDA	approval	or	discovering,	developing	and	commercializing	medicines	before	we	do,	which	would	have
a	material	adverse	impact	on	our	business.	We	will	not	be	able	to	successfully	commercialize	our	product	candidates	without
establishing	sales	and	marketing	capabilities	internally	or	through	collaborators.	Our	current	and	future	relationships	with
healthcare	professionals,	principal	investigators,	consultants,	customers	and	third-	party	payors	in	the	United	States	and
elsewhere	may	be	subject,	directly	or	indirectly,	to	applicable	anti-	kickback,	fraud	and	abuse,	false	claims,	physician	payment
transparency,	health	information	privacy	and	security	and	other	healthcare	laws	and	regulations,	which	could	expose	us	to
penalties.	Healthcare	providers,	physicians	and	third-	party	payors	in	the	United	States	and	elsewhere	will	play	a	primary	role	in
the	recommendation	and	prescription	of	any	product	candidates	for	which	we	obtain	marketing	approval.	Our	current	and	future
arrangements	with	healthcare	professionals,	principal	investigators,	consultants,	customers	and	third-	party	payors	may	require
us	to	comply	with	broadly	applicable	fraud	and	abuse	and	other	healthcare	laws,	including,	without	limitation,	the	federal	Anti-
Kickback	Statute	and	the	federal	civil	False	Claims	Act,	that	may	constrain	the	business	or	financial	arrangements	and
relationships	through	which	we	sell,	market	and	distribute	any	product	candidates	for	which	we	obtain	marketing	approval.	In
addition,	we	may	be	subject	to	physician	payment	transparency	laws	and	patient	privacy	and	security	regulation	by	the	federal
government	and	by	the	states	and	foreign	jurisdictions	in	which	we	conduct	our	business.	Efforts	to	ensure	that	our	future
business	arrangements	with	third	parties	will	comply	with	applicable	healthcare	laws	and	regulations	may	involve	substantial
costs.	It	is	possible	that	governmental	authorities	will	conclude	that	our	business	practices	may	not	comply	with	current	or	future
statutes,	regulations	or	case	law	involving	applicable	fraud	and	abuse	or	other	healthcare	laws.	If	our	operations	are	found	to	be
in	violation	of	any	of	these	laws	or	any	other	governmental	regulations	that	may	apply	to	us,	we	may	be	subject	to	significant
civil,	criminal	and	administrative	penalties,	including,	without	limitation,	damages,	fines,	imprisonment,	disgorgement,
exclusion	from	participation	in	government	healthcare	programs,	such	as	Medicare	and	Medicaid,	additional	reporting
requirements	and	/	or	oversight	if	we	become	subject	to	a	corporate	integrity	agreement	or	similar	agreement	to	resolve
allegations	of	non-	compliance	with	these	laws,	and	the	curtailment	or	restructuring	of	our	operations,	as	well	as	reputational
harm,	which	could	significantly	harm	our	business.	Among	policy	makers	and	payors	in	the	United	States	and	elsewhere,	there
is	significant	interest	in	promoting	changes	in	healthcare	systems	with	the	stated	goals	of	containing	healthcare	costs,	improving
quality	and	/	or	expanding	access.	In	the	United	States,	the	pharmaceutical	industry	has	been	a	particular	focus	of	these	efforts
and	has	been	significantly	affected	by	major	legislative	initiatives.	Healthcare	reform	measures,	if	approved,	may	result	in	more
rigorous	coverage	criteria	and	lower	reimbursement,	and	in	additional	downward	pressure	on	the	price	that	may	be	charged	for
any	of	our	product	candidates.	Even	if	we	are	able	to	commercialize	any	product	candidates,	our	product	candidates	may	be
subject	to	unfavorable	pricing	regulations,	third-	party	coverage	and	reimbursement	policies	or	healthcare	reform	initiatives.	Our
ability	to	commercialize	any	product	candidates	successfully	will	depend,	in	part,	on	the	extent	to	which	coverage	and	adequate
reimbursement	for	our	product	candidates	will	be	available	from	government	payor	programs	at	the	federal	and	state	levels,
including	Medicare	and	Medicaid,	private	health	insurers,	managed	care	plans	and	other	third-	party	payors.	If	coverage	and
adequate	reimbursement	are	not	available	or	reimbursement	is	available	only	to	limited	levels,	we	may	not	be	able	to
successfully	commercialize	any	product	candidates	for	which	marketing	approval	is	obtained.	The	regulations	that	govern
marketing	approvals,	pricing,	coverage	and	reimbursement	for	new	drugs	and	biological	products	vary	widely	from	country	to
country.	Current	and	future	legislation	may	significantly	change	the	approval	requirements	in	ways	that	could	involve	additional
costs	and	cause	delays	in	obtaining	approvals.	Some	countries	require	approval	of	the	sale	price	of	a	product	before	it	can	be
marketed.	In	many	countries,	the	pricing	review	period	begins	after	marketing	or	product	licensing	approval	is	granted.	In	some
foreign	markets,	prescription	pharmaceutical	pricing	remains	subject	to	continuing	governmental	control	even	after	initial
approval	is	granted.	As	a	result,	we	might	obtain	marketing	approval	for	a	product	in	a	particular	country,	but	then	be	subject	to
price	regulations	that	delay	commercial	launch	of	the	product,	possibly	for	lengthy	time	periods,	and	negatively	impact	the
revenues	able	to	be	generated	from	the	sale	of	the	product	in	that	country.	Adverse	pricing	limitations	may	hinder	our	ability	to
recoup	our	investment	in	one	or	more	product	candidates,	even	if	our	product	candidates	obtain	marketing	approval.	There	can
be	no	assurance	that	our	product	candidates,	if	they	are	approved	for	sale	in	the	United	States	or	in	other	countries,	will	be
considered	medically	reasonable	and	necessary	for	a	specific	indication,	that	they	will	be	considered	cost-	effective	by	third-
party	payors,	that	coverage	or	an	adequate	level	of	reimbursement	will	be	available,	or	that	third-	party	payors’	reimbursement
policies	will	not	adversely	affect	our	ability	to	sell	our	product	candidates	profitably	if	they	are	approved	for	sale.	Our	business
involves	the	controlled	use	of	hazardous	materials	and	as	such	we	are	subject	to	environmental	and	occupational	safety	laws.
Continued	compliance	with	these	laws	may	incur	substantial	costs	and	failure	to	maintain	compliance	could	result	in	liability	for
damages	that	may	exceed	our	resources.	Our	research,	manufacturing	and	development	processes,	and	those	of	our	third-	party
contractors	and	partners,	involve	the	controlled	use	of	hazardous	materials.	We	and	our	manufacturers	are	subject	to	federal,
state	and	local	laws	and	regulations	governing	the	use,	manufacture,	storage,	handling	and	disposal	of	such	materials	and	certain
waste	products.	Our	operations	involve	the	use	of	hazardous	and	flammable	materials,	including	chemicals	and	biological
materials.	Our	operations	also	produce	hazardous	waste	products.	The	risk	of	accidental	contamination	or	injury	from	these
materials	cannot	be	completely	eliminated.	In	the	event	of	such	an	accident,	we	could	be	held	liable	for	any	damages	that	result,



and	any	such	liability	could	exceed	our	resources.	We	are	not	insured	against	this	type	of	liability.	We	may	be	required	to	incur
significant	costs	to	comply	with	environmental	laws	and	regulations	in	the	future,	and	our	operations,	business	or	assets	may	be
materially	adversely	affected	by	current	or	future	environmental	laws	or	regulations	or	any	liability	thereunder.	We	may	become
subject	to	the	risk	of	product	liability	claims.	We	face	an	inherent	risk	of	product	liability	as	a	result	of	the	clinical	testing	of	our
product	candidates	and	will	face	an	even	greater	risk	if	we	or	our	partners	commercialize	any	products.	Human	therapeutic
products	involve	the	risk	of	product	liability	claims	and	associated	adverse	publicity.	Currently,	the	principal	risks	we	face
relate	to	patients	in	our	clinical	trials,	who	may	suffer	unintended	consequences.	Claims	might	be	made	by	patients,	healthcare
providers	or	pharmaceutical	companies	or	others.	For	example,	we	may	be	sued	if	any	product	we	develop	allegedly	causes
injury	or	is	found	to	be	otherwise	unsuitable	during	clinical	testing,	manufacturing,	marketing,	or	sale.	Any	such	product
liability	claims	may	include	allegations	of	defects	in	manufacturing,	defects	in	design,	a	failure	to	warn	of	dangers	inherent	in
the	product,	negligence,	strict	liability,	and	a	breach	of	warranties.	Claims	could	also	be	asserted	under	state	consumer
protection	acts.	If	we	cannot	successfully	defend	ourselves	against	product	liability	claims,	we	may	incur	substantial	liabilities
or	be	required	to	limit	commercialization	of	our	product	candidates,	if	approved.	Even	successful	defense	would	require
significant	financial	and	management	resources.	General	Risk	Factors	Our	intellectual	property	may	be	infringed	upon	by	a	third
party.	Third	parties	may	infringe	one	or	more	of	our	issued	patents	or	trademarks.	We	cannot	predict	if,	when	or	where	a	third
party	may	infringe	one	or	more	of	our	issued	patents	or	trademarks.	To	counter	infringement,	we	may	be	required	to	file
infringement	claims,	which	can	be	expensive	and	time	consuming.	There	is	no	assurance	that	we	would	be	successful	in	a	court
of	law	in	proving	that	a	third	party	is	infringing	one	or	more	of	our	issued	patents	or	trademarks.	Any	claims	we	assert	against
perceived	infringers	could	also	provoke	these	parties	to	assert	counterclaims	against	us,	alleging	that	we	infringe	their
intellectual	property.	In	addition,	in	a	patent	infringement	proceeding,	a	court	may	decide	that	a	patent	of	ours	is	invalid	or
unenforceable,	in	whole	or	in	part,	construe	the	patent’	s	claims	narrowly	and	/	or	refuse	to	stop	the	other	party	from	using	the
technology	at	issue	on	the	grounds	that	our	patents	do	not	cover	the	technology	in	question,	any	of	which	may	adversely	affect
our	business.	Even	if	we	are	successful	in	proving	in	a	court	of	law	that	a	third	party	is	infringing	one	or	more	of	our	issued
patents	or	trademarks	there	can	be	no	assurance	that	we	would	be	successful	in	halting	their	infringing	activities,	for	example,
through	a	permanent	injunction,	or	that	we	would	be	fully	or	even	partially	financially	compensated	for	any	harm	to	our
business.	We	may	be	forced	to	enter	into	a	license	or	other	agreement	with	the	infringing	third	party	at	terms	less	profitable	or
otherwise	commercially	acceptable	to	us	than	if	the	license	or	agreement	were	negotiated	under	conditions	between	those	of	a
willing	licensee	and	a	willing	licensor.	We	may	not	become	aware	of	a	third-	party	infringer	within	legal	timeframes	for
compensation	or	at	all,	thereby	possibly	losing	the	ability	to	be	compensated	for	any	harm	to	our	business.	Such	a	third	party
may	be	operating	in	a	foreign	country	where	the	infringer	is	difficult	to	locate	and	/	or	the	intellectual	property	laws	may	be
more	difficult	to	enforce.	Some	third-	party	infringers	may	be	able	to	sustain	the	costs	of	complex	infringement	litigation	more
effectively	than	we	can	because	they	have	substantially	greater	resources.	Any	inability	to	stop	third-	party	infringement	could
result	in	loss	in	market	share	of	some	of	our	products	or	even	lead	to	a	delay,	reduction	and	/	or	inhibition	of	the	development,
manufacture	or,	sale	of	certain	products	by	us.	There	is	no	assurance	that	a	product	produced	and	sold	by	a	third-	party	infringer
would	meet	our	or	other	regulatory	standards	or	would	be	safe	for	use.	Such	third-	party	infringer	products	could	irreparably
harm	the	reputation	of	our	products	thereby	resulting	in	substantial	loss	in	market	share	and	profits.	We	may	not	have	or	be	able
to	obtain	or	maintain	sufficient	and	affordable	insurance	coverage	to	cover	product	liability	claims,	and	without	sufficient
coverage	any	claim	brought	against	us	could	have	a	materially	adverse	effect	on	our	business,	financial	condition	or	results	of
operations.	We	run	clinical	trials	through	investigators	that	could	be	negligent	through	no	fault	of	our	own	and	which	could
affect	patients,	cause	potential	liability	claims	against	us	and	result	in	delayed	or	stopped	clinical	trials.	We	are	required	by
contractual	obligations	to	indemnify	collaborators,	partners,	third-	party	contractors,	clinical	investigators,	and	institutions.
These	indemnifications	could	result	in	a	material	impact	due	to	product	liability	claims	against	us	and	/	or	these	groups.	We
currently	carry	at	least	$	10.	0	million	in	product	liability	insurance,	which	we	believe	is	appropriate	for	our	current	clinical
trials.	Although	we	maintain	such	insurance,	any	claim	that	may	be	brought	against	us	could	result	in	a	court	judgment	or
settlement	in	an	amount	that	is	not	covered,	in	whole	or	in	part,	by	our	insurance	or	that	is	in	excess	of	the	limits	of	our	insurance
coverage.	Our	insurance	policies	also	have	various	exclusions,	and	we	may	be	subject	to	a	product	liability	claim	for	which	we
have	no	coverage.	We	will	have	to	pay	any	amounts	awarded	by	a	court	or	negotiated	in	a	settlement	that	exceed	our	coverage
limitations	or	that	are	not	covered	by	our	insurance,	and	we	may	not	have,	or	be	able	to	obtain,	sufficient	capital	to	pay	such
amounts.	We	may	also	need	to	expand	our	insurance	coverage	as	our	business	grows	or	if	any	of	our	product	candidates	is
commercialized.	We	may	not	be	able	to	maintain	or	increase	insurance	coverage	at	a	reasonable	cost	or	in	an	amount	adequate	to
satisfy	any	liability	that	may	arise.	We	may	be	subject	to	damages	resulting	from	claims	that	we	or	our	employees	have
wrongfully	used	or	disclosed	alleged	trade	secrets	of	our	employees’	former	employers.	Many	of	our	employees	were	previously
employed	at	universities	or	other	life	sciences	companies,	including	our	competitors	or	potential	competitors.	Although	no
claims	against	us	are	currently	pending,	we	or	our	employees	may	be	subject	to	claims	that	these	employees	or	we	have
inadvertently	or	otherwise	used	or	disclosed	trade	secrets	or	other	proprietary	information	of	their	former	employers.	Litigation
may	be	necessary	to	defend	against	these	claims.	If	we	fail	in	defending	such	claims,	in	addition	to	paying	monetary	damages,
we	may	lose	valuable	intellectual	property	rights.	A	loss	of	key	research	personnel	work	product	could	hamper	or	prevent	our
ability	to	commercialize	certain	potential	products,	which	could	severely	harm	our	business.	Even	if	we	are	successful	in
defending	against	these	claims,	litigation	could	result	in	substantial	costs	and	be	a	distraction	to	management.	Our	business
could	be	negatively	impacted	by	cybersecurity	threats	and	other	disruptions,	including	the	theft	of	our	intellectual	property,	and
could	compromise	our	information	and	expose	us	to	liability,	which	would	cause	our	business	and	reputation	to	suffer.	We	and
our	third-	party	vendors	and	suppliers	are	increasingly	dependent	on	information	technology	systems	and	infrastructure,
including	mobile	technologies,	to	operate	our	business.	In	the	ordinary	course	of	our	business,	we	use	our	data	centers	and	our



networks	to	store	and	access	confidential	and	proprietary	business	information.	The	information	includes,	among	other	things,
our	intellectual	property	and	proprietary	information,	the	confidential	information	of	our	collaborators	and	licensees	and	the
personally	--	personal	data	identifiable	information	of	our	employees,	and	the	individually	identified	health	information	of
patients	participating	in	our	clinical	trials.	It	is	important	to	our	operations	and	business	strategy	that	this	electronic	information
remains	secure	and	is	perceived	to	be	secure.	The	size	and	complexity	of	our	information	technology	systems,	and	those	of	our
partners	and	third-	party	vendors	with	whom	we	contract	together	with	the	volume	of	data	we	retain,	make	such	systems
potentially	vulnerable	to	breakdown,	malicious	intrusion,	security	breaches	and	other	cybersecurity	attacks.	Information	security
risks	have	significantly	increased	in	recent	years	in	part	due	to	the	proliferation	of	new	technologies	and	the	increased
sophistication	and	activities	of	organized	crime,	hackers,	terrorists	and	other	external	parties,	including	foreign	state	actors.	We
face	various	cybersecurity	threats,	including	cybersecurity	attacks	to	our	information	technology	infrastructure	and	attempts	by
others	to	gain	access	to	our	proprietary	or	sensitive	information.	Our	technology	systems	and	those	of	our	current	partners
and	third-	party	vendors	are	vulnerable	to	attack,	damage	and	interruption	from	computer	viruses	and	malware	(e.	g.
ransomware),	malicious	code,	cybersecurity	threats	(such	as	denial	or	degradation-	of-	service	attacks,	cyber-	attacks	or
cyber-	intrusions	over	the	Internet,	hacking,	phishing	and	other	social	engineering	attacks),	unauthorized	access	or	use,
natural	disasters,	terrorism,	war	and	telecommunication	and	electrical	failures,	employee	theft	or	misuse,	human	error,
fraud,	and	sophisticated	nation-	state	and	nation-	state-	supported	actors.	A	security	breach	or	privacy	violation	that	leads
to	disclosure	or	modification	of	or	prevents	access	to	personally	--	personal	data	identifiable	information	or	other	protected
information	could	harm	our	reputation,	compel	us	to	comply	with	federal	and	/	or	state	breach	notification	laws	and	foreign	law
equivalents,	subject	us	to	mandatory	corrective	action,	require	us	to	verify	the	correctness	of	database	contents	and	otherwise
subject	us	to	liability	under	laws	and	regulations	that	protect	personal	data,	resulting	in	increased	costs	or	loss	of	revenue.
Similarly,	the	loss	of	clinical	trial	data	from	completed	or	ongoing	or	planned	clinical	trials	could	result	in	delays	in	our
regulatory	approval	efforts	and	significantly	increase	our	costs	to	recover	or	reproduce	the	data.	Moreover,	a	security	breach	that
exposes	our	confidential	intellectual	property	could	compromise	our	patent	portfolio.	Additionally,	theft	of	our	intellectual
property	or	proprietary	business	information	could	require	substantial	expenditures	to	remedy.	If	we	are	unable	to	prevent	such
security	breaches	or	privacy	violations	or	implement	satisfactory	remedial	measures,	our	operations	could	be	disrupted,	and	we
may	suffer	loss	of	reputation,	financial	loss	and	other	regulatory	penalties	because	of	lost	or	misappropriated	information.	In
addition,	these	breaches	and	other	inappropriate	access	can	be	difficult	to	detect,	and	any	delay	in	identifying	them	may	lead	to
increased	harm	of	the	type	described	above.	Moreover,	the	prevalent	use	of	mobile	devices	that	access	confidential	information
increases	the	risk	of	data	security	breaches,	which	could	lead	to	the	loss	of	confidential	information,	trade	secrets	or	other
intellectual	property.	As	cyber	threats	continue	to	evolve,	we	may	be	required	to	expend	significant	additional	resources	to
continue	to	modify	or	enhance	our	protective	measures	or	to	investigate	and	remediate	any	information	security	vulnerabilities.
The	procedures	and	controls	we	use	to	monitor	these	threats	and	mitigate	our	exposure	may	not	be	sufficient	to	prevent
cybersecurity	incidents.	The	result	of	these	incidents	could	have	a	material	adverse	effect	on	our	business,	financial	condition
and	results	of	operations	including	disrupted	operations,	lost	opportunities,	misstated	financial	data,	liability	for	stolen	assets	or
information,	increased	costs	arising	from	the	implementation	of	additional	security	protective	measures,	litigation	and
reputational	damage.	Any	remedial	costs	or	other	liabilities	related	to	cybersecurity	incidents	may	not	be	fully	insured	or
indemnified	by	other	means.	The	increasing	use	of	social	media	platforms	presents	new	risks	and	challenges.	Social	media	is
increasingly	being	used	to	communicate	about	our	products,	technologies	and	programs,	and	the	diseases	our	product	or	product
candidates	are	designed	to	treat.	Social	media	practices	in	the	biopharmaceutical	industry	continue	to	evolve	and	regulations
relating	to	such	use	are	not	always	clear.	This	evolution	creates	uncertainty	and	risk	of	noncompliance	with	regulations
applicable	to	our	business.	For	example,	patients	may	use	social	media	channels	to	comment	on	the	effectiveness	of	a	product	or
to	report	an	alleged	adverse	event.	When	such	disclosures	occur,	there	is	a	risk	that	we	fail	to	monitor	and	comply	with
applicable	adverse	event	reporting	obligations	or	we	may	not	be	able	to	defend	ourselves	or	the	public'	s	legitimate	interests	in
the	face	of	the	political	and	market	pressures	generated	by	social	media	due	to	restrictions	on	what	we	may	say	about	our
product	or	product	candidates.	There	is	also	a	risk	of	inappropriate	disclosure	of	sensitive	information	or	negative	or	inaccurate
posts	or	comments	about	us	on	any	social	networking	website.	If	any	of	these	events	were	to	occur	or	we	otherwise	fail	to
comply	with	applicable	regulations,	we	could	incur	liability,	face	overly	restrictive	regulatory	actions	or	incur	other	harm	to	our
business.	Compliance	with	global	privacy	and	data	security	requirements	could	result	in	additional	costs	and	liabilities	to	us	or
inhibit	our	ability	to	collect	and	process	data	globally,	and	the	failure	to	comply	with	such	requirements	could	have	a	material
adverse	effect	on	our	business,	financial	condition	or	results	of	operations.	The	regulatory	framework	for	the	collection,	use,
safeguarding,	sharing,	transfer	and	other	processing	of	information	worldwide	is	rapidly	evolving	and	is	likely	to	remain
uncertain	for	the	foreseeable	future.	Globally,	virtually	every	jurisdiction	in	which	we	operate	has	established	its	own	data
security	and	privacy	frameworks	with	which	we	must	comply.	Depending	on	our	activities	and	operations	we	may	be
subject	to	privacy	laws	in	other	jurisdictions.	For	example,	the	collection,	use,	disclosure,	transfer,	or	other	processing	of
personal	data	regarding	individuals	in	the	European	Union	(the	EU	’	s	)	including	personal	health	data,	is	subject	to	the
EU	General	Data	Protection	Regulation	(GDPR)	,	which	took	effect	across	all	member	states	of	the	European	Economic
Area	(EEA)	in	May	2018.	The	GDPR	is	wide-	ranging	in	scope	and	imposes	strict	obligations	numerous	requirements	on
the	companies	that	processing	---	process	of	personal	data,	including	requirements	personal	health	data,	and	the	free
movement	of	such	data.	The	GDPR	applies	to	any	company	established	in	the	EU	as	well	as	any	company	outside	the	EU	that
processes	personal	data	in	connection	with	the	offering	of	goods	or	services	to	individuals	in	the	EU	or	the	monitoring	of	their
behavior.	As	such,	the	GDPR	will	apply	to	us	in	connection	with	any	clinical	trials	we	conduct	in	the	EU.	The	GDPR	enhances
data	protection	obligations	for	processors	and	controllers	of	personal	data,	including,	for	example,	obligations	relating	to	:
processing	health	and	other	sensitive	data	;	,	obtaining	consent	of	the	individuals	;	to	whom	the	personal	data	relates,



providing	notice	information	to	individuals	regarding	data	processing	activities	;	responding	,	implementing	safeguards	to
protect	the	security	and	confidentiality	of	personal	data	subject	requests;	,	providing	notification	of	data	breaches,	and
taking	certain	measures	when	engaging	third-	party	processors	.	In	addition,	;	notifying	data	subjects	and	regulators	of	data
breaches;	implementing	safeguards	to	protect	the	security	and	confidentiality	GDPR	imposes	strict	rules	on	the	transfer	of
personal	data	;	to	countries	outside	the	EU,	which	includes	the	United	States	and	,	as	a	result,	increases	the	scrutiny	that
clinical	trial	sites	located	in	the	EEA	should	apply	to	transferring	transfers	of	personal	data	from	such	sites	to	countries
outside	the	EU	that	are	considered	to	lack	an	adequate	level	of	data	protection	,	including	such	as	the	United	States	U.	S	.
The	GDPR	also	permits	data	protection	authorities	to	require	destruction	of	improperly	gathered	or	used	personal	data
and	/	or	imposes	-	impose	substantial	fines	for	breaches	violations	of	the	GDPR	data	protection	requirements	,	which	can	be	up
to	four	percent	4	%	of	global	revenue	revenues	or	€	20	million	euros	,	whichever	is	greater,	and	it	also	confers	a	private	right	of
action	on	data	subjects	and	consumer	associations	to	lodge	complaints	with	supervisory	authorities,	seek	judicial
remedies,	and	obtain	compensation	for	breaches	damages	resulting	from	violations	of	the	GDPR.	In	addition,	the	GDPR
provides	that	EU	member	states	may	make	their	own	additional	laws	and	regulations	limiting	the	processing	of	personal
data,	including	genetic,	biometric	or	health	data.	The	European	Data	Protection	Board	continues	to	release	guidelines
for	industries	and	impose	fines	related	to	the	GDPR,	some	of	which	have	been	very	significant.	To	improve	coordination
among	EU	supervisory	authorities,	the	European	Commission	has	proposed	a	new	regulation	that	would	help	to
streamline	enforcement	of	the	GDPR	in	cross-	border	cases.	Meanwhile,	there	continues	to	be	persistent	uncertainty
relating	to	the	transfer	of	personal	data	from	Europe	to	the	U.	S.,	or	other	non-	adequate	countries,	following	the
Schrems	II	decision.	On	July	10,	2023,	the	European	Commission	adopted	its	adequacy	decision	on	the	EU-	U.	S.	Data
Privacy	Framework	(DPF).	The	decision,	which	took	effect	on	the	day	of	its	adoption,	concludes	that	the	United	States
ensures	an	adequate	level	of	protection	for	personal	data	transferred	from	the	EEA	to	companies	certified	to	DPF.
However,	it	remains	too	soon	to	tell	how	the	future	of	DPF	will	evolve	and	what	impact	it	will	have	on	our	international
activities.	At	least	one	challenge	to	the	DPF	is	pending	before	the	Court	of	Justice	of	the	European	Union.	Further,
Brexit	has	led	and	could	also	lead	to	legislative	and	regulatory	changes	that	may	increase	our	compliance	costs.	As	of
January	1,	2021	and	the	expiry	of	transitional	arrangements	agreed	to	between	the	UK	and	the	EU,	data	processing	in
the	UK	is	governed	by	a	UK	version	of	the	GDPR	(combining	the	GDPR	and	the	Data	Protection	Act	2018),	exposing	us
to	two	parallel	regimes,	each	of	which	authorizes	similar	fines	and	other	potentially	divergent	enforcement	actions	for
certain	violations.	On	June	28,	2021,	the	European	Commission	adopted	an	Adequacy	Decision	for	the	UK,	allowing	for
the	relatively	free	exchange	of	personal	data	between	the	EU	and	the	UK	(as	the	UK	correspondingly	allows	transfers
back	to	the	EU).	However,	the	European	Commission	may	suspend	the	Adequacy	Decision	if	it	considers	that	the	UK	no
longer	provides	for	an	adequate	level	of	data	protection	.	A	bill	to	amend	the	existing	UK	framework	has	been
reintroduced	(in	a	different	form)	by	the	new	UK	Government	and	was	announced	as	a	bill	which	will	be	introduced
into	Parliament	at	the	King’	s	Speech	on	July	17,	2024.	At	this	time,	there	is	no	specific	clarity	on	the	provisions	of	the
bill,	or	the	extent	to	which	it	will	amend	the	UK	framework,	beyond	general	descriptions	on	its	intended	purpose.
Similar	actions	are	either	in	place	or	under	way	in	the	United	States.	There	are	a	broad	variety	of	data	protection	and
breach	notification	laws	that	are	applicable	to	our	activities,	and	a	wide	range	of	enforcement	agencies	at	both	the	state
and	federal	levels	that	can	review	companies	for	privacy	and	data	security	concerns	based	on	general	consumer
protection	laws.	Each	of	these	laws	is	subject	to	varying	interpretations	and	the	legislative	landscape	is	constantly
evolving	and	the	Federal	Trade	Commission	(FTC)	and	state	Attorneys	General	all	are	aggressive	in	reviewing	privacy
and	data	security	protections	for	consumers.	At	the	federal	level,	for	example,	the	Health	Insurance	Portability	and
Accountability	Act	of	1996	(HIPAA),	which	establishes	privacy	and	security	standards	that	limit	the	use	and	disclosure
of	individually	identifiable	health	information,	or	protected	health	information,	and	require	the	implementation	of
administrative,	physical	and	technological	safeguards	to	protect	the	privacy	of	protected	health	information	and	ensure
the	confidentiality,	integrity	and	availability	of	electronic	protected	health	information.	We	may	obtain	health
information	from	third	parties	(including	research	institutions	from	which	we	obtain	clinical	trial	data)	that	are	subject
to	privacy	and	security	requirements	under	HIPAA	.	Transfers	Depending	on	the	facts	and	circumstances,	we	could	be
subject	to	civil,	criminal,	and	administrative	penalties	if	we	knowingly	obtain,	use,	or	disclose	individually	identifiable
health	information	maintained	by	a	HIPAA-	covered	entity	in	a	manner	that	is	not	authorized	or	permitted	by	HIPAA.
Requirements	for	compliance	under	HIPAA	are	also	subject	to	change,	as	the	U.	S.	Department	of	Health	and	Human
Services	Office	of	Civil	Rights	issued	a	proposed	rule	that	would	amend	certain	security	compliance	requirements	for
covered	entities	and	business	associates.	Even	when	HIPAA	does	not	apply,	according	to	the	FTC,	failing	to	take
appropriate	steps	to	keep	consumers’	personal	data	secure	constitutes	unfair	acts	or	practices	in	or	affecting	commerce	in
violation	of	Section	5	(a)	of	the	Federal	Trade	Commission	Act.	The	FTC	expects	a	company’	s	data	security	measures	to
be	reasonable	and	appropriate	in	light	of	the	sensitivity	and	volume	of	consumer	information	out	it	holds,	the	size	and
complexity	of	its	business,	and	the	cost	of	available	tools	to	improve	security	and	reduce	vulnerabilities.	Individually
identifiable	health	information	is	considered	sensitive	data	that	merits	stronger	safeguards.	In	2024,	the	FTC	finalized
updates	to	the	Health	Breach	Notification	Rule	that,	among	the	other	European	Union	face	a	constantly	shifting	set	of
things,	clarified	its	applicability	to	health	apps	and	other	similar	technologies	and	expanded	the	information	the	breach
notification	requirements	for	entities	subject	,	as	courts	in	Europe	have	invalidated	intergovernmental	agreements	and
European	regulators	have	required	changes	to	the	rule	standard	contracting	terms,	which	may	add	additional	complexity
themselves	do	not	fit	all	situations.	As	a	result,	significant	uncertainty	exists	with	respect	to	GDPR	compliance	and	the	attendant
obligations	going	forward	as	the	regulatory	environment	is	rapidly	developing	.	Additionally	In	addition	,	from	January	1,	2021,
companies	new	laws	also	are	being	considered	at	both	the	state	and	federal	levels	and	several	states	have	passed



comprehensive	had	to	comply	with	both	the	GDPR	and	the	GDPR	as	incorporated	into	United	Kingdom	national	law,	the	latter
regime	having	the	ability	to	separately	fine	up	to	the	greater	of	£	17.	5	million	or	4	%	of	global	turnover.	The	EC	has	adopted	an
adequacy	decision	in	favor	of	the	United	Kingdom,	enabling	data	transfers	from	EU	member	states	to	the	United	Kingdom
without	additional	safeguards.	However,	the	UK	adequacy	decision	will	automatically	expire	in	June	2025	unless	the	EC	re-
assesses	and	renews	/	extends	that	decision.	Outside	Europe,	significant	data	privacy	regulatory	regimes	exist	in	major	markets
including	Brazil,	India,	China,	and	elsewhere.	The	ever-	shifting	landscape	of	global	data	privacy	regulation	requires	significant
investment	and	attention	to	avoid	significant	noncompliance	liabilities.	The	GDPR	and	other	changes	in	laws	.	or	For	example
regulations	associated	with	the	enhanced	protection	of	certain	types	of	sensitive	data,	such	as	healthcare	data	or	other	personal
information	from	our	clinical	trials,	could	require	us	to	change	our	business	practices	or	lead	to	government	enforcement	actions,
private	litigation	or	significant	penalties	against	us	and	could	have	a	material	adverse	effect	on	our	business,	financial	condition
or	results	of	operations.	Additionally	,	the	California	Consumer	Privacy	Act	(CCPA),	which	took	went	into	effect	in	on	January
1,	2020,	and	as	was	later	amended	and	expanded,	is	creating	similar	risks	and	obligations	as	those	created	by	new
individual	privacy	rights	for	consumers	(as	that	word	is	broadly	defined	in	the	GDPR,	though	the	CCPA	does	exempt	certain
clinical	trial	law)	and	places	increased	privacy	and	security	obligations	on	entities	handling	personal	data	of	consumers	or
households	and	requires	covered	companies	to	provide	new	disclosures	to	California	consumers,	and	provides	such	consumers
new	ways	to	opt-	out	of	certain	sales	of	personal	information	.	The	CCPA	may	provides	for	civil	penalties	for	violations,	as	well
as	a	private	right	of	action	for	data	breaches	that	is	expected	to	increase	our	compliance	costs	data	breach	litigation.	Further,
the	California	Privacy	Rights	Act	(CPRA)	revised	and	expanded	potential	liability,	and	we	cannot	yet	predict	the	impact	of
the	CCPA	,	adding	additional	data	protection	obligations	on	covered	our	businesses	--	business	,	including	additional	consumer
rights	processes,	limitations	on	data	uses,	new	audit	requirements	for	higher	risk	data,	and	opt	outs	for	certain	uses	of	sensitive
data	.	It	also	created	a	new	California	data	protection	agency	authorized	to	issue	substantive	regulations	and	could	result	in
increased	privacy	and	information	security	enforcement.	The	CPRA	is	in	full	effect	as	of	January	1,	2023,	and	similar	Similar
laws	passed	in	various	other	states	such	as	Virginia,	Colorado,	Connecticut,	New	Jersey	and	Utah	took	effect	in	2023.
Additionally,	Delaware,	Indiana,	Iowa,	Montana,	Oregon,	Tennessee	and	Texas	have	adopted	,	with	effective	dates	through
2026.	Some	state	laws	also	minimize	what	data	can	be	collected	from	consumers	and	how	businesses	may	use	and	disclose
it.	These	state	privacy	laws	,	which	also	require	businesses	to	take	make	effect	from	July	1	disclosures	to	consumers	about
data	collection	,	2024	through	2026	use	and	sharing	practices	.	Further	In	addition	,	some	of	these	laws	(including	the
CCPA),	along	with	other	standalone	health	privacy	laws,	subject	health-	related	information	to	additional	safeguards
and	disclosures	and	some	specifically	regulate	consumer	health	data,	such	as	the	Washington	’	s	My	Health	My	Data	Act,
taking	which	became	effect	effective	July	1,	in	2023	and	2024,	Nevada’	s	imposes	similar	requirements	specific	to	consumer
Consumer	Health	Data	Privacy	Law,	which	became	effective	in	2024,	and	Connecticut’	s	amendments	to	its	privacy	law
to	address	health	data	,	which	became	effective	in	2023	.	As	Additionally,	a	broad	range	of	legislative	measures	also	have
been	introduced	at	the	federal	level.	Accordingly,	failure	to	comply	with	federal	and	state	laws	(both	those	currently	in
effect	and	future	legislation)	regarding	privacy	and	security	of	personal	data	could	expose	us	to	fines	and	penalties	under
such	laws.	There	also	is	the	threat	of	consumer	class	actions	related	to	these	laws	and	the	overall	protection	of	personal
data.	Our	employees	and	personnel	use	generative	artificial	intelligence,	or	AI,	technologies	to	perform	their	work,	and
the	disclosure	and	use	of	personal	data	in	generative	AI	technologies	is	subject	to	various	privacy	laws	and	other	privacy
obligations.	Governments	have	passed	and	are	likely	to	pass	additional	laws	regulating	generative	AI.	Our	use	of	this
technology	could	result	,	in	additional	compliance	investment	costs,	regulatory	investigations	and	potential	actions,	and
lawsuits.	If	we	are	unable	to	use	generative	AI,	it	could	make	our	business	process	less	efficient	and	result	in	competitive
disadvantages.	Given	the	breadth	and	depth	of	changes	in	may	be	required.	In	the	event	that	we	are	subject	to	or	affected	by
HIPAA,	the	CCPA,	the	CPRA	or	other	domestic	privacy	and	data	protection	obligations,	preparing	for	and	complying	with
these	requirements	is	rigorous	and	time	intensive	and	requires	significant	resources	and	a	review	of	our	technologies,
systems	and	practices,	as	well	as	those	of	any	third-	party	collaborators,	service	providers,	CROs,	contractors	or
consultants	that	process	or	transfer	personal	data	collected	in	the	EU.	The	GDPR	and	other	changes	in	laws	or
regulations	associated	with	the	enhanced	protection	of	certain	types	of	sensitive	data	,	any	liability	such	as	healthcare
data	or	other	personal	data	from	our	clinical	trials,	and	access	to	certain	data	such	as	the	European	Health	Data	Space
Regulation,	could	require	us	to	change	our	business	practices	and	put	in	place	additional	compliance	mechanisms,	may
interrupt	or	delay	our	development,	regulatory	and	commercialization	activities	and	increase	our	cost	of	doing	business,
and	could	lead	to	government	enforcement	actions,	private	litigation	and	significant	fines	and	penalties	against	us	and
could	have	a	material	adverse	effect	on	our	business,	financial	condition	or	results	of	operations.	Similarly,	failure	to
comply	with	the	requirements	federal	and	state	laws	regarding	privacy	and	security	of	personal	data	could	expose	us	to
fines	and	penalties	under	such	laws.	Even	if	we	are	not	determined	to	have	violated	these	laws	,	government
investigations	into	these	issues	typically	require	the	expenditure	of	significant	resources	and	generate	negative	publicity,
which	could	harm	adversely	affect	our	reputation	financial	condition.	Additional	legislation	proposed	at	the	federal	level	and
our	business	in	other	states,	along	with	increased	regulatory	action,	reflect	a	trend	toward	more	stringent	privacy	legislation	in
the	United	States	.	We	may	be	vulnerable	to	disruption,	damage	and	financial	obligation	as	a	result	of	system	failures.	Despite
the	implementation	of	security	measures,	any	of	the	internal	computer	systems	belonging	to	us,	our	collaborators	or	our	third-
party	service	providers	are	vulnerable	to	damage	from	computer	viruses,	unauthorized	access,	natural	disasters,	terrorism,	war
and	telecommunication	and	electrical	failure.	Any	system	failure,	accident	or	security	breach	that	causes	interruptions	in	our
own,	in	collaborators’	or	in	third-	party	service	vendors’	operations	could	result	in	a	material	disruption	of	our	drug	discovery
and	development	programs.	For	example,	the	loss	of	clinical	trial	data	from	completed	or	future	clinical	trials	could	result	in
delays	in	our	or	our	partners’	regulatory	approval	efforts	and	significantly	increase	our	costs	in	order	to	recover	or	reproduce	the



lost	data.	To	the	extent	that	any	disruption	or	security	breach	results	in	a	loss	or	damage	to	our	data	or	applications,	or
inappropriate	disclosure	of	confidential	or	proprietary	information,	we	may	incur	liability	as	a	result,	our	drug	discovery
programs	and	competitive	position	may	be	adversely	affected	and	the	further	development	of	our	product	candidates	may	be
delayed.	Furthermore,	we	may	incur	additional	costs	to	remedy	the	damages	caused	by	these	disruptions	or	security	breaches.
Our	employees	may	engage	in	misconduct	or	other	improper	activities,	including	noncompliance	with	regulatory	standards	and
requirements	and	insider	trading.	We	are	exposed	to	the	risk	of	employee	fraud	or	other	misconduct.	Misconduct	by	employees
could	include	intentional	failures	to	comply	with	FDA	regulations,	to	provide	accurate	information	to	the	FDA,	to	comply	with
manufacturing	standards	we	have	established,	to	comply	with	federal	and	state	healthcare	fraud	and	abuse	laws	and	regulations,
or	to	report	financial	information	or	data	accurately	or	disclose	unauthorized	activities	to	us.	In	particular,	sales,	marketing	and
business	arrangements	in	the	healthcare	industry	are	subject	to	extensive	laws	and	regulations	intended	to	prevent	fraud,
misconduct,	kickbacks,	self-	dealing	and	other	abusive	practices.	These	laws	and	regulations	may	restrict	or	prohibit	a	wide
range	of	pricing,	discounting,	marketing	and	promotion,	sales	commission,	customer	incentive	programs	and	other	business
arrangements.	Employee	misconduct	could	also	involve	the	improper	use	of	information	obtained	in	the	course	of	clinical	trials,
which	could	result	in	regulatory	sanctions	and	serious	harm	to	our	reputation.	We	have	adopted	a	Code	of	Business	Conduct	and
Ethics,	but	it	is	not	always	possible	to	identify	and	deter	employee	misconduct,	and	the	precautions	we	take	to	detect	and
prevent	this	activity	may	not	be	effective	in	controlling	unknown	or	unmanaged	risks	or	losses	or	in	protecting	us	from
governmental	investigations	or	other	actions	or	lawsuits	stemming	from	a	failure	to	be	in	compliance	with	such	laws	or
regulations.	If	any	such	actions	are	instituted	against	us,	and	we	are	not	successful	in	defending	ourselves	or	asserting	our	rights,
those	actions	could	have	a	significant	impact	on	our	business,	including	the	imposition	of	significant	civil,	criminal,	and
administrative	sanctions,	and	our	reputation.	In	addition,	during	the	course	of	our	operations	our	directors,	executives,	and
employees	may	have	access	to	material,	nonpublic	information	regarding	our	business,	our	results	of	operations,	or	potential
transactions	we	are	considering.	We	may	not	be	able	to	prevent	a	director,	executive,	or	employee	from	trading	in	our	common
stock	on	the	basis	of,	or	while	having	access	to,	material,	nonpublic	information.	If	a	director,	executive,	or	employee	was	to	be
investigated	or	an	action	was	to	be	brought	against	a	director,	executive,	or	employee	for	insider	trading,	it	could	have	a	negative
impact	on	our	reputation	and	our	stock	price.	Such	a	claim,	with	or	without	merit,	could	also	result	in	substantial	expenditures	of
time	and	money,	and	divert	attention	of	our	management	team	from	other	tasks	important	to	the	success	of	our	business.


