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Any	one	or	more	of	these	risks,	if	realized,	could	reduce	or	eliminate	future	revenue	from	product	candidates	under	our
collaborations,	and	could	have	a	material	adverse	effect	on	our	business,	financial	condition,	results	of	operations	and	/	or
growth	prospects.	We	contract	with	a	limited	number	of	third	parties	for	the	manufacture	of	our	product	candidates	for
preclinical	development	and	clinical	testing	and	expect	to	continue	to	do	so	for	clinical	testing	and	commercialization.	This
reliance	on	third	parties	increases	the	risk	that	we	will	not	have	sufficient	quantities	of	our	product	candidates	or	products	or
such	quantities	at	an	acceptable	cost,	which	could	delay,	prevent	or	impair	our	development	or	commercialization	efforts.	We	do
not	currently	own	or	operate,	nor	do	we	have	any	plans	to	establish	in	the	future,	any	manufacturing	facilities.	We	rely,	and
expect	to	continue	to	rely,	on	third	parties	for	the	manufacture	of	our	product	candidates	for	preclinical	development	and	clinical
testing,	as	well	as	for	the	commercial	manufacture	of	our	products	if	any	of	our	product	candidates	receive	regulatory	approval.
In	some	cases,	we	rely	on	one	party	or	two	parties	to	manufacture	our	preclinical	and	clinical	products	and	we	exercise	limited
direct	control	over	these	manufacturers	(and	it	would	be	time	consuming	and	expensive	to	move	production	to	any	new
manufacturers,	if	we	were	able	to	do	so	at	all).	This	reliance	on	third	parties	increases	the	risk	that	we	will	not	have	sufficient
quantities	of	our	product	candidates	or	products,	if	approved,	or	such	quantities	at	an	acceptable	cost	or	quality,	which	could
delay,	prevent	or	impair	our	development	or	commercialization	efforts.	The	facilities	used	by	our	contract	manufacturers	to
manufacture	our	product	candidates	must	be	inspected	by	the	FDA	pursuant	to	pre-	approval	inspections	that	will	be	conducted
after	we	submit	our	NDA	applications	to	the	FDA.	We	do	not	control	the	manufacturing	process	of,	and	will	be	completely
dependent	on,	our	contract	manufacturers	for	compliance	with	cGMP	in	connection	with	the	manufacture	of	our	product
candidates.	If	our	contract	manufacturers	cannot	successfully	manufacture	material	that	conforms	to	our	specifications	and	the
strict	regulatory	requirements	of	the	FDA	or	other	regulatory	agencies,	they	will	not	be	able	to	pass	regulatory	inspections	and	/
or	maintain	regulatory	compliance	for	their	manufacturing	facilities.	In	addition,	we	have	no	control	over	the	ability	of	our
contract	manufacturers	to	maintain	adequate	quality	control,	quality	assurance	and	qualified	personnel.	If	the	FDA	or	a
comparable	foreign	regulatory	agency	finds	deficiencies	with	or	does	not	approve	these	facilities	for	the	manufacture	of	our
product	candidates	or	if	it	finds	deficiencies	or	withdraws	any	such	approval	in	the	future,	we	may	need	to	find	alternative
manufacturing	facilities,	which	would	significantly	impact	our	ability	to	develop,	obtain	regulatory	approval	for	or	market	our
product	candidates,	if	approved.	If	any	CDMO	with	whom	we	contract	fails	to	perform	its	obligations,	we	may	be	forced	to
enter	into	an	agreement	with	a	different	CDMO,	which	we	may	not	be	able	to	do	on	reasonable	terms,	or	at	all,	and	such	new
agreement	may	result	in	significantly	greater	costs	to	us.	In	such	scenario,	our	supply	of	study	drug	for	clinical	trials	could	be
disrupted	or	delayed	significantly	as	we	establish	alternative	supply	sources.	In	some	cases,	the	technical	skills	or	processes
required	to	manufacture	our	products	or	product	candidates	may	be	unique	or	proprietary	to	the	original	CDMO	and	we	may
have	difficulty,	or	there	may	be	contractual	restrictions	prohibiting	us	from,	transferring	such	skills	or	processes	to	a	back-	up	or
alternate	supplier,	or	we	may	be	unable	to	transfer	such	skills	or	processes	at	all.	In	addition,	if	we	are	required	to	change
CDMOs	for	any	reason,	we	will	be	required	to	verify	that	the	new	CDMO	maintains	facilities	and	procedures	that	comply	with
quality	standards	and	with	all	applicable	regulations.	We	will	also	need	to	verify,	such	as	through	a	manufacturing	comparability
study,	that	any	new	manufacturing	process	will	produce	our	product	candidate	according	to	the	specifications	previously
submitted	to	the	FDA	or	another	regulatory	agency.	The	delays	associated	with	the	verification	of	a	new	CDMO	could
negatively	affect	our	ability	to	develop	product	candidates	or	commercialize	our	products	in	a	timely	manner	or	within	budget.
Furthermore,	a	CDMO	may	possess	technology	related	to	the	manufacture	of	our	product	candidate	that	such	CDMO	owns
independently.	This	would	increase	our	reliance	on	such	CDMO	or	require	us	to	obtain	a	license	from	such	CDMO	in	order	to
have	another	CDMO	manufacture	our	product	candidates.	In	addition,	changes	in	manufacturers	often	involve	changes	in
manufacturing	procedures	and	processes,	which	could	require	that	we	conduct	bridging	studies	between	our	prior	clinical	supply
used	in	our	clinical	trials	and	that	of	any	new	manufacturer.	We	may	be	unsuccessful	in	demonstrating	the	comparability	of
clinical	supplies	which	could	require	the	conduct	of	additional	clinical	trials.	Further,	our	failure,	or	the	failure	of	our	third-
party	manufacturers	to	comply	with	applicable	regulations	could	result	in	sanctions	being	imposed	on	us,	including	clinical
holds,	fines,	injunctions,	civil	penalties,	delays,	suspension	or	withdrawal	of	approvals,	license	revocation,	seizures	or	recalls	of
product	candidates	or	products,	if	approved,	operating	restrictions	and	criminal	prosecutions,	any	of	which	could	significantly
and	adversely	affect	our	business	and	supplies	of	our	product	candidates.	Our	product	candidates	and	any	products	that	we	may
develop	may	compete	with	other	product	candidates	and	approved	products	for	access	to	manufacturing	facilities.	There	are	a
limited	number	of	manufacturers	that	operate	under	cGMP	regulations	and	that	might	be	capable	of	manufacturing	for	us.	The
third	parties	upon	whom	we	rely	for	the	supply	of	the	active	pharmaceutical	ingredients	and	drug	product	to	be	used	in	our
product	candidates	are	our	sole	sources	of	supply,	and	the	loss	of	any	of	these	suppliers	could	significantly	harm	our	business.
The	active	pharmaceutical	ingredients,	or	API	,	we	use	and	that	we	may	continue	to	use	in	all	of	our	product	candidates	are	is
supplied	to	us	from	one	supplier.	The	drug	product	used	in	our	product	candidates	is	supplied	by	two	manufacturers	(and	the
manufacturer	that	produces	the	API	is	also	one	of	the	two	suppliers	of	our	the	drug	product	used	in	our	current	clinical	trials).
Our	ability	to	successfully	develop	our	product	candidates,	and	to	ultimately	supply	our	commercial	products	in	quantities	(if
approved	by	regulatory	authorities)	sufficient	to	meet	the	market	demand	(and	to	meet	requirements	in	connection	with	our
ongoing	and	planned	clinical	trials),	depends	in	part	on	our	ability	to	obtain	the	API	and	drug	product	for	these	products	in
accordance	with	regulatory	requirements	and	in	sufficient	quantities	for	clinical	testing	and	commercialization	,	when



applicable	.	We	are	also	unable	to	predict	how	changing	global	economic	conditions	or	global	health	concerns,	as	well	as
potential	supply	chain	disruptions	or	cost	increases	related	thereto,	will	affect	our	third-	party	suppliers	and	manufacturers.	The
risk	risks	related	to	global	economic	and	political	changes	and	supply	chain	disruption	could	have	a	material	impact	since	one
of	our	two	CDMOs	is	located	in	China.	Further,	this	CDMO,	which	is	our	sole	supplier	of	API	for	the	drugs	used	in	our	clinical
trials,	is	affiliated	with	WuXi	AppTec,	and	WuXi	AppTec	has	been	the	subject	of	a	recent	proposed	Congressional	legislation
that,	if	approved	enacted	or	if	the	subject	of	similar	executive	or	administrative	action,	could	restrict	WuXi'	s	business	in	the
United	States	or	the	ability	of	businesses	in	the	United	States	to	conduct	business	with	WuXi	(	on	national	security	grounds	)	.
We	have	started	the	process	to	locate	an	alternate	producer	of	API,	but	there	is	no	guarantee	that	we	can	identify	and	engage	an
alternate	producer	or	manufacturer	in	time	so	as	not	to	disrupt	our	clinical	trials,	on	terms	that	are	acceptable	to	us	(including
financial	terms),	or	at	all.	Any	negative	impact	of	the	ability	of	our	CDMOs	to	deliver	API	drug	substance	and	/	or	drug	product
,	due	to	political	actions,	supply	chain	disruption	disruptions	or	otherwise,	may	have	an	a	material	adverse	impact	on	our
results	of	operations	or	financial	condition.	For	all	of	our	product	candidates,	we	intend	to	identify	and	qualify	additional
manufacturers	to	provide	such	API	and	drug	product	prior	to	submission	of	an	NDA	to	the	FDA	and	/	or	an	MAA	to	the	EMA.
We	are	not	certain,	however,	that	our	single-	source	suppliers	or	limited	number	of	suppliers	will	be	able	to	meet	our	demand	for
products,	either	because	of	the	nature	of	our	agreements	with	those	suppliers,	our	limited	experience	with	those	suppliers	or	our
relative	importance	as	a	customer	to	those	suppliers.	It	may	be	difficult	for	us	to	assess	their	ability	to	timely	meet	our	demand
in	the	future	based	on	past	performance.	While	our	suppliers	have	generally	met	our	demand	for	products	on	a	timely	basis	in
the	past,	they	may	subordinate	our	needs	in	the	future	to	their	other	customers	or	may	experience	operating	disruptions.
Establishing	additional	or	replacement	suppliers	for	the	API	and	drug	product	used	in	our	product	candidates	and	clinical	trials,
if	required,	may	not	be	accomplished	quickly	(or	at	all).	If	we	are	able	to	find	a	replacement	supplier,	such	replacement	supplier
would	need	to	be	qualified	and	may	require	additional	regulatory	inspection	or	approval,	which	could	result	in	further	delay.
While	we	seek	to	maintain	adequate	inventory	of	the	API	and	drug	product	used	in	our	product	candidates	and	clinical	trials,	any
interruption	or	delay	in	the	supply	of	components	or	materials,	or	our	inability	to	obtain	such	API	and	drug	product	from
alternate	sources	at	acceptable	prices	in	a	timely	manner	could	impede,	delay,	limit	or	prevent	our	development	efforts,	which
could	harm	our	business,	results	of	operations,	financial	condition	and	prospects.	Risks	Related	to	Our	Intellectual	Property	If
we	cannot	obtain	new	patents,	maintain	our	existing	patents	and	protect	the	confidentiality	and	proprietary	nature	of	our	trade
secrets	and	other	intellectual	property,	our	business	and	competitive	position	may	be	harmed.	Our	success	depends	in	part	on	our
ability	to	obtain	and	maintain	patent	and	regulatory	protections	for	our	products	candidates,	to	preserve	our	trade	secrets	and
other	proprietary	rights	and	to	prevent	third	parties	from	infringing	on	our	rights	and	our	proprietary	technology.	We	have
procured	patent	rights,	through	both	ownership	and	license,	that	cover	our	product	candidates,	and	expect	to	apply	for	additional
patent	protections	in	the	future.	However,	our	patent	applications	may	not	result	in	the	issuance	of	patents	in	the	U.	S.	or	other
countries.	In	addition,	a	patent	may	be	issued	in	one	country,	but	a	counterpart	patent	may	not	be	issued	in	another	country,
which	is	not	uncommon	in	the	biopharmaceutical	industry.	Periodic	maintenance	fees	on	any	issued	patent	that	are	due	to	be
paid	to	the	United	States	Patent	and	Trademark	Office,	or	USPTO	,	and	foreign	countries	may	require	the	payment	of
maintenance	fees	or	patent	annuities	during	the	lifetime	of	a	patent	application	and	/	or	any	subsequent	patent	that	issues	from
the	application.	The	USPTO	and	various	foreign	governmental	patent	agencies	require	compliance	with	a	number	of	procedural,
documentary,	fee	payment	and	other	similar	provisions	during	the	patent	application	process	and	following	the	issuance	of	a
patent.	While	an	inadvertent	lapse	can	in	many	cases	be	cured	by	payment	of	a	late	fee	or	by	other	means	in	accordance	with	the
applicable	rules,	there	are	situations	in	which	noncompliance	can	result	in	abandonment	or	lapse	of	the	patent	or	patent
application.	Such	noncompliance	can	result	in	partial	or	complete	loss	of	patent	rights	in	the	relevant	jurisdiction.
Noncompliance	events	that	could	result	in	abandonment	or	lapse	of	a	patent	or	patent	application	include,	but	are	not	limited	to,
failure	to	respond	to	official	actions	within	prescribed	time	limits,	non-	payment	of	fees	and	failure	to	properly	legalize	and
submit	formal	documents.	Such	an	event	could	have	a	material	adverse	effect	on	our	business.	Even	if	a	patent	is	issued,	that	is
not	conclusive	as	to	its	inventorship,	scope,	validity	or	enforceability	and	therefore	that	patent	may	not	afford	adequate	(or	any)
protection	for	our	product	candidates	or	future	approved	products	or	technology	.	On	the	basis	of	such	inconclusiveness,	third
parties	may	challenge	our	patents.	Furthermore,	patents	have	a	limited	lifespan.	In	the	United	States	and	most	other	jurisdictions
in	which	we	have	undertaken	patent	filings,	the	natural	expiration	of	a	patent	is	generally	twenty	years	after	it	is	filed,	assuming
all	maintenance	fees	are	paid.	Given	the	amount	of	time	required	for	the	development,	testing	and	regulatory	review	of	new
product	candidates,	patents	protecting	such	candidates	might	expire	before	or	shortly	after	such	candidates	are	commercialized.
As	a	result,	patents	we	may	own	or	in-	license	may	not	provide	us	with	adequate	and	continuing	patent	protection	sufficient	to
exclude	others	from	commercializing	drugs	similar	or	identical	to	our	current	or	future	product	candidates,	including	generic
versions	of	our	drugs.	Nor	can	we	be	certain	that	we	will	obtain	any	patent	term	extension	as	permitted	under	the	“	Hatch-
Waxman	Amendments	”	which	permit	a	patent	restoration	term	of	up	to	five	years	as	compensation	for	patent	term	lost	during
product	development	and	the	FDA	regulatory	review	process.	If	any	of	our	patents	are	narrowed,	invalidated,	revoked	or
become	unenforceable,	competitors	may	develop	and	market	products	similar	or	identical	to	ours	that	do	not	conflict	with	or
infringe	our	patents	rights,	which	could	have	a	material	adverse	effect	on	our	financial	condition.	Even	if	we	obtain	and	maintain
patents,	our	business	may	be	significantly	harmed	if	the	patents	are	not	broad	enough	to	protect	our	products	from	copycat	,
generic	or	similar	products.	In	addition,	if	there	are	challenges	to	our	intellectual	property	by	third	parties,	we	may	in	the	future
enter	into	agreements	with	those	parties	that	provide	certain	intellectual	property	rights	to	our	future	marketed	products	or
products	in	our	pipeline.	If	we	do	enter	into	such	agreements,	we	may	not	be	the	exclusive	provider	of	a	therapy	and,	as	a	result,
we	expect	that	any	potential	revenue	from	the	sales	of	such	therapies	would	be	materially	and	negatively	impacted.	We	may	in
the	future	be	subject	to	claims	by	our	former	employees	or	consultants	asserting	an	ownership	right	in	our	patents	or	patent
applications,	as	a	result	of	the	work	they	performed	on	our	behalf.	Although	we	generally	require	all	of	our	employees,



consultants	and	advisors	and	any	other	third	parties	who	have	access	to	or	were	involved	in	generating	our	proprietary	know-
how,	information	or	technology	to	assign	or	grant	similar	rights	to	the	inventions	they	make	in	the	course	of	their	work	to	us,	we
cannot	be	certain	that	we	have	executed	such	agreements	with	all	parties	who	may	have	contributed	to	our	intellectual	property,
nor	can	we	be	certain	that	our	agreements	with	such	parties	will	be	upheld	in	the	face	of	a	potential	challenge,	or	that	they	will
not	be	breached,	for	which	we	may	not	have	an	adequate	remedy.	We	have,	and	expect	that	we	will	continue,	to	finance	or
collaborate	in	research	and	development	projects	conducted	by	third	parties,	including	government	organizations,	hospitals,
universities	or	other	educational	or	research	institutions,	or	other	for-	profit	companies.	Such	third	parties	may	be	unwilling	to
grant	us	certain	rights	to	technology	or	products	developed	through	such	projects.	Certain	collaborators	may	only	grant	us	a	right
to	obtain	a	license	to	technology	developed	in	a	collaboration,	and	we	may	not	be	able	to	negotiate	a	license	or	the	license	may
require	an	upfront	or	royalty	payment	on	terms	that	are	acceptable	to	us,	or	at	all	.	Disputes	may	also	arise	as	to	the	rights	to
technology	or	products	developed	in	collaboration	with	such	third	parties	and	we	may	not	be	able	to	secure	the	proprietary	rights
to	any	technology	generated	in	such	collaboration.	Significant	legal	questions	exist	concerning	the	extent	and	scope	of	patent
protection	for	biopharmaceutical	products	and	processes	in	the	U.	S.	and	elsewhere.	Accordingly,	there	is	no	certainty	that
patent	applications	owned	or	licensed	by	us	will	issue	as	patents,	or	that	our	issued	patents	will	afford	meaningful	protection
against	competitors.	Once	issued,	patents	are	subject	to	challenge	through	both	administrative	and	judicial	proceedings	in	the	U.
S.	and	certain	other	countries.	Such	proceedings	include	re-	examinations,	inter	partes	reviews,	post-	grant	reviews	and
interference	proceedings	before	the	USPTO	U.	S.	Patent	and	Trademark	Office	,	as	well	as	opposition	proceedings	before	the
European	Patent	Office	and	other	non-	U.	S.	patent	offices.	Certain	countries	have	laws	that	provide	stronger	bases	for
challenging	third	party	patent	rights	than	are	available	to	challenge	patents	in	other	countries.	Therefore,	we	may	be	able	to
defend	our	patents	against	a	third-	party	claim	in	one	country	but	counterpart	patents	may	be	invalidated	in	other	countries	and
we	may	be	able	to	invalidate	a	third-	party	patent	in	one	country	but	not	invalidate	its	counterpart	patents	in	other	countries.
Further,	in	jurisdictions	outside	the	United	States,	a	license	may	not	be	enforceable	unless	all	the	owners	of	the	intellectual
property	agree	or	consent	to	the	license.	Accordingly,	any	actual	or	purported	co-	owner	of	our	patent	rights	could	seek	monetary
or	equitable	relief	requiring	us	to	pay	it	compensation	for,	or	refrain	from,	exploiting	these	patents	due	to	such	co-	ownership.
Litigation	may	be	required	to	enforce,	defend	or	obtain	our	patent	and	other	intellectual	property	rights.	Any	administrative
proceeding	or	litigation	could	require	a	significant	commitment	of	our	resources	and,	depending	on	outcome,	could	adversely
affect	the	scope,	validity	or	enforceability	of	certain	of	our	patent	or	other	proprietary	rights.	Other	parties	have	developed
technologies	that	may	be	related	or	competitive	to	our	own,	and	such	parties	may	have	filed	or	may	file	patent	applications,	or
may	have	received	or	may	receive	patents,	claiming	inventions	that	may	overlap	or	conflict	with	those	claimed	in	our	own
patent	applications	or	issued	patents,	with	respect	to	either	the	same	compounds,	methods,	formulations	or	other	subject	matter,
in	either	case	that	we	may	rely	upon	to	dominate	our	patent	position	in	the	market.	Publications	of	discoveries	in	the	scientific
literature	often	lag	behind	the	actual	discoveries,	and	patent	applications	in	the	United	States	and	other	jurisdictions	are
typically	not	published	until	at	least	18	months	after	the	earliest	priority	date	of	patent	filing,	or,	in	some	cases,	not	at	all.
Therefore,	we	cannot	know	with	certainty	whether	we	were	the	first	to	make	the	inventions	claimed	in	patents	we	may	own	or
in-	license	patents	or	pending	patent	applications,	or	that	we	were	the	first	to	file	for	patent	protection	of	such	inventions.	As	a
result,	the	issuance,	scope,	validity,	enforceability	and	commercial	value	of	our	patent	rights	cannot	be	predicted	with	any
certainty.	Some	of	the	sensitive	technology,	techniques	and	proprietary	compounds	used	in	our	business	are	protected	as	trade
secrets.	Among	other	things,	we	enter	into	confidentiality	agreements	and	license	agreements	to	protect	proprietary	know-	how
that	may	not	be	patentable,	processes	for	which	patents	are	difficult	to	enforce	and	any	other	elements	of	our	product	discovery
and	development	processes	that	involve	proprietary	know-	how,	information,	or	technology	that	may	not	be	covered	by	patents
(or	for	which	we	determine	we	will	not	seek	patent	protection).	Although	we	seek	to	require	all	of	our	employees,	consultants,
advisors,	and	any	third	parties	who	have	access	to	our	proprietary	know-	how,	information,	or	technology	to	enter	into
confidentiality	agreements,	trade	secrets	can	be	difficult	to	protect	and	we	have	limited	control	over	the	protection	of	trade
secrets	used	by	our	collaborators	and	suppliers.	We	cannot	be	certain	that	we	have	or	will	obtain	these	agreements	in	all
circumstances	and	we	cannot	guarantee	that	we	have	entered	into	such	agreements	with	each	party	that	may	have	or	have	had
access	to	our	trade	secrets	or	proprietary	information	(or	that	the	terms	of	such	agreements	are	enforceable).	In	our	business,	we
rely	on	collaboration	with,	or	discuss	the	potential	for	collaboration	with,	suppliers,	outside	scientists,	research	organizations	and
other	biopharmaceutical	companies.	Collaboration	and	discussion	of	potential	collaboration	or	inadvertent	disclosure	of	a	trade
secret	present	a	strong	risk	of	exposing	our	trade	secrets.	If	our	trade	secrets	were	exposed,	we	may	lose	the	protection	and
potential	exclusive	rights	afforded	by	trade	secret	law,	and	such	exposure	may	likely	help	our	competitors	and	allow	them	to
access	technology	without	restriction	and	adversely	affect	our	business	prospects.	In	addition,	the	patent	prosecution	process	is
expensive	and	time-	consuming,	and	we	may	not	be	able	to	file	and	prosecute	all	necessary	or	desirable	patent	applications	at	a
reasonable	cost	or	in	a	timely	manner.	In	some	instances,	a	delay	in	filing	patent	applications	could	adversely	impact
patentability,	for	example	if	certain	information	is	disclosed	prior	to	the	filing	of	a	patent	application.	Under	certain
circumstances,	use	of	the	compounds	in	clinical	trials	could	be	interpreted	as	a	public	use	and	negatively	impact	our	ability	to
obtain	patent	protection	for	certain	inventions.	Due	to	expense	of	patent	filings,	we	also	may	not	file	in	every	jurisdiction	in
which	patents	may	be	issued	(and,	therefore,	we	may	not	be	able	to	assert	patents	rights	in	every	country	in	the	future).	Further,
with	respect	to	certain	pending	patent	applications	covering	our	current	or	future	product	candidates,	prosecution	has	yet	to
commence.	Patent	prosecution	is	a	lengthy	process,	during	which	the	scope	of	the	claims	initially	submitted	for	examination	by
the	relevant	patent	office	(s)	may	be	significantly	narrowed	by	the	time	they	issue,	if	they	ever	do.	It	is	also	possible	that	we	will
fail	to	identify	patentable	aspects	of	our	research	and	development	output	before	it	is	too	late	to	obtain	patent	protection.
Moreover,	in	some	circumstances,	we	may	not	have	the	right	to	control	the	preparation,	filing	and	prosecution	of	patent
applications,	or	to	maintain	the	patents,	covering	technology	that	we	license	or	access	from	or	to	third	parties.	Therefore,	these



patents	and	applications	may	not	be	prosecuted	and	enforced	in	a	manner	consistent	with	the	best	interests	of	our	business.
Similarly,	trademarks	and	trade	names	we	utilize	in	our	business	may	be	challenged,	infringed,	diluted	or	declared	generic	or
determined	to	be	infringing	on	other	marks.	These	marks	can	be	important	for	name	recognition	in	markets.	If	we	are	unable	to
secure	and	protect	our	trademarks	and	trade	names,	our	business	could	be	harmed.	If	we	are	found	to	be	infringing	third	party
patents,	we	may	be	forced	to	pay	damages	to	the	patent	owner	and	/	or	obtain	a	license	to	continue	the	manufacture,	sale	or
development	of	our	products.	If	we	cannot	obtain	a	license,	we	may	be	prevented	from	the	manufacture,	sale	or	development	of
our	products	or	product	candidates,	which	may	adversely	affect	our	business.	Parts	of	our	technology,	techniques,	proprietary
compounds	and	potential	product	candidates,	including	those	which	are	or	may	be	in-	licensed	or	developed	in	collaboration
with	third	parties,	may	be	found	to	infringe	patents	owned	by	or	granted	to	others.	We	may	in	the	future	receive	notices	claiming
our	products	(if	approved)	and	product	candidates	infringe	third	party	patents	(and	we	have	received	and	may	in	the	future
receive	notices	offering	the	right	to	license	certain	technology	to	us)	and	third	parties	may	in	the	future	file	civil	lawsuits	against
us	claiming	infringement	of	their	intellectual	property	rights.	Third	parties	may	claim	that	the	manufacture,	use	or	sale	of	our
products	or	product	candidates	infringes	patents	owned	or	granted	to	such	third	parties.	We	may	become	aware	of	patents	owned
by	third	parties	that	might	be	claimed	by	such	third	parties	to	be	infringed	by	the	development,	use,	manufacture	and
commercialization	of	our	products	(if	approved)	or	our	investigational	compounds.	In	such	cases	we	may	take	certain	actions
with	respect	to	some	of	these,	for	example	we	may	try	to	invalidate	the	third-	party	patents	or	obtain	licenses	to	a	technology	or
invention.	Any	holder	of	patents	covering	similar	or	identical	technology	to	our	technology	could	sue	us	for	damages,	which
may	be	material	in	amount,	and	seek	to	prevent	us	from	manufacturing,	selling	or	developing	our	products	(and	we	may	be,	in
certain	cases,	prevented	from	initiating	product	launches	in	certain	jurisdictions	or	be	required	to	withdraw	the	product	from	the
market	after	it	has	been	launched).	Intellectual	property	disputes	can	be	costly	and	time	consuming	to	defend	and	there	is	no
guarantee	that	we	would	prevail	in	such	lawsuit.	If	we	believe	we	cannot	successfully	defend	against	certain	infringement
claims,	we	may	seek	to	invalidate	the	patent	or	seek	a	license	to	the	technology	prior	to	or	during	legal	actions	in	order	to	reduce
the	risks	in	connection	with	the	product	launches	(or	at	a	later	time	after	product	introduction)	and	to	reduce	further	costs	and
the	risk	of	a	court	determination	that	our	technology,	techniques,	proprietary	compounds	or	potential	product	candidates	infringe
the	third	party’	s	patents.	A	required	license	may	be	costly	or	may	not	be	available	on	acceptable	terms,	if	at	all.	A	costly
license,	or	inability	to	obtain	a	necessary	license,	could	have	a	material	adverse	effect	on	our	business.	In	some	instances,	we
believe	we	may	prevail	in	a	patent	infringement	action.	There	can,	however,	be	no	assurance	that	the	court	will	agree	with	our
position	or	that	it	will	decide	any	infringement	case	in	our	favor.	Nor	can	we	be	certain	that,	if	we	do	not	prevail	in	litigation,
that	we	may	be	able	to	obtain	a	license	to	any	third-	party	patent	on	commercially	reasonable	terms	(or	at	all);	successfully
develop	non-	infringing	alternatives	on	a	timely	basis	(or	at	all);	or	license	alternative	non-	infringing	technology,	if	any	exists,
on	commercially	reasonable	terms	(or	at	all).	Any	impediment	to	our	ability	to	manufacture,	use	or	sell	approved	forms	of	our
future	products	(if	approved	by	regulatory	authorities)	or	our	product	candidates	could	have	a	material	adverse	effect	on	our
business	and	prospects.	It	is	possible	that	we	could	lose	market	exclusivity	for	a	product	earlier	than	expected,	which	may	harm
our	competitive	position.	In	our	industry,	much	of	an	innovative	product’	s	commercial	value	is	realized	while	it	has	market
exclusivity.	Market	exclusivity	for	our	future	products	(if	approved	for	sale	by	regulatory	authorities)	will	likely	depend	in	large
part	on	patent	rights	and	certain	regulatory	forms	of	protection.	As	noted	above,	patent	protection	can	be	uncertain	as	to	the
validity,	scope	and	enforceability	of	many	issued	patents.	Absent	relevant	patent	protection	for	a	product,	once	regulatory
exclusivity	periods	expire,	generic	versions	of	the	product	can	be	approved	and	marketed.	The	market	exclusivity	of	our
products	may	be	impacted	by	competitive	products	that	are	either	innovative	or	generic	copies.	In	our	industry,	the	risk	of
generic	challenges	has	been	increasing.	U.	S.	law	includes	an	approval	pathway	for	generic	versions	of	innovative	small
molecule	products.	Under	the	pathway,	the	FDA	may	approve	products	that	are	generic	copies	of	innovative	small	molecule
therapies	on	the	basis	of	less	extensive	data	than	is	required	for	a	full	new	drug	application.	The	law	provides	a	mechanism	to
challenge	the	patents	that	protect	an	innovator’	s	products.	Such	litigation	may	begin	as	early	as	four	years	after	the	innovative
small	molecule	product	is	first	approved	by	the	FDA.	Pathways	for	generic	products	also	exist	in	many	other	markets,	including
Europe	and	Japan.	Competition,	including	from	generics	approved	for	marketing,	would	likely	result	in	a	decrease	in	volume	of
sales	of	our	products,	as	well	as	a	decrease	in	prices	and	lower	margins	for	our	products	(if	approved	for	marketing	by
regulatory	authorities).	We	may	initiate,	become	a	defendant	in,	or	otherwise	become	party	to	lawsuits	to	protect	or	enforce	our
intellectual	property	rights,	which	could	be	expensive,	time-	consuming,	and	unsuccessful.	Competitors	may	infringe	any
patents	we	may	own	or	in-	license,	our	trade	secrets	or	other	proprietary	rights.	In	addition,	any	patents	or	other	proprietary
rights	we	may	own	or	in-	license	also	may	become	involved	in	inventorship,	priority,	validity	or	unenforceability	disputes.	To
counter	infringement	or	unauthorized	use,	we	may	be	required	to	file	infringement	claims,	which	can	be	expensive	and	time-
consuming	to	litigate.	We	may	not	prevail	in	any	lawsuits	that	we	initiate,	and	the	damages	or	other	remedies	awarded,	if	any,
may	not	be	commercially	meaningful	(and	we	may	not	be	able	to	prevent	the	commercialization	of	any	competitor	product	or	a
generic).	In	addition,	in	an	infringement	proceeding,	a	court	may	decide	that	one	or	more	of	any	patents	we	may	own	or	in-
license	is	not	valid	or	is	unenforceable	or	that	the	other	party’	s	use	of	our	technology	that	may	be	patented	falls	under	the	safe
harbor	to	patent	infringement	under	35	U.	S.	C.	§	271	(e)	(1)	(relating	to	conduct	used	in	connection	with	obtaining	regulatory
approval	of	a	medical	device	or	drug).	There	is	also	the	risk	that,	even	if	the	validity	of	these	patents	is	upheld,	the	court	may
refuse	to	stop	the	other	party	from	using	the	technology	at	issue	on	the	grounds	that	any	patents	we	may	own	or	in-	license	do
not	cover	the	technology	in	question	or	that	such	third	party’	s	activities	do	not	infringe	our	patent	applications	or	any	patents	we
may	own	or	in-	license	(or	any	other	proprietary	rights	we	may	own).	An	adverse	result	in	any	litigation	or	defense	proceedings
could	put	one	or	more	of	any	patents	we	may	own	or	in-	license	at	risk	of	being	invalidated,	held	unenforceable,	or	interpreted
narrowly	and	could	put	our	patent	applications	at	risk	of	not	issuing.	Uncertainties	resulting	from	the	initiation	and	continuation
of	patent	litigation	or	other	proceedings	relating	to	our	proprietary	rights	could	have	a	material	adverse	effect	on	our	ability	to



compete	in	the	marketplace	and	may	negatively	impact	our	stock	price.	Post-	grant	proceedings	provoked	by	third	parties	or
brought	by	the	USPTO	may	be	necessary	to	determine	the	validity	or	priority	of	inventions	with	respect	to	our	patent
applications	or	any	patents	we	may	own	or	in-	license.	These	proceedings	are	expensive	and	an	unfavorable	outcome	could
result	in	a	loss	of	our	current	patent	rights	(or	technology	covered	under	current	patent	applications)	and	could	require	us	to
cease	using	the	related	technology	or	to	attempt	to	license	rights	to	it	from	the	prevailing	party.	Our	business	could	be	harmed	if
the	prevailing	party	does	not	offer	us	a	license	on	commercially	reasonable	terms,	or	at	all.	In	addition	to	potential	USPTO	post-
grant	proceedings,	we	may	become	a	party	to	patent	opposition	proceedings	in	the	EPO,	or	similar	proceedings	in	other	foreign
patent	offices	or	courts	where	our	patents	may	be	challenged.	The	costs	of	these	proceedings	could	be	substantial,	and	may
result	in	a	loss	of	scope	of	some	claims	or	a	loss	of	the	entire	patent.	Even	in	cases	in	which	we	or	our	licensors	or	strategic
partners	initiate	legal	proceedings	against	a	third	party	to	enforce	a	patent	covering	one	of	our	current	or	future	product
candidates,	the	defendant	could	(and	in	pharmaceutical	patent	litigation	the	defendant	often	does)	make	a	counterclaim	that	the
patent	covering	our	product	candidate,	as	applicable,	is	invalid	and	/	or	unenforceable.	In	patent	litigation	in	the	United	States,
defendant	counterclaims	alleging	invalidity	and	/	or	unenforceability	are	commonplace,	and	there	are	numerous	grounds	upon
which	a	third	party	can	assert	invalidity	or	unenforceability	of	a	patent.	If	such	counterclaims	are	successful,	the	exclusivity
related	to	the	product	may	be	lost	and	our	business	would	be	harmed.	Intellectual	property	litigation	and	administrative	patent
office	patent	validity	challenges	in	one	or	more	countries	could	cause	us	to	spend	substantial	resources	and	distract	our	personnel
from	their	normal	responsibilities.	Even	if	resolved	in	our	favor,	litigation	or	other	legal	proceedings	relating	to	intellectual
property	claims	may	cause	us	to	incur	significant	expenses,	and	could	`	distract	our	technical	and	management	personnel	from
their	normal	responsibilities.	In	addition,	there	could	be	public	announcements	of	the	results	of	hearings,	motions	or	other
interim	proceedings	or	developments	and	if	securities	analysts	or	investors	perceive	these	results	to	be	negative,	it	could	have	a
substantial	adverse	effect	on	the	price	of	our	common	stock.	Such	litigation	or	proceedings	could	substantially	increase	our
operating	losses	and	reduce	the	resources	available	for	research	and	development	activities	or	any	future	sales,	marketing,
patient	support	or	distribution	activities.	We	may	not	have	sufficient	financial	or	other	resources	to	conduct	such	litigation	or
proceedings	adequately	(and	we	may	decline	to	initiate	litigation	against	a	potential	infringing	party	because	the	cost	of	the
litigation	and	use	of	cash	resources	may	be	determined	to	not	be	in	the	best	interests	of	the	company	at	such	time).	We	may	be
subject	to	damages	or	settlement	costs	resulting	from	claims	that	we	or	our	employees	have	violated	the	intellectual	property
rights	of	third	parties,	or	are	in	breach	of	our	agreements.	We	may	be	accused	of,	allege	or	otherwise	become	party	to	lawsuits	or
disputes	alleging	wrongful	disclosure	of	third-	party	confidential	information	by	us	or	by	another	party,	including	current	or
former	employees,	contractors	or	consultants.	In	addition	to	diverting	attention	and	resources	to	such	disputes,	such	disputes
could	adversely	impact	our	business	reputation	and	/	or	protection	of	our	proprietary	technology.	The	intellectual	property
landscape	relevant	to	our	product	candidates	and	programs	is	crowded,	and	third	parties	may	initiate	legal	proceedings	alleging
that	we	are	infringing,	misappropriating	or	otherwise	violating	their	intellectual	property	rights,	the	outcome	of	which	would	be
uncertain	and	could	have	a	material	adverse	effect	on	our	results	of	operations	and	the	success	of	our	business.	We	cannot	assure
you	that	our	current	or	future	product	candidates	and	other	technologies	that	we	have	developed,	are	developing	or	may	develop
in	the	future	do	not	or	will	not	infringe,	misappropriate	or	otherwise	violate	existing	or	future	patents	or	other	intellectual
property	rights	owned	by	third	parties.	For	example,	many	of	our	employees	were	previously	employed	at	other	biotechnology
or	pharmaceutical	companies	or	research	institutions.	Although	we	try	to	ensure	that	our	employees,	consultants	and	advisors	do
not	use	the	proprietary	information	or	know-	how	of	others	in	their	work	for	us,	we	may	be	subject	to	claims	that	we	or	these
individuals	have	used	or	disclosed	intellectual	property,	including	trade	secrets	or	other	proprietary	information,	of	any	such
individual’	s	former	employer.	We	may	also	be	subject	to	claims	that	patents	and	applications	we	have	filed	to	protect	inventions
of	our	employees,	consultants	and	advisors,	even	those	related	to	one	or	more	of	our	current	or	future	product	candidates,	are
rightfully	owned	by	their	former	or	concurrent	employer.	Litigation	may	be	necessary	to	defend	against	these	claims.	If	a	third
party	claims	that	we	infringe,	misappropriate	or	otherwise	violate	its	intellectual	property	rights,	we	may	face	a	number	of
issues,	including,	but	not	limited	to:	�	substantial	damages	for	infringement,	misappropriation	or	other	violations,	which	we
may	have	to	pay	if	a	court	decides	that	the	product	candidate	or	technology	at	issue	infringes,	misappropriates	or	violates	the
third	party’	s	rights,	and,	if	the	court	finds	that	the	infringement	was	willful,	we	could	be	ordered	to	pay	treble	damages	and	the
patent	owner’	s	attorneys’	fees;	�	a	court	prohibiting	us	from	developing,	manufacturing,	marketing	or	selling	our	current
product	candidates,	including	TNG908,	TNG462,	TNG456	or	TNG260	or	TNG348	or	future	product	candidates,	or	from	using
our	proprietary	technologies,	unless	the	third	party	licenses	its	product,	process	or	other	rights	to	us,	which	it	is	not	required	to
do,	on	commercially	reasonable	terms	or	at	all;	�	if	a	license	is	available	from	a	third	party,	we	may	have	to	pay	substantial
royalties,	upfront	fees	and	other	amounts,	and	/	or	grant	cross-	licenses	to	intellectual	property	rights	for	our	products,	processes
or	other	rights,	or	the	license	to	us	may	be	non-	exclusive,	which	would	permit	third	parties	to	use	the	same	intellectual	property
to	compete	with	us;	�	redesigning	our	current	or	future	product	candidates	or	processes	so	they	do	not	infringe,	misappropriate
or	violate	third-	party	intellectual	property	rights,	which	may	not	be	possible	or	may	require	substantial	monetary	expenditures
and	time;	and	�	there	could	be	public	announcements	of	the	results	of	hearings,	motions	or	other	interim	proceedings	or
developments,	and,	if	securities	analysts	or	investors	perceive	these	results	to	be	negative,	it	could	have	a	substantial	adverse
effect	on	the	price	of	our	common	stock.	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.	In	addition,	any	uncertainties	resulting	from	the
initiation	and	continuation	of	any	litigation	could	have	a	material	adverse	effect	on	our	ability	to	raise	the	funds	necessary	to
continue	our	operations	or	could	otherwise	have	a	material	adverse	effect	on	our	business,	results	of	operations,	financial
condition	and	prospects.	We	may	be	unable	to	obtain	patent	or	other	intellectual	property	protection	for	our	current	or	future
product	candidates	or	our	future	products,	if	any,	in	all	jurisdictions	throughout	the	world,	and	we	may	not	be	able	to	adequately
enforce	our	intellectual	property	rights	even	in	the	jurisdictions	where	we	seek	or	obtain	intellectual	property	protection.	We



may	not	be	able	to	(or	we	may	decide	not	to)	pursue	patent	coverage	of	our	current	or	future	product	candidates	and
technologies	in	all	countries.	Filing,	prosecuting	and	defending	patents	on	current	or	future	product	candidates	and	technologies
in	all	countries	throughout	the	world	would	be	prohibitively	expensive,	and	intellectual	property	rights	in	some	countries	outside
the	United	States	can	be	less	extensive	than	those	in	the	United	States.	In	addition,	the	laws	of	some	foreign	countries	do	not
protect	intellectual	property	rights	to	the	same	extent	as	federal	and	state	laws	in	the	United	States.	Consequently,	we	may	not	be
able	to	prevent	third	parties	from	practicing	our	inventions	in	all	countries	outside	the	United	States,	or	from	selling	or
importing	products	made	using	our	inventions	in	and	into	the	United	States	or	other	jurisdictions.	Competitors	may	use	our
technologies	in	jurisdictions	where	we	have	not	obtained	patent	protection	to	develop	their	own	products	and	further,	may
export	otherwise	infringing	products	to	territories	where	we	have	patent	protection,	but	where	intellectual	property	rights
enforcement	is	not	as	strong	as	that	in	the	United	States.	These	products	may	compete	with	our	current	or	future	product
candidates	and	in	jurisdictions	where	we	do	not	have	any	issued	patents	our	patent	applications	or	other	intellectual	property
rights	may	not	be	effective	or	sufficient	to	prevent	them	from	competing.	Much	of	our	patent	portfolio	is	at	the	very	early	stage.
We	will	need	to	decide	whether	and	in	which	jurisdictions	to	pursue	protection	for	the	various	inventions	in	our	portfolio	prior
to	applicable	deadlines.	Many	companies	have	encountered	significant	problems	in	protecting	and	defending	intellectual
property	rights	in	foreign	jurisdictions.	The	legal	systems	of	certain	countries,	particularly	certain	developing	countries,	do	not
favor	the	enforcement	of	patents,	trade	secrets	and	other	intellectual	property	protection,	particularly	those	relating	to
pharmaceutical	products,	which	could	make	it	difficult	for	us	to	stop	the	infringement	of	any	patents	we	may	own	or	in-	license
or	marketing	of	competing	products	in	violation	of	our	proprietary	rights	generally.	We	may	not	prevail	in	any	lawsuits	that	we
initiate	and	the	damages	or	other	remedies	awarded,	if	any,	may	not	be	commercially	meaningful.	Accordingly,	our	efforts	to
enforce	our	intellectual	property	rights	around	the	world	may	be	inadequate	to	obtain	a	significant	commercial	advantage	from
the	intellectual	property	that	we	develop	or	license.	Many	countries	have	compulsory	licensing	laws	under	which	a	patent	owner
may	be	compelled	to	grant	licenses	to	third	parties.	In	addition,	many	countries	limit	the	enforceability	of	patents	against
government	agencies	or	government	contractors.	In	these	countries,	the	patent	owner	may	have	limited	remedies,	which	could
materially	diminish	the	value	of	such	patent.	If	we	are	forced	to	grant	a	license	to	third	parties	with	respect	to	any	patents	we
may	own	or	license	that	are	relevant	to	our	business,	our	competitive	position	may	be	impaired,	and	our	business,	financial
condition,	results	of	operations,	and	prospects	may	be	adversely	affected.	Our	European	patents	and	patent	applications	could	be
challenged	in	the	recently	created	Unified	Patent	Court,	or	UPC,	for	the	European	Union.	We	may	decide	to	opt	out	of	our
European	patents	and	patent	applications	from	the	UPC.	However,	if	certain	formalities	and	requirements	are	not	met,	our
European	patents	and	patent	applications	could	be	challenged	for	non-	compliance	and	brought	under	the	jurisdiction	of	the
UPC.	We	cannot	be	certain	that	our	European	patents	and	patent	applications	will	avoid	falling	under	the	jurisdiction	of	the
UPC,	if	we	decide	to	opt	out	of	the	UPC.	Under	the	UPC,	a	granted	European	patent	would	be	valid	and	enforceable	in
numerous	European	countries.	A	successful	invalidity	challenge	to	a	European	patent	under	the	UPC	would	result	in	loss	of
patent	protection	in	those	European	countries.	Accordingly,	a	single	proceeding	under	the	UPC	could	result	in	the	partial	or
complete	loss	of	patent	protection	in	numerous	European	countries,	rather	than	in	each	validated	European	country	separately	as
such	patents	have	historically	been	adjudicated.	Such	a	loss	of	patent	protection	could	have	a	material	adverse	impact	on	our
business	and	our	ability	to	commercialize	our	technology	and	product	candidates	and,	resultantly,	on	our	business,	financial
condition,	prospects	and	results	of	operations.	If	we	fail	to	comply	with	our	obligations	in	any	agreements	under	which	we	may
license	intellectual	property	rights	from	third	parties	or	otherwise	experience	disruptions	to	our	business	relationships	with	our
licensors,	we	could	lose	license	rights	that	are	important	to	our	business.	We	may	from	time	to	time	be	party	to	license	and
collaboration	agreements	with	third	parties	to	advance	our	research	or	allow	commercialization	of	current	or	future	product
candidates.	For	example,	in	March	2020	we	entered	into	a	License	Agreement	with	Medivir	with	respect	to	certain	technology
related	to	USP1.	Such	agreements	may	impose	numerous	obligations,	such	as	development,	diligence,	payment,
commercialization,	funding,	milestone,	royalty,	sublicensing,	insurance,	patent	prosecution,	enforcement	and	other	obligations
on	us	and	may	require	us	to	meet	development	timelines,	or	to	exercise	commercially	reasonable	efforts	to	develop	and
commercialize	licensed	products,	in	order	to	maintain	the	licenses.	In	spite	of	our	best	efforts,	our	licensors	might	conclude	that
we	have	materially	breached	our	license	agreements	and	might	therefore	terminate	the	license	agreements,	thereby	removing	or
limiting	our	ability	to	develop	and	commercialize	products	and	technologies	covered	by	these	license	agreements.	Further,	the
terms	of	these	agreements	can	be	complex,	and	certain	provisions	in	such	agreements	may	be	susceptible	to	multiple
interpretations.	The	resolution	of	any	contract	interpretation	disagreement	that	may	arise	could	narrow	what	we	believe	to	be	the
scope	of	our	rights	to	the	relevant	intellectual	property	or	technology,	or	increase	what	we	believe	to	be	our	financial	or	other
obligations	under	the	relevant	agreement,	either	of	which	could	have	a	material	adverse	effect	on	our	business.	Any	termination
of	these	licenses,	or	if	the	underlying	patents	or	intellectual	property	or	proprietary	rights	fail	to	provide	the	intended	exclusivity,
could	result	in	the	loss	of	significant	rights	and	could	harm	our	ability	to	commercialize	our	current	or	future	product	candidates,
and	competitors	or	other	third	parties	would	have	the	freedom	to	seek	regulatory	approval	of,	and	to	market,	products	identical
or	similar	to	ours	and	we	may	be	required	to	cease	our	development	and	commercialization	of	certain	of	our	current	or	future
product	candidates.	Any	of	the	foregoing	could	have	a	material	adverse	effect	on	our	competitive	position,	business,	financial
conditions,	results	of	operations,	and	prospects.	Disputes	may	also	arise	between	us	and	our	licensors	regarding	intellectual
property	subject	to	a	license	agreement,	including:	�	the	scope	of	rights	granted	under	the	license	agreement	and	other
interpretation-	related	issues;	�	whether	and	the	extent	to	which	our	technology	and	processes	infringe,	misappropriate	or
otherwise	violate	intellectual	property	rights	of	the	licensor	that	is	not	subject	to	the	licensing	agreement;	�	our	right	to
sublicense	patent	and	other	rights	to	third	parties	under	collaborative	development	relationships;	�	our	diligence	obligations
with	respect	to	the	use	of	the	licensed	technology	in	relation	to	our	development	and	commercialization	of	our	current	or	future
product	candidates,	and	what	activities	satisfy	those	diligence	obligations;	�	the	priority	of	invention	of	any	patented



technology;	and	�	the	ownership	of	inventions	and	know-	how	resulting	from	the	joint	creation	or	use	of	intellectual	property
by	our	future	licensors	and	us	and	our	partners	and	collaborators.	Changes	in	patent	law	could	diminish	the	value	of	patents	in
general,	thereby	impairing	our	ability	to	protect	our	current	or	future	product	candidates.	Patent	reform	legislation	in	the	United
States	and	other	countries,	including	the	Leahy-	Smith	America	Invents	Act,	or	Leahy-	Smith	Act,	signed	into	law	on	September
16,	2011,	could	increase	uncertainties	of	the	scope	of	our	patent	protection	and	the	costs	related	to	obtaining	and	enforcing	our
patents.	The	Leahy-	Smith	Act	includes	a	number	of	significant	changes	to	U.	S.	patent	law.	These	include	provisions	that	affect
the	way	patent	applications	are	prosecuted,	redefine	prior	art	and	provide	more	efficient	and	cost-	effective	avenues	for
competitors	to	challenge	the	validity	of	patents.	These	include	allowing	third-	party	submission	of	prior	art	to	the	USPTO	during
patent	prosecution	and	additional	procedures	to	attack	the	validity	of	a	patent	by	USPTO	administered	post-	grant	proceedings,
including	post-	grant	review,	inter	partes	review,	and	derivation	proceedings.	An	adverse	determination	in	any	such	submission
or	proceeding	could	reduce	the	scope	or	enforceability	of,	or	invalidate,	our	patent	rights,	which	could	adversely	affect	our
competitive	position.	Because	of	a	lower	evidentiary	standard	in	USPTO	proceedings	compared	to	the	evidentiary	standard	in
United	States	federal	courts	necessary	to	invalidate	a	patent	claim,	a	third	party	could	potentially	provide	evidence	in	a	USPTO
proceeding	sufficient	for	the	USPTO	to	hold	a	claim	invalid	even	though	the	same	evidence	would	be	insufficient	to	invalidate
the	claim	if	first	presented	in	a	district	court	action.	Accordingly,	a	third	party	may	attempt	to	use	the	USPTO	procedures	to
invalidate	our	patent	claims	that	would	not	have	been	invalidated	if	first	challenged	by	the	third	party	as	a	defendant	in	a	district
court	action.	In	addition,	the	Leahy-	Smith	Act	has	transformed	the	U.	S.	patent	system	into	a	“	first	inventor	to	file	”	system.
The	first-	inventor-	to-	file	provisions,	however,	only	became	effective	on	March	16,	2013.	Accordingly,	it	is	not	yet	clear	what,
if	any,	impact	the	Leahy-	Smith	Act	will	have	on	the	operation	of	our	business.	The	U.	S.	Supreme	Court	has	ruled	on	several
patent	cases	in	recent	years,	either	narrowing	the	scope	of	patent	protection	available	in	certain	circumstances	or	weakening	the
rights	of	patent	owners	in	certain	situations.	Additionally,	there	have	been	recent	proposals	for	additional	changes	to	the	patent
laws	of	the	United	States	and	other	countries	that,	if	adopted,	could	impact	our	ability	to	obtain	patent	protection	for	our
proprietary	technology	or	our	ability	to	enforce	our	proprietary	technology.	Depending	on	future	actions	by	the	U.	S.	Congress,
the	U.	S.	courts,	the	USPTO	and	the	relevant	law-	making	bodies	in	other	countries,	the	laws	and	regulations	governing	patents
could	change	in	unpredictable	ways	that	would	weaken	our	ability	to	obtain	new	patents	or	to	enforce	our	rights	under	patents
that	we	might	obtain	in	the	future.	Further,	other	countries	and	jurisdictions,	such	as	the	European	Union,	periodically	review
their	intellectual	property	laws	and	they	may	also	take	similar	actions	that	impact	the	laws	and	regulations	governing	patents	and
they	may	implement	changes	that	could	weaken	our	ability	to	obtain	new	patents	or	to	enforce	our	rights	under	patents	that	we
might	obtain	in	the	future.	We	may	not	identify	relevant	third-	party	patents	or	may	incorrectly	interpret	the	relevance,	scope	or
expiration	of	a	third-	party	patent,	which	might	subject	us	to	infringement	claims	or	adversely	affect	our	ability	to	develop	and
market	our	current	or	future	product	candidates.	We	cannot	guarantee	that	any	of	our	or	our	licensors’	patent	searches	or
analyses,	including	the	identification	of	relevant	patents,	the	scope	of	patent	claims	or	the	expiration	of	relevant	patents,	are
complete	or	thorough,	nor	can	we	be	certain	that	we	have	identified	each	and	every	third-	party	patent	and	pending	patent
application	in	the	United	States	and	abroad	that	is	relevant	to	or	necessary	for	the	commercialization	of	our	current	or	future
product	candidates	in	any	jurisdiction.	For	example,	U.	S.	patent	applications	filed	before	November	29,	2000	and	certain	U.	S.
patent	applications	filed	after	that	date	that	will	not	be	filed	outside	the	United	States	remain	confidential	until	patents	issue.	As
mentioned	above,	patent	applications	in	the	United	States	and	elsewhere	are	published	approximately	18	months	after	the
earliest	filing	for	which	priority	is	claimed,	with	such	earliest	filing	date	being	commonly	referred	to	as	the	priority	date.
Therefore,	patent	applications	covering	our	current	or	future	product	candidates	could	have	been	filed	by	third	parties	without
our	knowledge.	Additionally,	identification	of	third-	party	patent	rights	that	may	be	relevant	to	our	operations	is	difficult
because	patent	searching	is	imperfect	due	to,	for	example,	differences	in	terminology	among	patents	or	incomplete	databases.
Additionally,	pending	patent	applications	that	have	been	published	can,	subject	to	certain	limitations,	be	later	amended	in	a
manner	that	could	cover	our	current	or	future	product	candidates	or	technologies	or	the	use	of	our	current	or	future	product
candidates.	The	scope	of	a	patent	claim	is	determined	by	an	interpretation	of	the	law,	the	written	disclosure	in	a	patent	and	the
patent’	s	prosecution	history.	Our	interpretation	of	the	relevance	or	the	scope	of	a	patent	or	a	pending	application	may	be
incorrect,	which	may	negatively	impact	our	ability	to	market	our	current	or	future	product	candidates	or	use	certain	technologies.
We	may	incorrectly	determine	that	our	current	or	future	product	candidates	or	technologies	are	not	covered	by	a	third-	party
patent	or	may	incorrectly	predict	whether	a	third	party’	s	pending	application	will	issue	with	claims	of	relevant	scope.	Our
determination	of	the	expiration	date	of	any	patent	in	the	United	States	or	abroad	that	we	consider	relevant	may	be	incorrect,
which	may	negatively	impact	our	ability	to	develop	and	market	our	current	or	future	product	candidates	or	use	certain
technologies.	Our	failure	to	identify	and	correctly	interpret	relevant	patents	may	negatively	impact	our	ability	to	develop	and
market	our	current	or	future	product	candidates	or	use	certain	technologies.	If	we	fail	to	identify	and	correctly	interpret	relevant
patents,	we	may	be	subject	to	infringement	claims.	We	cannot	guarantee	that	we	will	be	able	to	successfully	settle	or	otherwise
resolve	such	infringement	claims	which	can	result	in	the	adverse	consequences	related	to	infringement	as	described	in	the
preceding	risk	factors.	Intellectual	property	rights	do	not	guarantee	commercial	success	of	current	or	future	product	candidates	or
other	business	activities.	Numerous	factors	may	limit	any	potential	competitive	advantage	provided	by	our	intellectual	property
rights.	The	degree	of	future	protection	afforded	by	our	intellectual	property	rights,	whether	owned	or	in-	licensed,	is	uncertain
because	intellectual	property	rights	have	limitations,	and	may	not	adequately	protect	our	business,	provide	a	barrier	to	entry
against	our	competitors	or	potential	competitors,	or	permit	us	to	maintain	any	competitive	advantage.	Moreover,	if	a	third	party
has	intellectual	property	rights	that	cover	the	practice	of	our	technology,	we	may	not	be	able	to	fully	exercise	or	extract	value
from	our	intellectual	property	rights.	The	following	examples	are	illustrative:	�	patents,	should	they	issue,	that	we	may	own	or
in-	license,	may	not	provide	us	with	any	competitive	advantages,	may	be	narrowed	in	scope,	or	may	be	challenged	and	held
invalid	or	unenforceable;	�	others	may	be	able	to	develop	and	/	or	practice	technology,	including	compounds	that	are	similar	to



the	chemical	compositions	of	our	current	or	future	product	candidates,	that	is	similar	to	our	technology	or	aspects	of	our
technology	but	that	is	not	covered	by	the	claims	of	any	patents	we	may	own	or	in-	license,	should	any	patents	issue;	�	we,	or
our	future	licensors	or	collaborators,	might	not	have	been	the	first	to	make	the	inventions	or	to	file	the	patent	covered	by	a	patent
application	that	we	own	or	may	in-	license;	�	others	may	independently	develop	similar	or	alternative	technologies	without
infringing,	misappropriating	or	otherwise	violating	our	intellectual	property	rights;	�	our	competitors	might	conduct	research
and	development	activities	in	the	United	States	and	other	countries	that	provide	a	safe	harbor	from	patent	infringement	claims
for	certain	research	and	development	activities,	as	well	as	in	countries	where	we	do	not	have	patent	rights,	and	may	then	use	the
information	learned	from	such	activities	to	develop	competitive	products	for	sale	in	our	major	commercial	markets;	�	we	may
choose	not	to	file	a	patent	in	order	to	maintain	certain	trade	secrets	or	know-	how,	and	a	third	party	may	subsequently	file	a
patent	covering	such	trade	secrets	or	know-	how;	�	we	may	not	be	able	to	maintain	the	confidentiality	of	our	trade	secrets	or
other	proprietary	information;	�	we	may	not	develop	or	in-	license	additional	proprietary	technologies	that	are	patentable;	and
�	the	patents	of	others	may	have	an	adverse	effect	on	our	business.	Should	any	of	these	events	occur,	they	could	significantly
harm	our	business,	financial	condition,	results	of	operations	and	prospects.	Risks	Related	to	Government	Regulation	Our	future
commercial	success	depends	on	gaining	regulatory	approval	for	new	products	and	obtaining	approvals	for	new	indications.	We
invest	significant	amounts	in	developing	new	products	and	technologies.	Our	success	and	revenue	growth,	if	any,	will	depend	in
part	on	our	identification,	development	,	approval	by	regulatory	authorities	and	commercialization	of	new	products	and
technologies,	and	approval	of	additional	indications	by	regulatory	authorities	for	our	any	products	under	development.
Product	development	is	very	expensive,	takes	significant	time	and	involves	a	high	degree	of	risk.	Only	a	small	number	of
research	and	development	programs	result	in	the	approval	and	commercialization	of	a	product.	Our	ability	to	grow	our	business
may	be	adversely	affected	if	we	are	delayed	or	unable	to	successfully	develop	the	products	in	our	pipeline,	if	we	are	unable	to
gain	regulatory	approval	of	such	product	candidates,	and	expand	the	indications	that	may	be	treated	by	such	product	candidates,
and	gaining	or	gain	regulatory	approval	to	sell	and	market	such	product	candidates	in	additional	jurisdictions.	We	must	also
maintain	all	such	regulatory	approvals	for	the	period	of	time	that	we	sell	the	product	in	each	such	jurisdiction.	Our	failure	to
obtain,	or	a	delay	in	obtaining,	approval	or	our	failure	to	maintain	approvals	once	obtained,	will	prevent	us	from	selling	products
and	generating	revenues	for	those	products	in	such	jurisdiction	where	we	do	not	hold	such	approvals.	Obtaining	and	maintaining
regulatory	approval	of	our	product	candidates	in	one	jurisdiction	does	not	mean	that	we	will	be	successful	in	obtaining
regulatory	approval	of	our	product	candidates	in	other	jurisdictions.	Assuming	that	our	product	candidates	prove	to	be	safe	and
effective	in	clinical	trials,	we	expect	that	we	will	file	for	marketing	approval	for	such	product	candidates	in	the	United	States
and	we	may	also	submit	marketing	applications	in	other	countries.	Regulatory	authorities	in	jurisdictions	outside	of	the	United
States	have	requirements	for	approval	of	product	candidates	with	which	we	must	comply	prior	to	marketing	in	those
jurisdictions.	Obtaining	foreign	regulatory	approvals	and	compliance	with	foreign	regulatory	requirements	could	result	in
significant	delays,	difficulties	and	costs	for	us	and	could	delay	or	prevent	the	introduction	of	our	products	in	certain	countries.	If
we	fail	to	comply	with	the	regulatory	requirements	in	international	markets	and	/	or	fail	to	receive	applicable	regulatory
approvals,	our	target	market	will	be	reduced	and	our	ability	to	realize	the	full	market	potential	of	our	product	candidates	will	be
harmed	and	future	potential	revenue	may	be	less	than	expected	by	investors	and	analysts.	Obtaining	and	maintaining	regulatory
approval	of	our	product	candidates	in	one	jurisdiction	does	not	guarantee	that	we	will	be	able	to	obtain	or	maintain	regulatory
approval	in	any	other	jurisdiction	,	while	a	failure	or	delay	in	obtaining	regulatory	approval	in	one	jurisdiction	may	have	a
negative	effect	on	the	regulatory	approval	process	in	others	.	For	example,	even	if	the	FDA	grants	regulatory	approval	of	a
product	candidate,	comparable	regulatory	authorities	in	foreign	jurisdictions	must	also	approve	the	manufacturing,	sale,
marketing	and	promotion	of	the	product	candidate	in	those	countries	.	On	the	other	hand,	a	failure	or	delay	in	obtaining
regulatory	approval	in	one	jurisdiction	may	have	a	negative	effect	on	the	regulatory	approval	process	in	others	.
Approval	procedures	vary	among	jurisdictions	and	can	involve	requirements	and	administrative	review	periods	different	from,
and	greater	than,	those	in	the	United	States,	including	additional	nonclinical	studies	or	clinical	trials	as	clinical	trials	conducted
in	one	jurisdiction	may	not	be	accepted	by	regulatory	authorities	in	other	jurisdictions.	In	short,	the	foreign	regulatory	approval
process	involves	all	of	the	risks	associated	with	FDA	approval.	In	many	jurisdictions	outside	the	United	States,	a	product
candidate	must	be	approved	for	reimbursement	before	it	can	be	approved	for	sale	in	that	jurisdiction.	In	some	cases,	the	price
that	we	may	intend	to	charge	for	our	products	will	also	be	subject	to	approval.	We	may	seek	priority	review	designation	for	one
or	more	of	our	product	candidates,	but	we	might	not	receive	such	designation,	and	even	if	we	do,	such	designation	may	not	lead
to	a	faster	regulatory	review	or	approval	process.	If	the	FDA	determines	that	a	product	candidate	offers	a	treatment	for	a	serious
condition	and,	if	approved,	the	product	would	provide	a	significant	improvement	in	safety	or	effectiveness,	the	FDA	may
designate	the	product	candidate	for	priority	review.	A	priority	review	designation	means	that	the	goal	for	the	FDA	to	review	an
application	is	six	months	from	the	date	of	filing,	rather	than	the	standard	review	period	of	ten	months	from	the	date	of	filing.
We	may	request	priority	review	for	our	product	candidates.	The	FDA	has	broad	discretion	with	respect	to	whether	or	not	to	grant
priority	review	status	to	a	product	candidate,	so	even	if	we	believe	a	particular	product	candidate	is	eligible	for	such	designation
or	status,	the	FDA	may	decide	not	to	grant	it.	Moreover,	a	priority	review	designation	does	not	necessarily	result	in	an	expedited
regulatory	review	or	approval	process	or	necessarily	confer	any	advantage	with	respect	to	approval	compared	to	conventional
FDA	procedures.	Receiving	priority	review	from	the	FDA	does	not	guarantee	approval	within	the	six-	month	review	cycle	or	at
all.	We	may	seek	orphan	drug	designation	for	certain	of	our	product	candidates,	and	we	may	be	unsuccessful	or	may	be	unable
to	maintain	the	benefits	associated	with	orphan	drug	designation,	including	the	potential	for	market	exclusivity.	As	part	of	our
business	strategy,	we	may	seek	orphan	drug	designation	for	certain	of	our	product	candidates,	and	we	may	be	unsuccessful	in
obtaining	such	designation.	Regulatory	authorities	in	some	jurisdictions,	including	the	United	States	and	Europe,	may	designate
drugs	for	relatively	small	patient	populations	as	orphan	drugs.	Under	the	Orphan	Drug	Act,	the	FDA	may	designate	a	drug	as	an
orphan	drug	if	it	is	a	product	intended	to	treat	a	rare	disease	or	condition,	which	is	generally	defined	as	a	patient	population	of



fewer	than	200,	000	individuals	annually	in	the	United	States,	or	a	patient	population	of	200,	000	or	more	in	the	United	States
where	there	is	no	reasonable	expectation	that	the	cost	of	developing	the	product	will	be	recovered	from	sales	in	the	United
States.	In	the	United	States,	orphan	drug	designation	entitles	a	party	to	financial	incentives	such	as	opportunities	for	grant
funding	towards	clinical	trial	costs,	tax	advantages	and	user-	fee	waivers.	The	FDA	granted	Orphan	Drug	Designation	to
TNG908	for	the	treatment	of	malignant	peripheral	nerve	sheath	tumors	(MPNST)	and	malignant	glioma,	including	GBM	and	to
TNG462	for	the	treatment	of	soft	tissue	sarcoma	and	of	pancreatic	cancer	.	Similarly,	in	the	European	Union,	the	European
Commission,	upon	the	recommendation	of	the	EMA’	s	Committee	for	Orphan	Medicinal	Products,	grants	orphan	designation	in
respect	of	products	that	are	intended	for	the	diagnosis,	prevention	or	treatment	of	life-	threatening	or	chronically	debilitating
conditions	affecting	not	more	than	five	in	10,	000	persons	in	the	European	Union	and	for	which	no	satisfactory	method	of
diagnosis,	prevention,	or	treatment	has	been	authorized	(or	the	product	would	be	a	significant	benefit	to	those	affected	if	a
method	already	exists	).	Additionally,	designation	may	be	granted	for	products	intended	for	the	diagnosis,	prevention,	or
treatment	of	a	life-	threatening,	seriously	debilitating	or	serious	and	chronic	condition	and	when,	without	incentives,	it	is
unlikely	that	sales	of	the	product	in	the	European	Union	would	be	sufficient	to	justify	the	necessary	investment	in	developing
the	product.	In	the	European	Union,	orphan	designation	entitles	a	party	to	financial	incentives	such	as	reduction	of	fees	or	fee
waivers.	Generally,	if	a	product	with	an	orphan	drug	designation	subsequently	receives	the	first	regulatory	approval	for	the
indication	for	which	it	has	such	designation,	the	product	is	entitled	to	a	period	of	marketing	exclusivity,	which	precludes	the
FDA	or	the	EMA	from	approving	another	marketing	application	for	the	same	product	and	indication	for	that	time	period,	except
in	limited	circumstances.	The	applicable	period	is	seven	years	in	the	United	States	and	ten	years	in	the	European	Union.	The
exclusivity	period	in	the	European	Union	can	be	reduced	to	six	years	if,	at	the	end	of	the	fifth	year,	it	is	established	that	a
product	no	longer	meets	the	criteria	for	orphan	designation,	including	where	it	is	shown	that	the	product	is	sufficiently
profitable	so	that	market	exclusivity	is	no	longer	justified.	Obtaining	orphan	drug	exclusivity	may	not	effectively	protect	a
product	candidate	from	competition	because	different	products	having	different	chemical	compositions	can	be	approved	for	the
same	condition	and	the	same	therapies	can	be	approved	for	different	conditions	but	used	off-	label.	Even	after	an	orphan	drug	is
approved,	the	FDA	can	subsequently	approve	the	same	product	for	the	same	condition	if	the	FDA	concludes	that	the	later
product	is	clinically	superior	in	that	it	is	shown	to	be	safer,	more	effective	or	makes	a	major	contribution	to	patient	care.	In
addition,	a	designated	orphan	drug	may	not	receive	orphan	drug	exclusivity	if	it	is	approved	for	a	use	that	is	broader	than	the
indication	for	which	it	received	orphan	designation.	Moreover,	orphan	drug	exclusive	marketing	rights	in	the	United	States	may
be	lost	if	the	FDA	later	determines	that	the	request	for	designation	was	materially	defective	or	if	the	manufacturer	is	unable	to
assure	sufficient	quantity	of	the	product	to	meet	the	needs	of	patients	with	the	rare	disease	or	condition.	Orphan	drug	designation
neither	shortens	the	development	time	or	regulatory	review	time	of	a	product	nor	gives	the	product	any	advantage	in	the
regulatory	review	or	approval	process.	While	we	may	seek	orphan	drug	designation	for	our	other	product	candidates,	we	may
never	receive	such	designations.	Even	if	we	do	receive	such	designations,	there	is	no	guarantee	that	we	will	enjoy	the	benefits
of	those	designations.	A	breakthrough	therapy	designation	and	fast	track	designation	by	the	FDA,	even	if	granted	for	any	of	our
product	candidates,	may	not	lead	to	a	faster	development,	regulatory	review	or	approval	process,	and	each	designation	does	not
increase	the	likelihood	that	any	of	our	product	candidates	will	receive	regulatory	approval	in	the	United	States.	We	may	seek	a
breakthrough	therapy	designation	for	some	of	our	product	candidates.	A	breakthrough	therapy	is	defined	as	a	drug	or	biologic
that	is	intended,	alone	or	in	combination	with	one	or	more	other	drugs	or	biologics,	to	treat	a	serious	or	life-	threatening	disease
or	condition	and	preliminary	clinical	evidence	indicates	that	the	drug	or	biologic	may	demonstrate	substantial	improvement	over
existing	therapies	on	one	or	more	clinically	significant	endpoints,	such	as	substantial	treatment	effects	observed	early	in	clinical
development.	For	product	candidates	that	have	been	designated	as	breakthrough	therapies,	interaction	and	communication
between	the	FDA	and	the	sponsor	of	the	trial	can	help	to	identify	the	most	efficient	path	for	clinical	development	while
minimizing	the	number	of	patients	placed	in	ineffective	control	regimens.	Product	candidates	designated	as	breakthrough
therapies	by	the	FDA	may	also	be	eligible	for	priority	review	and	accelerated	approval.	Designation	as	a	breakthrough	therapy
is	within	the	discretion	of	the	FDA.	Accordingly,	even	if	we	believe	one	of	our	product	candidates	meets	the	criteria	for
designation	as	a	breakthrough	therapy,	the	FDA	may	disagree	and	instead	determine	not	to	make	such	designation.	In	any	event,
the	receipt	of	a	breakthrough	therapy	designation	for	a	product	candidate	may	not	result	in	a	faster	development	process,	review
or	approval	compared	to	therapies	considered	for	approval	under	conventional	FDA	procedures	and	does	not	assure	ultimate
approval	by	the	FDA.	In	addition,	even	if	one	or	more	of	our	product	candidates	qualify	as	breakthrough	therapies,	the	FDA
may	later	decide	that	such	product	candidates	no	longer	meet	the	conditions	for	qualification	and	rescind	the	designation	or
decide	that	the	time	period	for	FDA	review	or	approval	will	not	be	shortened.	If	a	drug	is	intended	for	the	treatment	of	a	serious
or	life-	threatening	condition	and	preclinical	or	clinical	data	demonstrates	the	potential	to	address	unmet	medical	needs	for	this
condition,	the	sponsor	may	apply	for	fast	track	designation.	The	FDA	has	broad	discretion	whether	or	not	to	grant	this
designation,	so	even	if	we	believe	a	particular	product	candidate	is	eligible	for	this	designation,	we	cannot	assure	you	that	the
FDA	would	decide	to	grant	it.	Even	if	we	do	receive	fast	track	designation,	we	may	not	experience	a	faster	development
process,	review	or	approval	compared	to	conventional	FDA	procedures.	The	FDA	may	withdraw	fast	track	designation	if	it
believes	that	the	designation	is	no	longer	supported	by	data	from	our	clinical	development	program.	We	may	seek	accelerated
approval	of	our	current	or	future	product	candidates	using	the	FDA’	s	accelerated	approval	pathway.	Accelerated	approval	by
the	FDA,	even	if	granted	for	our	current	or	any	other	future	product	candidates,	may	not	lead	to	a	faster	development	or
regulatory	review	or	approval	process	and	it	does	not	increase	the	likelihood	that	our	product	candidates	will	receive	regulatory
approval.	We	may	seek	accelerated	approval	of	our	current	or	future	product	candidates,	where	applicable,	using	the	FDA’	s
accelerated	approval	pathway.	A	product	may	be	eligible	for	accelerated	approval	if	it	treats	a	serious	or	life-	threatening
condition	and	generally	provides	a	meaningful	advantage	over	available	therapies.	In	addition,	it	must	demonstrate	an	effect	on	a
surrogate	endpoint	that	is	reasonably	likely	to	predict	clinical	benefit	or	on	a	clinical	endpoint	that	can	be	measured	earlier	than



irreversible	morbidity	or	mortality,	or	IMM,	that	is	reasonably	likely	to	predict	an	effect	on	IMM	or	other	clinical	benefit.	As	a
condition	of	approval,	the	FDA	requires	that	a	sponsor	of	a	drug	receiving	accelerated	approval	perform	adequate	and	well-
controlled	post-	marketing	clinical	trials.	These	confirmatory	trials	must	be	completed	with	due	diligence.	Under	the	Food	and
Drug	Omnibus	Reform	Act	of	2022,	or	FDORA,	the	FDA	is	permitted	to	require	,	as	appropriate,	that	a	post-	approval
confirmatory	study	or	studies	be	under	way	prior	to	approval	or	,	in	limited	circumstances,	within	a	specified	time	period	after
the	date	accelerated	approval	was	granted.	FDORA	also	requires	sponsors	to	send	updates	to	the	FDA	every	180	days	on	the
status	of	such	studies,	including	progress	toward	enrollment	targets,	and	the	FDA	must	promptly	post	this	information	publicly.
FDORA	also	gives	the	FDA	increased	authority	to	withdraw	approval	of	a	drug	or	biologic	granted	accelerated	approval	on	an
expedited	basis	if	the	sponsor	fails	to	conduct	such	studies	in	a	timely	manner,	send	the	necessary	updates	to	the	FDA,	or	if	such
post-	approval	studies	fail	to	verify	the	drug’	s	predicted	clinical	benefit.	Under	FDORA,	the	FDA	is	empowered	to	take	action,
such	as	issuing	fines,	against	companies	that	fail	to	conduct	with	due	diligence	any	post-	approval	confirmatory	study	or	submit
timely	reports	to	the	agency	on	their	progress.	In	addition,	the	FDA	currently	requires,	unless	otherwise	informed	by	the	agency,
pre-	approval	of	promotional	materials	for	products	receiving	accelerated	approval,	which	could	adversely	impact	the	timing	of
the	commercial	launch	of	the	product.	Thus,	even	if	we	seek	to	utilize	the	accelerated	approval	pathway,	we	may	not	be	able	to
obtain	accelerated	approval.	Even	if	we	do	receive	accelerated	approval,	we	may	not	experience	a	faster	development	or
regulatory	review	or	approval	process,	and	receiving	accelerated	approval	does	not	provide	assurance	of	traditional	FDA
approval.	The	FDA,	the	EMA	and	other	regulatory	authorities	may	implement	additional	regulations	or	restrictions	on	the
development	and	commercialization	of	our	product	candidates,	and	such	changes	can	be	difficult	to	predict.	The	FDA,	the	EMA
and	regulatory	authorities	in	other	countries	have	expressed	interest	in	further	regulating	biotechnology	products.	Agencies	at
both	the	federal	and	state	level	in	the	United	States,	as	well	as	U.	S.	Congressional	committees	and	other	governments	or
governing	agencies,	have	also	expressed	interest	in	further	regulating	the	biotechnology	industry	and	the	pharmaceutical
industry,	in	particular.	Such	governmental	action	or	actions	may	delay	or	prevent	commercialization	of	some	or	all	of	our
product	candidates.	Adverse	developments	in	clinical	trials	of	products	conducted	by	us	or	by	others	may	cause	the	FDA	or
other	oversight	bodies	to	change	the	requirements	for	conducting	clinical	trials	or	for	approval	of	any	of	our	product	candidates.
These	regulatory	review	agencies	and	committees	and	the	new	requirements	or	guidelines	they	promulgate	may	lengthen	the
regulatory	review	process,	require	us	to	perform	additional	studies	or	trials,	increase	our	development	costs,	lead	to	changes	in
regulatory	positions	and	interpretations,	delay	or	prevent	approval	and	commercialization	of	our	product	candidates	or	lead	to
significant	post-	approval	limitations	or	restrictions.	As	we	advance	our	product	candidates,	we	will	be	required	to	consult	with
these	regulatory	agencies	and	comply	with	applicable	requirements	and	guidelines.	If	we	fail	to	do	so,	we	may	be	required	to
delay	or	discontinue	development	of	such	product	candidates.	These	additional	processes	may	result	in	a	review	and	approval
process	that	is	longer	than	we	otherwise	would	have	expected.	Delays	as	a	result	of	an	increased	or	lengthier	regulatory	approval
process	or	further	restrictions	on	the	development	of	our	product	candidates	can	be	costly	and	could	negatively	impact	our
ability	to	complete	clinical	trials	and	commercialize	our	current	and	future	product	candidates	in	a	timely	manner,	if	at	all.
Inadequate	funding	for	the	FDA,	the	SEC	and	other	U.	S.	government	agencies	or	the	EMA	or	comparable	foreign	regulatory
authorities,	including	from	government	shut	downs,	or	other	disruptions	to	these	agencies’	operations,	including	significant
leadership,	personnel,	and	policy	changes,	could	hinder	their	ability	to	hire	and	retain	key	leadership	and	other	personnel,
prevent	new	products	and	services	from	being	developed	or	commercialized	in	a	timely	manner	or	otherwise	prevent	those
agencies	from	performing	normal	business	functions	on	which	the	operation	of	our	business	may	rely,	which	could	negatively
impact	our	business.	The	ability	of	the	FDA,	the	EMA	or	comparable	foreign	regulatory	authorities	to	review	and	approve	new
products	can	be	affected	by	a	variety	of	factors,	including	government	budget	priorities	and	funding	levels,	ability	to	hire	and
retain	key	personnel	and	accept	the	payment	of	user	fees,	and	enact	statutory,	regulatory	and	policy	changes.	Average	review
times	at	the	FDA	or	other	regulatory	authorities	have	fluctuated	in	recent	years	as	a	result.	Disruptions	at	the	FDA	and	other
agencies	may	also	slow	the	time	necessary	for	new	product	candidates	to	be	reviewed	and	/	or	approved	by	necessary
government	agencies,	which	would	adversely	affect	our	business.	In	addition,	government	funding	of	the	SEC	and	other
government	agencies	on	which	our	operations	may	rely,	and	those	that	fund	research	and	development	activities	that	is	required
by	third	parties	we	enter	into	agreements	with,	is	subject	to	the	political	process,	which	is	inherently	fluid	and	unpredictable.
Disruptions	at	the	FDA,	the	EMA	and	other	agencies	may	also	slow	the	time	necessary	for	new	product	candidates	to	be
reviewed	and	/	or	approved	by	necessary	government	agencies,	which	would	adversely	affect	our	business.	Currently,	federal
agencies	in	the	U.	S.	are	operating	under	a	continuing	resolution	that	is	set	to	expire	on	March	14,	2025.	For	example,	in
prior	years	the	U.	S.	government	has	shut	down	several	times	and	certain	regulatory	agencies,	such	as	the	FDA	and	the	SEC,
have	had	to	furlough	critical	FDA,	SEC	and	other	government	employees	and	stop	critical	activities.	A	If	a	prolonged
government	shutdown	occurs	,	it	significant	leadership,	personnel,	and	/	or	policy	changes,	or	other	substantial
modification	in	agency	activities	(including	due	to	global	health	concerns,	the	aims	of	the	Trump	administration,	or
geopolitical	factors)	could	significantly	impact	the	ability	of	the	FDA	to	timely	review	and	process	our	regulatory	submissions,
which	could	have	a	material	adverse	effect	on	our	business.	Further	,	in	our	operations	as	a	public	company	,	future
government	shutdowns	could	impact	our	ability	to	access	the	public	markets	and	obtain	necessary	capital	in	order	to	properly
capitalize	and	continue	our	operations.	If	a	prolonged	Existing	regulatory	policies	may	change,	and	additional	government
regulations	may	be	enacted	that	could	shutdown	occurs,	or	if	global	health	concerns	continue	to	prevent	,	limit	or	delay
regulatory	approval	of	our	product	candidates.	In	June	2024,	the	U.	S.	Supreme	Court	overruled	the	Chevron	doctrine,
which	gives	deference	to	regulatory	agencies’	statutory	interpretations	in	litigation	against	federal	government	agencies,
such	as	the	FDA	or	,	where	other	--	the	regulatory	authorities	from	conducting	law	is	ambiguous.	This	decision	may	result	in
more	lawsuits	against	their	--	the	regular	inspections,	reviews,	or	FDA	to	challenge	longstanding	decisions	and	policies	of
other	--	the	FDA	regulatory	activities	,	it	which	could	undermine	significantly	impact	the	ability	of	the	FDA	’	s	and	other



regulatory	authorities	authority	,	lead	to	timely	uncertainties	in	the	industry,	and	disrupt	the	FDA’	s	normal	operations,
any	of	which	could	delay	the	FDA’	s	review	of	and	process	our	regulatory	submissions	.	We	cannot	predict	the	full	impact	of
this	decision	,	which	could	future	judicial	challenges	brought	against	the	FDA,	or	the	nature	or	extent	of	government
regulation	that	may	arise	from	future	legislation	or	administrative	action.	If	we	are	slow	or	unable	to	adapt	to	changes	in
existing	requirements	or	the	adoption	of	new	requirements	or	policies,	or	if	we	are	not	able	to	maintain	regulatory
compliance,	we	may	lose	any	marketing	approval	that	we	may	have	a	material	adverse	effect	on	our	business.	Further,	in	our
operations	as	a	public	company,	future	government	shutdowns	could	impact	our	ability	to	access	the	public	markets	and	obtain
obtained	,	necessary	capital	in	order	to	properly	capitalize	and	continue	we	may	not	achieve	our	-	or	operations	sustain
profitability	.	Healthcare	legislative	reform	measures	may	have	a	material	adverse	effect	on	our	business	and	results	of
operations.	Changes	in	regulations,	statutes	or	the	interpretation	of	existing	regulations	and	statutes	could	impact	our	business	in
the	future	by	requiring,	for	example:	(i)	changes	to	our	manufacturing	arrangements;	(ii)	changes	to	the	method	in	which	drug
prices	are	determined	for	Medicare	and	Medicaid	participants	or	other	potential	patients	in	the	U.	S.	(or	by	which	drug	prices
are	determined	in	other	countries	and	regions),	(iii)	additions	or	modifications	to	product	labeling	(if,	and	when,	a	product	is
approved	for	sale);	(iv)	the	recall	or	discontinuation	of	our	products	(if	any	products	are	approved	by	applicable	regulatory
authorities);	or	(v)	additional	record-	keeping	requirements.	If	any	such	changes	were	to	be	imposed,	they	could	adversely	affect
the	operation	of	our	business.	For	additional	information,	see	the	section	entitled	“	Business	–	Current	and	future	healthcare
reform	legislation.	”	The	continuing	efforts	of	the	government,	insurance	companies,	pharmacy	benefit	managers,	managed
care	organizations	and	other	payers	of	healthcare	services	to	contain	or	reduce	costs	of	healthcare	may	adversely	affect:	�	the
demand	for	any	of	our	product	candidates,	if	approved;	�	the	ability	to	set	a	price	that	we	believe	is	fair	for	any	of	our	product
candidates,	if	approved;	�	our	ability	to	generate	revenues	and	achieve	or	maintain	profitability;	�	the	level	of	taxes	that	we
are	required	to	pay;	and	�	the	availability	of	capital	.	Legislative	and	regulatory	proposals	have	been	made	to	expand	post-
approval	requirements	and	restrict	sales	and	promotional	activities	for	pharmaceutical	and	biologic	products	.	We	cannot	be	sure
whether	additional	legislative	changes	will	be	enacted,	or	whether	FDA	regulations,	guidance	or	interpretations	will	be	changed,
or	what	the	impact	of	such	changes	on	the	marketing	approvals	of	our	product	candidates,	if	any,	may	be.	In	addition,	increased
scrutiny	by	Congress	of	the	FDA’	s	approval	process	may	significantly	delay	or	prevent	marketing	approval,	as	well	as	subject
us	to	more	stringent	product	labeling	and	post-	marketing	testing	and	other	requirements.	On	August	16,	2022,	President	Biden
signed	into	law	the	Inflation	Reduction	Act	of	2022	(	,	or	IRA	)	,	which,	among	other	provisions,	included	several	measures
intended	to	lower	the	cost	of	prescription	drugs	and	related	healthcare	reforms.	This	includes	a	provision	that	small	molecule
drugs	can	be	chosen	for	price	setting	seven	years	after	first	approved	by	the	FDA	with	the	set	price	taking	effect	two	years	later,
only	nine	years	after	the	medicine	was	initially	approved.	This	is	far	earlier	than	the	time	before	small	molecule	medicines
typically	face	generic	competition.	As	a	result,	if	we	were	to	have	one	or	more	of	our	small	molecule	drugs	approved	by	the
FDA,	under	the	IRA,	we	could	be	forced	to	sell	our	products	at	a	lower	price	for	CMS	programs	for	several	years	earlier	than
would	otherwise	be	the	case.	In	addition,	because	this	could	result	in	lower	future	cash	flows	in	those	years,	the	future	valuation
of	the	company	could	be	negatively	impacted.	Further,	reductions	in	reimbursement	from	Medicare	and	other	government
programs	may	also	result	in	reductions	in	payments	from	private	payers.	In	addition,	individual	states	in	the	United	States	have
also	increasingly	passed	legislation	and	implemented	regulations	designed	to	control	pharmaceutical	product	pricing,	including
price	or	patient	reimbursement	constraints,	discounts,	restrictions	on	certain	product	access	and	marketing	cost	disclosure	and
transparency	measures,	and,	in	some	cases,	implemented	regulations	designed	to	encourage	importation	of	drugs	from	other
countries	and	bulk	purchasing.	Increasing	efforts	by	governmental	and	third-	party	payors	in	the	United	States	and	abroad	to	cap
or	reduce	healthcare	costs	may	cause	such	organizations	to	limit	both	coverage	and	the	level	of	reimbursement	for	newly
approved	products	and,	as	a	result,	they	may	not	cover	or	provide	adequate	payment	for	our	product	candidates.	There	has	been
increasing	legislative	and	enforcement	interest	in	the	United	States	with	respect	to	specialty	drug	pricing	practices.	Specifically,
there	have	been	several	recent	U.	S.	Congressional	inquiries	and	proposed	and	enacted	federal	and	state	legislation	designed	to,
among	other	things,	bring	more	transparency	to	drug	pricing,	reduce	the	cost	of	prescription	drugs	under	Medicare,	review	the
relationship	between	pricing	and	manufacturer	patient	programs,	and	reform	government	program	reimbursement	methodologies
for	drugs.	We	expect	that	additional	healthcare	reform	measures	may	be	adopted	in	the	future,	any	of	which	may	result	in
additional	reductions	in	Medicare	and	other	healthcare	funding	and	otherwise	affect	the	prices	we	may	obtain	for	any	of	our
product	candidates	for	which	we	may	obtain	regulatory	approval	or	the	frequency	with	which	any	such	product	candidate	is
prescribed	or	used.	Additionally,	we	expect	to	experience	pricing	pressures	in	connection	with	the	sale	of	any	future	approved
product	candidates	due	to	the	trend	toward	managed	healthcare	,	including	pharmacy	benefit	managers	,	the	increasing
influence	of	health	maintenance	organizations,	cost	containment	initiatives	and	additional	legislative	changes.	The	successful
commercialization	of	our	product	candidates	will	depend	in	part	on	the	extent	to	which	governmental	authorities	and	health
insurers	establish	adequate	coverage,	reimbursement	levels	and	pricing	policies.	Failure	to	obtain	or	maintain	coverage	and
adequate	reimbursement	for	our	product	candidates,	if	approved,	could	limit	our	ability	to	market	those	drugs	and	decrease	our
ability	to	generate	revenue.	The	availability	and	adequacy	of	coverage	and	reimbursement	by	governmental	healthcare	programs
such	as	Medicare	and	Medicaid,	private	health	insurers	and	other	third-	party	payors	are	essential	for	most	patients	to	be	able	to
afford	prescription	medications	such	as	our	product	candidates,	if	approved.	Our	ability	to	achieve	acceptable	levels	of	coverage
and	reimbursement	for	products	by	governmental	authorities,	private	health	insurers	and	other	organizations	will	have	an	effect
on	our	ability	to	successfully	commercialize	our	product	candidates.	For	more	information	regarding	insurance	coverage	and
reimbursement	please	see	“	Business	–	Government	Regulation	–	Insurance	Coverage	and	Reimbursement.	”	Government
authorities	and	other	third-	party	payors,	such	as	private	health	insurers	and	health	maintenance	organizations,	decide	which
drugs	and	treatments	they	will	cover	and	the	amount	of	reimbursement.	Coverage	and	reimbursement	by	a	third-	party	payor
may	depend	upon	a	number	of	factors,	including	the	third-	party	payor’	s	determination	that	use	of	a	product	is:	�	a	covered



benefit	under	its	health	plan;	�	safe,	effective	and	medically	necessary;	�	appropriate	for	the	specific	patient;	�	cost-
effective;	and	�	neither	experimental	nor	investigational.	Even	if	we	obtain	coverage	for	our	product	candidates	by	a	third-
party	payor,	the	resulting	reimbursement	payment	rates	may	not	be	adequate	or	may	require	co-	payments	that	patients	find
unacceptably	high.	We	cannot	be	sure	that	coverage	and	reimbursement	in	the	U.	S.,	the	European	Union	or	elsewhere	will	be
available	for	our	product	candidates	or	any	product	that	we	may	develop,	and	any	reimbursement	that	may	become	available
may	be	decreased	or	eliminated	in	the	future.	There	is	significant	uncertainty	related	to	the	insurance	coverage	and
reimbursement	of	newly-	approved	products.	In	the	U.	S.,	third-	party	payors,	and	governmental	healthcare	plans,	such	as	the
Medicare	and	Medicaid	programs,	play	an	important	role	in	determining	the	extent	to	which	new	drugs	and	biologics	will	be
covered.	The	Medicare	and	Medicaid	programs	increasingly	are	used	as	models	in	the	U.	S.	for	how	private	payors	and	other
governmental	payors	develop	their	coverage	and	reimbursement	policies	for	drugs	and	biologics.	Some	third-	party	payors	may
require	pre-	approval	of	coverage	for	new	or	innovative	devices	or	drug	therapies	before	they	will	reimburse	healthcare
providers	who	use	such	therapies.	We	cannot	predict	at	this	time	what	third-	party	payors	will	decide	with	respect	to	the
coverage	and	reimbursement	for	our	product	candidates.	Outside	the	U.	S.,	international	operations	are	generally	subject	to
extensive	governmental	price	controls	and	other	market	regulations,	and	we	believe	the	increasing	emphasis	on	cost-
containment	initiatives	in	Europe	and	other	foreign	jurisdictions	have	and	will	continue	to	put	pressure	on	the	pricing	and	usage
of	our	product	candidates	(if	approved	by	regulators).	Moreover,	increasing	efforts	by	governmental	and	third-	party	payors	in
the	U.	S.	and	abroad	to	cap	or	reduce	healthcare	costs	may	cause	such	organizations	to	limit	both	coverage	and	the	level	of
reimbursement	for	newly	approved	products,	and,	as	a	result,	they	may	not	cover	or	provide	adequate	payment	for	our	product
candidates.	We	expect	to	experience	pricing	pressures	in	connection	with	the	sale	of	our	product	candidates	due	to	the	trend
toward	managed	health	care,	the	increasing	influence	of	health	maintenance	organizations	and	additional	legislative	changes.
The	downward	pressure	on	healthcare	costs	in	general,	particularly	prescription	drugs	and	biologics	and	surgical	procedures	and
other	treatments,	has	become	intense.	As	a	result,	increasingly	high	barriers	are	being	erected	to	the	entry	of	new	products.	Our
relationships	with	customers	and	third-	party	payors	will	be	subject	to	applicable	anti-	kickback,	fraud	and	abuse	and	other
healthcare	laws	and	regulations,	which	could	expose	us	to	criminal	sanctions,	civil	penalties,	exclusion	from	government
healthcare	programs,	contractual	damages,	reputational	harm	and	diminished	profits	and	future	earnings.	Although	we	do	not
currently	have	any	products	on	the	market,	once	we	begin	commercializing	our	product	candidates,	we	will	be	subject	to
additional	healthcare	statutory	and	regulatory	requirements	and	enforcement	by	the	federal	government	and	the	states	and
foreign	governments	in	which	we	conduct	our	business.	Healthcare	providers,	physicians	and	third-	party	payors	play	a	primary
role	in	the	recommendation	and	prescription	of	any	product	candidates	for	which	we	may	obtain	regulatory	approval.	Our	future
arrangements	with	third-	party	payors,	healthcare	providers,	and	customers	may	expose	us	to	broadly	applicable	fraud	and	abuse
and	other	healthcare	laws	and	regulations	that	may	constrain	the	business	or	financial	arrangements	and	relationships	through
which	we	market,	sell	and	distribute	our	product	candidates	for	which	we	obtain	regulatory	approval.	See	the	section	entitled	“
Business	–	Other	healthcare	laws."	Ensuring	that	our	future	business	arrangements	with	third	parties	comply	with	applicable
healthcare	laws	and	regulations	could	involve	substantial	costs.	It	is	possible	that	governmental	authorities	will	conclude	that
our	business	practices	do	not	comply	with	current	or	future	statutes,	regulations	or	case	law	involving	applicable	fraud	and	abuse
or	other	healthcare	laws	and	regulations.	If	our	operations,	including	future	sales	of	our	product	candidates	(following	regulatory
approval	of	such	therapy)	by	us	or	third-	parties	that	we	engage,	were	to	be	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,	damages,	fines,	imprisonment,	exclusion	from	government	funded	healthcare	programs,	such	as	Medicare	and
Medicaid,	and	the	curtailment	or	restructuring	of	our	operations.	If	any	of	the	physicians	or	other	providers	or	entities	with
whom	we	expect	to	do	business	is	found	not	to	be	in	compliance	with	applicable	laws,	they	may	be	subject	to	criminal,	civil	or
administrative	sanctions,	including	exclusions	from	government	funded	healthcare	programs	and	imprisonment.	Further,
defending	against	any	such	actions	can	be	costly	and	time	consuming,	and	may	require	significant	financial	and	personnel
resources.	Therefore,	even	if	we	are	successful	in	defending	against	any	such	actions	that	may	be	brought	against	us,	our
business	may	be	impaired.	If	any	of	the	above	occur,	our	ability	to	operate	our	business	and	our	results	of	operations	could	be
adversely	affected.	If	we	fail	to	comply	with	environmental,	health	and	safety	laws	and	regulations,	we	could	become	subject	to
fines	or	penalties	or	incur	costs	that	could	have	a	material	adverse	effect	on	the	success	of	our	business.	We	are	subject	to
numerous	environmental,	health	and	safety	laws	and	regulations,	including	those	governing	laboratory	procedures	and	the
handling,	use,	storage,	treatment	and	disposal	of	hazardous	materials	and	wastes.	Our	operations	involve	the	use	of	hazardous
and	flammable	materials,	including	chemicals	and	biological	materials.	Our	operations	also	produce	hazardous	waste	products.
We	generally	contract	with	appropriately	licensed	and	permitted	third	parties	for	the	disposal	of	these	materials	and	wastes.	We
cannot,	however,	eliminate	the	risk	of	contamination	or	injury	from	these	materials.	In	the	event	of	contamination	or	injury
resulting	from	our	use	of	hazardous	materials,	we	could	be	held	liable	for	any	resulting	damages,	and	any	liability	could	exceed
our	resources.	We	also	could	incur	significant	costs	associated	with	civil	or	criminal	fines	and	penalties.	Although	we	maintain
workers’	compensation	insurance	to	cover	us	for	costs	and	expenses	we	may	incur	due	to	injuries	to	our	employees	resulting
from	the	use	of	hazardous	materials,	this	insurance	may	not	provide	adequate	coverage	against	potential	liabilities.	We	do	not
maintain	insurance	for	environmental	liability	or	toxic	tort	claims	that	may	be	asserted	against	us	in	connection	with	our	storage
or	disposal	of	biological,	hazardous	or	radioactive	materials.	Even	if	we	receive	regulatory	approval	for	any	of	our	product
candidates,	we	will	be	subject	to	ongoing	regulatory	obligations	and	continued	regulatory	review,	which	may	result	in
significant	additional	expense.	Additionally,	our	product	candidates,	if	approved,	could	be	subject	to	post-	market	study
requirements,	marketing	and	labeling	restrictions,	and	even	recall	or	market	withdrawal	if	unanticipated	safety	issues	are
discovered	following	approval.	In	addition,	we	may	be	subject	to	penalties	or	other	enforcement	action	if	we	fail	to	comply	with
regulatory	requirements.	Any	regulatory	approvals	that	we	receive	for	our	product	candidates	will	require	surveillance	to



monitor	the	safety	and	efficacy	of	the	product	candidate.	If	the	FDA	or	a	comparable	foreign	regulatory	authority	approves	any
of	our	product	candidates,	the	manufacturing	processes,	labeling,	packaging,	distribution,	import,	export,	adverse	event
reporting,	storage,	advertising,	promotion,	monitoring,	and	recordkeeping	for	the	product	will	be	subject	to	extensive	and
ongoing	regulatory	requirements.	These	requirements	include	submissions	of	safety	and	other	post-	marketing	information	and
reports,	establishment	registration	and	listing,	as	well	as	continued	compliance	with	cGMP	and	GCPs	for	any	clinical	trials	that
we	conduct	post-	approval	and	pharmacovigilance	reporting	obligations.	Manufacturers	and	other	entities	involved	in	the
manufacture	and	distribution	of	approved	drugs,	and	those	supplying	products,	ingredients,	and	components	of	them,	are
required	to	register	their	establishments	with	the	FDA	and	certain	state	agencies,	and	are	subject	to	periodic	announced	and
unannounced	inspections	by	the	FDA	and	certain	state	agencies	for	compliance	with	cGMP	requirements	and	other	regulatory
requirements,	including	applicable	product	tracking	and	tracing	requirements.	Any	regulatory	approvals	that	we	receive	for	our
product	candidates	may	also	be	subject	to	limitations	on	the	approved	indicated	uses	for	which	the	product	may	be	marketed	or
to	the	conditions	of	approval,	or	contain	requirements	for	potentially	costly	post-	marketing	studies,	including	Phase	4	clinical
trials,	and	surveillance	to	monitor	the	safety	and	efficacy	of	the	product.	The	FDA	may	also	require	a	REMS	in	order	to	approve
our	product	candidates,	which	could	include	requirements	for	a	medication	guide,	physician	communication	plans	or	additional
elements	to	ensure	safe	use,	such	as	restricted	distribution	methods,	patient	registries	and	other	risk	minimization	tools.	Later
discovery	of	previously	unknown	problems	with	a	product,	including	adverse	events	of	unanticipated	severity	or	frequency,	or
with	our	third-	party	manufacturers	or	manufacturing	processes,	or	failure	to	comply	with	regulatory	requirements,	may	result	in,
among	other	things:	�	restrictions	on	the	marketing	or	manufacturing	of	the	product,	withdrawal	of	the	product	from	the
market,	or	voluntary	or	mandatory	product	recalls;	�	manufacturing	delays	and	supply	disruptions	where	regulatory	inspections
identify	observations	of	noncompliance	requiring	remediation;	�	revisions	to	the	labeling,	including	limitation	on	approved
uses	or	the	addition	of	additional	warnings,	contraindications	or	other	safety	information,	including	boxed	warnings;	�
imposition	of	a	REMS	which	may	include	distribution	or	use	restrictions;	�	requirements	to	conduct	additional	post-	market
clinical	trials	to	assess	the	safety	of	the	product;	�	clinical	trial	holds;	�	fines,	warning	letters	or	other	regulatory	enforcement
action;	�	refusal	by	the	FDA	to	approve	pending	applications	or	supplements	to	approved	applications	filed	by	us	or
suspension	or	revocation	of	approvals;	�	product	seizure	or	detention,	or	refusal	to	permit	the	import	or	export	of	products;	and
�	injunctions	or	the	imposition	of	civil	or	criminal	penalties.	The	FDA’	s	and	other	regulatory	authorities’	policies	may	change
and	additional	government	governmental	laws	or	regulations	may	be	enacted	that	could	prevent,	limit	or	delay	regulatory
approval	of	our	product	candidates	.	In	addition,	FDA	guidance	and	policies	are	often	revised	or	reinterpreted	by	the
agency	in	ways	that	may	significantly	affect	the	manner	in	which	drug	products	are	regulated	and	marketed	.	If	we	are
slow	or	unable	to	adapt	to	changes	in	existing	requirements	or	the	adoption	of	new	requirements	or	policies,	or	if	we	are	not	able
to	maintain	regulatory	compliance,	we	may	lose	any	regulatory	approval	that	we	may	have	obtained,	which	would	adversely
affect	our	business,	prospects	and	ability	to	achieve	or	sustain	profitability.	European	data	collection	is	governed	by	restrictive
regulations	governing	the	use,	processing	and	cross-	border	transfer	of	personal	information.	We	are	conducting	and	plan	to
conduct	additional	clinical	trials	and	enroll	subjects	in	our	current	or	future	clinical	trials	in	the	U.	S.	and	Europe	(and
elsewhere)	,	and	therefore	we	will	be	subject	to	privacy	restrictions.	The	collection,	use,	storage,	disclosure,	transfer,	or	other
processing	of	personal	data	regarding	individuals	in	the	European	Economic	Area	(“	EEA	”)	,	including	personal	health	data,	is
subject	to	the	EU	General	Data	Protection	Regulation,	or	GDPR	and	similarly,	processing	of	personal	data	regarding	individuals
in	the	UK	is	subject	to	the	UK	General	Data	Protection	Regulation	and	the	UK	Data	Protection	Act	2018,	or	UK	GDPR	(	and
together	with	the	EU	GDPR,	“	the	GDPR	”	)	.	The	GDPR	is	wide-	ranging	in	scope	and	imposes	numerous	requirements	on
companies	that	process	personal	data,	including	strict	requirements	relating	to	processing	health	and	other	sensitive	data,
obtaining	ensuring	that	there	is	a	legal	basis	or	condition	to	justify	the	processing	of	personal	data,	stringent
requirements	relating	to	the	consent	of	the	individuals	to	whom	the	personal	data	relates	(where	applicable)	,	providing
information	to	individuals	regarding	data	processing	activities,	implementing	safeguards	to	protect	the	security	and
confidentiality	of	personal	data,	providing	notification	of	data	breaches,	and	taking	certain	measures	when	engaging	third-	party
processors.	The	GDPR	also	imposes	strict	rules	on	the	transfer	of	personal	data	outside	of	the	EEA	and	UK	to	countries	that	do
not	ensure	an	adequate	level	of	protection,	like	the	United	States	in	certain	circumstances	unless	a	valid	GDPR	transfer
mechanism	(for	example,	the	European	Commission	approved	Standard	Contractual	Clauses	(	,	or	SCCs	)	,	and	the	UK
International	Data	Transfer	Agreement	/	Addendum	(	,	or	UK	IDTA)	has	been	put	in	place).	Where	relying	on	the	SCCs	or	UK
IDTA	for	data	transfers,	we	may	also	be	required	to	carry	out	transfer	impact	assessments	to	assess	whether	the	recipient	is
subject	to	local	laws	which	allow	public	authority	access	to	personal	data.	Any	inability	to	transfer	personal	data	from	the	EEA
and	UK	to	the	United	States	in	compliance	with	data	protection	laws	may	impede	our	ability	to	conduct	trials	and	may	adversely
affect	our	business	and	financial	position.	Failure	to	comply	with	the	GDPR,	and	any	supplemental	EEA	Member	State	or	UK
national	data	protection	laws	which	may	apply	by	virtue	of	the	location	of	the	individuals	whose	personal	data	we	collect,	may
result	in	substantial	penalties	to	which	we	could	be	subject	in	the	event	of	any	non-	compliance,	including	potential	fines	of	up
to	the	greater	of	€	20	million	(£	17.	5	million	under	the	UK	GDPR)	or	up	to	4	%	of	our	total	worldwide	annual	turnover	for	more
serious	offenses.	The	GDPR	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	damages	resulting	from	violations
of	the	GDPR.	While	we	have	implemented	procedures	to	comply	with	the	GDPR,	maintaining	ongoing	compliance	with	these
regulations	will	be	a	rigorous	and	time-	intensive	process	that	we	expect	will	increase	our	cost	of	doing	business	and	require	us
to	continue	to	change	certain	of	our	business	practices,	and	despite	those	efforts,	there	is	a	risk	that	we	may	be	subject	to	fines
and	penalties,	litigation,	and	reputational	harm	in	connection	with	our	European	activities.	Further,	many	countries	interpret	the
application	of	the	provisions	of	the	EU	GDPR	in	a	different	manner,	making	compliance	in	certain	countries	and	across	the
EEA	challenging.	The	UK’	s	data	protection	regime	,	which	is	independent	from	but	aligned	to	the	EU’	s	data	protection	regime.



Although	the	UK	is	regarded	as	a	third	country	under	the	EU’	s	GDPR,	the	European	Commission	has	issued	a	decision
recognizing	the	UK	as	providing	adequate	protection	under	the	EU	GDPR	(Adequacy	Decision)	and,	therefore,	transfers	of
personal	data	originating	in	the	EEA	to	the	UK	remain	unrestricted.	The	UK	government	has	confirmed	that	personal	data
transfers	from	the	UK	to	the	EEA	remain	free	flowing.	The	However,	the	UK	Government	government	is	planning	has	also
now	introduced	a	Data	Protection	and	Digital	Information	Bill	(UK	Bill)	into	the	UK	legislative	process	to	reform	its	the	UK’	s
data	protection	regime	following	Brexit	law	with	the	Data	(Use	and	Access)	Bill,	which	it	introduced	to	Parliament	on
October	24,	2024	.	If	passed,	the	final	version	of	the	UK	Bill	may	have	the	effect	of	further	altering	the	similarities	between	the
UK	and	EEA	data	protection	regime	and	threaten	the	UK	adequacy	decision	from	the	European	Commission.	The	respective
provisions	and	enforcement	of	the	EU	GDPR	and	UK	GDPR	may	further	diverge	in	the	future	and	create	additional	regulatory
challenges	and	uncertainties.	This	lack	of	clarity	on	future	UK	laws	and	regulations	and	their	interaction	with	EU	laws	and
regulations	could	add	legal	risk,	complexity	and	cost	to	our	handling	of	personal	data	and	our	privacy	and	data	security
compliance	programs	and	could	require	us	to	implement	different	compliance	measures	for	the	UK	and	the	EEA.	Laws	and
regulations	governing	any	international	operations	we	may	have	in	the	future	may	preclude	us	from	developing,	manufacturing
and	selling	certain	products	outside	of	the	United	States	and	require	us	to	develop	and	implement	costly	compliance	programs.
As	we	expand	our	operations	outside	of	the	United	States,	we	must	dedicate	additional	resources	to	comply	with	numerous	laws
and	regulations	in	each	jurisdiction	in	which	we	plan	to	operate.	The	Foreign	Corrupt	Practices	Act,	or	FCPA,	prohibits	any	U.
S.	individual	or	business	from	paying,	offering,	authorizing	payment	or	offering	of	anything	of	value,	directly	or	indirectly,	to
any	foreign	official,	political	party	or	candidate	for	the	purpose	of	influencing	any	act	or	decision	of	the	foreign	entity	in	order	to
assist	the	individual	or	business	in	obtaining	or	retaining	business.	The	FCPA	also	obligates	companies	whose	securities	are
listed	in	the	United	States	to	comply	with	certain	accounting	provisions	requiring	the	company	to	maintain	books	and	records
that	accurately	and	fairly	reflect	all	transactions	of	the	corporation,	including	international	subsidiaries,	and	to	devise	and
maintain	an	adequate	system	of	internal	accounting	controls	for	international	operations.	Compliance	with	the	FCPA	is
expensive	and	difficult,	particularly	in	countries	in	which	corruption	is	a	recognized	problem.	In	addition,	the	FCPA	presents
particular	challenges	in	the	pharmaceutical	industry,	because,	in	many	countries,	hospitals	are	operated	by	the	government,	and
doctors	and	other	hospital	employees	are	considered	foreign	officials.	Certain	payments	to	hospitals	in	connection	with	clinical
trials	and	other	work	have	been	deemed	to	be	improper	payments	to	government	officials	and	have	led	to	FCPA	enforcement
actions.	Various	laws,	regulations	and	executive	orders	also	restrict	the	use	and	dissemination	outside	of	the	United	States,	or
the	sharing	with	certain	non-	U.	S.	nationals,	of	information	classified	for	national	security	purposes,	as	well	as	certain	products
and	technical	data	relating	to	those	products.	If	we	expand	our	presence	outside	of	the	United	States,	it	will	require	us	to
dedicate	additional	resources	to	comply	with	these	laws,	and	these	laws	may	preclude	us	from	developing,	manufacturing,	or
selling	certain	products	and	product	candidates	outside	of	the	United	States,	which	could	limit	our	growth	potential	and	increase
our	development	costs.	The	failure	to	comply	with	laws	governing	international	business	practices	may	result	in	substantial	civil
and	criminal	penalties	and	suspension	or	debarment	from	government	contracting.	The	SEC	also	may	suspend	or	bar	issuers
from	trading	securities	on	U.	S.	exchanges	for	violations	of	the	FCPA’	s	accounting	provisions.	Significant	political,	trade,
regulatory	developments,	and	other	circumstances	beyond	our	control,	could	have	a	material	adverse	effect	on	our
financial	condition	or	results	of	operations.	We	operate	globally	and,	if	approved,	we	may	sell	our	products	in	countries
throughout	the	world.	Significant	political,	trade,	or	regulatory	developments	in	the	jurisdictions	in	which	we	conduct
clinical	trials,	where	we	may	seek	to	obtain	approval	of	our	products	or	where	may	sell	our	products	(if	approved	by
regulatory	authorities	for	sale),	such	as	those	stemming	from	the	change	in	U.	S.	federal	administration,	are	difficult	to
predict	and	may	have	a	material	adverse	effect	on	us	and	our	operations.	Similarly,	changes	in	U.	S.	federal	policy	that
affect	the	geopolitical	landscape	could	give	rise	to	circumstances	outside	our	control	that	could	have	negative	impacts	on
our	business	operations.	For	example,	on	February	1,	2025,	the	U.	S.	imposed	a	25	%	tariff	on	imports	from	Canada	and
Mexico,	which	were	subsequently	suspended	for	a	period	of	one	month,	and	a	10	%	additional	tariff	on	imports	from
China	(we	obtain	certain	drug	product	and	API	from	vendors	in	China	andour	sole	supplier	of	API	is	located	in	China).
Historically,	tariffs	have	led	to	increased	trade	and	political	tensions.	In	response	to	tariffs,	other	countries	have
implemented	retaliatory	tariffs	on	U.	S.	goods.	Political	tensions	as	a	result	of	trade	policies	could	reduce	trade	volume,
investment,	technological	exchange	and	other	economic	activities	between	major	international	economies,	resulting	in	a
material	adverse	effect	on	global	economic	conditions	and	the	stability	of	global	financial	markets.	Any	changes	in
political,	trade,	regulatory,	and	economic	conditions,	including	U.	S.	trade	policies,	could	have	a	material	adverse	effect
on	our	financial	condition	or	results	of	operations.	Risks	Relating	Related	to	Employee	Matters	and	Managing	Anticipated
Growth	Our	future	success	depends	on	our	ability	to	retain	key	executives	and	experienced	scientists	and	to	attract,	retain	and
motivate	qualified	personnel.	We	are	highly	dependent	on	many	of	our	key	employees	and	members	of	our	executive
management	team	as	well	as	the	other	principal	members	of	our	management,	scientific	and	clinical	team.	Although	we	have
entered	into	employment	letter	agreements	with	certain	of	our	executive	officers,	each	of	them	may	terminate	their	employment
with	us	at	any	time.	We	do	not	maintain	“	key	person	”	insurance	for	any	of	our	executives	or	other	employees.	In	addition,	we
rely	on	consultants	and	advisors,	including	scientific	and	clinical	advisors,	to	assist	us	in	formulating	our	research	and
development	and	clinical	trial	and	commercialization	strategies.	Our	consultants	and	advisors	may	be	employed	by	employers
other	than	us	and	may	have	commitments	under	consulting	or	advisory	contracts	with	other	entities	that	may	limit	their
availability	to	us.	If	we	are	unable	to	continue	to	attract	and	retain	high	quality	personnel,	our	ability	to	pursue	our	growth
strategy	will	be	limited.	Recruiting	and	retaining	qualified	scientific,	clinical,	medical,	regulatory,	manufacturing	and	sales	and
marketing	personnel	is	will	also	be	critical	to	our	success.	The	loss	of	the	services	of	our	executive	officers	or	other	key
employees,	including	temporary	loss	due	to	illness,	could	impede	the	achievement	of	our	research,	development	and
commercialization	objectives	and	seriously	harm	our	ability	to	successfully	implement	our	business	strategy.	Furthermore,



replacing	executive	officers	and	key	employees	may	be	difficult	and	may	take	an	extended	period	of	time	because	of	the	limited
number	of	individuals	in	our	industry	with	the	breadth	of	skills	and	experience	required	to	successfully	develop,	gain	regulatory
approval	of	and	commercialize	products.	Competition	to	hire	from	this	limited	pool	is	intense,	and	we	may	be	unable	to	hire,
train,	retain	or	motivate	these	key	personnel	on	acceptable	terms	given	the	competition	among	numerous	pharmaceutical	and
biotechnology	companies	for	similar	personnel.	We	also	experience	competition	for	the	hiring	of	scientific,	medical	and	clinical
personnel	from	universities	and	research	institutions.	Failure	to	provide	evidence	of	safety	and	efficacy	of	our	product	candidates
in	clinical	trials	and	advance	such	candidates	into	registrational	clinical	trials,	or	delays	experienced	in	such	clinical	trials,
may	make	it	more	challenging	to	recruit	and	retain	qualified	scientific	personnel.	In	particular,	we	have	experienced	a	very
competitive	hiring	environment	in	Boston	and	Cambridge,	Massachusetts.	Many	of	the	other	pharmaceutical	companies	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.	They	also	may	provide	more	diverse	opportunities	and	better	chances	for	career	advancement.	Some	of
these	characteristics	may	be	more	appealing	to	high-	quality	candidates	than	what	we	have	to	offer.	If	we	are	unable	to	continue
to	attract	and	retain	high-	quality	personnel,	the	rate	and	success	with	which	we	can	discover	and	develop	product	candidates
and	our	business	will	be	limited.	We	may	be	unable	to	adequately	protect	our	information	technology	systems	from
cyberattacks,	cyber	intrusions	or	otherwise	which	could	result	in	damage	to	our	information	technology	system	and
unauthorized	disclosure	or	use	of	confidential	or	proprietary	information,	including	personal	data.	We	rely	on	information
technology	systems	that	we	or	our	third-	party	providers	operate	to	process,	transmit	and	store	electronic	health	information	in
our	day-	to-	day	operations.	In	connection	with	our	clinical	trials,	we	(and	our	third	party	processors	assisting	with	the	clinical
trials)	may	have	access	to	or	store	clinical	and	health	information	of	the	patients	participating	in	the	trials	and	such	information
may	be	accessed	as	result	of	a	cyberattack,	cyber	intrusion	or	otherwise.	A	security	breach,	incident	or	compromise,	whether
through	a	successful	cyberattack,	cyber	intrusion	or	otherwise,	could	result	in	the	theft	or	destruction	of	intellectual	property,
data,	or	other	misappropriation	of	assets,	or	otherwise	compromise	our	confidential	or	proprietary	information	and	disrupt	our
operations.	Cyberattacks	are	increasing	in	their	frequency,	sophistication	and	intensity,	and	have	become	increasingly	difficult
to	detect.	Cyberattacks	could	include	wrongful	conduct	by	hostile	foreign	governments,	industrial	espionage,	wire	fraud	and
other	forms	of	cyber	fraud,	the	deployment	of	harmful	malware,	computer	viruses,	denial-	of-	service,	social	engineering	tactics
or	other	means	to	threaten	the	security,	confidentiality,	integrity	and	availability	of	our	information	technology	systems	and
data.	A	security	breach,	incident	or	compromise,	whether	through	a	successful	cyberattack	or	otherwise,	could	cause	serious
negative	consequences	for	us,	including,	without	limitation,	the	disruption	of	operations,	the	misappropriation	of	confidential
business	information,	including	the	compounds	we	are	developing,	our	screening	platform	technology,	financial	information,
trade	secrets,	financial	loss	and	the	disclosure	of	corporate	strategic	plans.	Although	we	have	implemented	various	measures
designed	to	protect	our	information	technology	systems,	there	can	be	no	assurance	that	our	efforts	will	prevent	security
breaches,	incidents	or	other	compromises	that	would	result	in	business,	legal,	financial	or	reputational	harm	to	us,	or	would	have
a	material	adverse	effect	on	our	results	of	operations	and	financial	condition.	Any	failure	to	prevent	or	mitigate	security
breaches,	incidents	or	compromises	could	lead	to	improper	access	to,	use	of,	or	disclosure	of	our	proprietary	or	confidential
information	(including	clinical	data	or	patients’	personal	data)	and	could	result	in	significant	liability	under	various	data
protection	laws,	including	state	(e.	g.,	state	breach	notification	laws),	federal	(e.	g.,	HIPAA,	as	amended	by	HITECH),	and
international	laws	(e.	g.,	the	GDPR)	and	may	cause	a	material	adverse	impact	to	our	reputation,	affect	our	ability	to	continue
existing	clinical	trials	and	conduct	new	studies	clinical	trials	and	potentially	disrupt	our	business.	We	rely	on	our	third-	party
providers	to	implement	effective	security	measures	and	identify	and	correct	for	any	such	failures,	deficiencies	or	breaches	of	our
systems.	If	we	or	our	third-	party	providers	fail	to	maintain	or	protect	our	information	technology	systems	and	data	integrity
effectively	or	fail	to	anticipate,	plan	for	or	manage	significant	disruptions	to	our	information	technology	systems,	we	or	our
third-	party	providers	could	have	difficulty	preventing,	detecting	and	controlling	such	cyber-	attacks	and	any	such	attacks	could
result	in	the	losses	described	above	as	well	as	disputes	with	physicians,	patients	and	our	partners	and	collaborators	,	regulatory
sanctions	or	penalties,	increases	in	operating	and	expenses,	other	expenses	or	lost	revenue	or	other	adverse	consequences,	any
of	which	could	have	a	material	adverse	effect	on	our	business,	results	of	operations,	financial	condition,	prospects	and	cash
flows.	Any	failure	by	such	third	parties	to	prevent	or	mitigate	security	breaches,	incidents	or	compromises,	or	any	improper
access	to	or	disclosure	of	proprietary	or	confidential	information,	could	have	adverse	consequences	for	our	business	and	our
reputation.	If	we	are	unable	to	prevent	or	mitigate	the	impact	of	such	security	breaches,	incidents,	or	other	compromises,	we
could	be	exposed	to	litigation	and	governmental	investigations	and	related	fines	and	penalties.	Several	U.	S.	states	have	passed
or	enacted	comprehensive	privacy	laws.	In	California,	which	enacted	the	California	Consumer	Privacy	Act,	or	CCPA	(	and	its
amendments	)	,	requires	covered	businesses	to	comply	with	specific	privacy	and	security	obligations	regarding	their	handling	of
personal	information	of	California	consumers	residents	,	such	as	providing	the	ability	to	opt-	out	of	certain	sales	or	transfers	of
their	personal	information	to	third	parties	.	The	CCPA	provides	for	civil	penalties	for	violations,	as	well	as	a	private	right	of
action	for	certain	types	of	data	breaches.	Various	A	number	of	other	U.	S.	states	have	passed	or	enacted	comprehensive	privacy
legislation	which	laws	that	are	similar	to	the	CCPA,	but	contain	several	key	differences	in	their	scope	,	application	and
enforcement	,	which	may	complicate	our	efforts	and	require	additional	resources	and	expenses	in	our	effort	to	comply	with	them
.	Such	Similar	comprehensive	consumer	privacy	laws	have	been	proposed	in	numerous	other	states.	Such	proposed	legislation,
if	enacted,	may	add	additional	complexity,	variation	in	requirements,	restrictions	and	potential	legal	risk,	require	additional
investment	of	resources	in	compliance	programs,	impact	strategies	and	the	availability	of	previously	useful	data	and	could	result
in	increased	compliance	costs	and	/	or	changes	in	our	business	practices	and	policies.	There	are	also	states	that	are	specifically
regulating	health	information.	For	example,	in	2023,	Washington	state	State	recently	passed	a	’	s	My	health	Health	My	Data
Act	privacy	law	that	will	regulate	the	collection	and	sharing	of	health	information,	and	the	law	also	has	a	private	right	of	action	,
which	further	increases	entered	into	force	on	March	31,	2024,	expands	the	definition	of	relevant	compliance	risk.



Connecticut	and	Nevada	have	also	passed	similar	laws	regulating	consumer	health	data	.	In	addition	,	affords	consumers	with
other	states	have	proposed	and	/	or	passed	legislation	that	regulates	the	privacy	rights	and	creates	/	or	security	of	certain
specific	types	of	information.	For	example,	a	small	number	private	right	of	states	have	passed	laws	that	regulate	biometric	data
specifically	action,	which	could	increase	the	risk	of	litigation	.	These	various	privacy	and	security	laws	may	impact	our
business	activities,	including	our	identification	of	research	subjects	patients	who	meet	the	inclusion	criteria	for	our	clinical
trials	,	relationships	with	business	partners	and	ultimately	the	marketing	and	distribution	of	our	products	(	.	State	laws	are
changing	rapidly	and	there	is	discussion	in	the	U.	S.	Congress	of	a	new	comprehensive	federal	data	privacy	law	to	which	we
may	likely	become	subject,	if	approved	by	enacted.	These	laws	demonstrate	our	vulnerability	to	the	evolving	regulatory
authorities)	environment	related	to	personal	data	.	As	we	expand	our	operations,	these	and	similar	laws	may	increase	our
compliance	costs	and	potential	liability.	If	we	or	,	third-	party	CMOs,	CROs	or	other	contractors	or	consultants	fail	to	comply
with	U.	S.	and	international	data	protection	laws	and	regulations,	we	could	face	government	enforcement	actions	(which	could
include	civil	or	criminal	penalties)	or	private	litigation,	which	would	require	additional	investment	of	resources,	limit	our	ability
to	use	personal	data,	and	result	in	adverse	publicity	which	could	negatively	affect	our	operating	results	and	business.	Claims	that
we	or	our	third-	party	service	providers	have	violated	individuals’	privacy	rights,	failed	to	comply	with	data	protection	laws,	or
breached	our	contractual	obligations,	even	if	we	are	not	found	liable,	could	result	in	adverse	publicity	that	could	harm	our
business,	increase	our	costs	and	negatively	affect	our	reputation.	Additionally	in	the	EU,	the	NIS	2	Directive,	or	NIS	2,	is
replacing	the	cybersecurity	legal	framework	under	the	current	NIS	framework,	aiming	to	ensure	a	high	level	of
cybersecurity	in	the	region.	NIS	2	brings	new	medium	and	large	organizations	providing	services	in	the	EU	within	scope
of	the	legal	framework.	It	extends	to	additional	sectors	and	expands	the	list	of	in-	scope	healthcare	organizations,
including	to	certain	providers	engaged	in	research	and	development	of	medicinal	products.	The	new	regime	imposes
direct	obligations	on	management	in	respect	of	an	in-	scope	organization'	s	compliance	with	NIS	2,	requires	covered
organizations	to	put	in	place	certain	cyber	risk	management	measures,	strengthens	incident	reporting	requirements	and
provides	supervisory	authorities	with	greater	oversight.	The	majority	of	obligations	will	come	into	force	when	national
legislation	implementing	NIS	2	becomes	effective	in	the	relevant	EU	Member	State.	EU	Member	States	had	until	17
October	2024	to	transpose	NIS	2	into	national	legislation,	although	many	countries	have	still	not	completed	the
transposition.	As	such,	the	cybersecurity	regulatory	landscape	in	the	EU	is	currently	fragmented	and	uncertain.	To	the
extent	we	are	subject	to	NIS	2,	we	will	require	additional	investment	of	our	resources	in	compliance	programs	and	will
potentially	come	under	greater	regulatory	scrutiny.	Under	NIS	2	companies	may	be	subject	to	administrative	fines	of	up
to	the	higher	amount	of	€	10	million	or	2	%	of	worldwide	turnover.	Artificial	intelligence	presents	risks	and	challenges	that
can	impact	our	business	including	by	posing	security	risks	to	our	confidential	information,	proprietary	information,	and	personal
data.	Issues	in	the	development	and	use	of	artificial	intelligence,	or	AI,	combined	with	an	uncertain	regulatory	environment,
may	result	in	reputational	harm,	liability	or	other	adverse	consequences	to	our	business	operations.	As	with	many	technological
innovations,	artificial	intelligence	presents	risks	and	challenges	that	could	impact	our	business.	We	utilize	third	parties	in
connection	with	machine	learning	initiatives	and	may	integrate	generative	artificial	intelligence	tools	into	our	systems	for
specific	use	cases	reviewed	by	legal	and	information	security	.	In	addition,	our	vendors	may	incorporate	generative	artificial
intelligence	tools	into	their	offerings	without	disclosing	this	use	to	us,	and	the	providers	of	these	generative	artificial	intelligence
tools	,	and	vendors	used	by	us	in	connection	with	machine	learning	initiatives,	may	not	meet	existing	or	rapidly	evolving
regulatory	or	industry	standards	with	respect	to	privacy	and	data	protection	and	may	inhibit	our	or	our	vendors’	ability	to
maintain	an	adequate	level	of	service	and	experience.	If	we,	our	vendors,	or	our	third-	party	partners	experience	an	actual	or
perceived	breach	or	privacy	or	security	incident	because	of	the	use	of	generative	artificial	intelligence,	we	may	lose	valuable
intellectual	property	and	confidential	information	and	our	reputation	and	the	public	perception	of	the	effectiveness	of	our
security	measures	could	be	harmed.	We	also	expect	to	see	increasing	government	and	supranational	regulation	related	to
artificial	intelligence	use	and	ethics,	which	may	also	significantly	increase	the	burden	and	cost	of	research,	development	and
compliance	in	this	area.	For	example,	the	EU’	s	Artificial	Intelligence	Act	(AI	Act)	—	the	world’	s	first	comprehensive	AI	law
—	is	anticipated	to	enter	entered	into	force	in	Spring	August	2024	and,	with	some	exceptions,	become	effective	24	months
thereafter.	This	legislation	imposes	significant	obligations	on	providers	and	deployers	of	high	risk	artificial	intelligence	systems,
and	encourages	providers	and	deployers	of	artificial	intelligence	systems	to	account	for	EU	ethical	principles	in	their
development	and	use	of	these	systems.	If	we	develop	or	use	AI	systems	that	are	governed	by	the	AI	Act,	it	may	necessitate
ensuring	higher	standards	of	data	quality,	transparency,	and	human	oversight,	as	well	as	adhering	to	specific	and	potentially
burdensome	and	costly	ethical,	accountability,	and	administrative	requirements.	Furthermore,	in	the	U.	S.,	a	number	of	states
have	proposed	and	passed	laws	regulating	various	uses	of	AI,	and	federal	regulators	have	issued	guidance	affecting	the
use	of	AI	in	regulated	sectors.	The	rapid	evolution	of	AI	will	require	the	application	of	significant	resources	to	design,
develop,	test	and	maintain	our	products	and	services	to	help	ensure	that	AI	is	implemented	in	accordance	with
applicable	law	and	regulation	and	in	a	socially	responsible	manner	and	to	minimize	any	real	or	perceived	unintended
harmful	impacts.	Our	vendors	may	in	turn	incorporate	AI	tools	into	their	offerings,	and	the	providers	of	these	AI	tools
may	not	meet	existing	or	rapidly	evolving	regulatory	or	industry	standards,	including	with	respect	to	privacy	and	data
security.	Further,	bad	actors	around	the	world	use	increasingly	sophisticated	methods,	including	the	use	of	AI	artificial
intelligence	,	to	engage	in	illegal	activities	involving	the	theft	and	misuse	of	personal	information,	confidential	information,	and
intellectual	property.	Any	of	these	outcomes	could	damage	our	reputation,	result	in	the	loss	of	valuable	property	and
information,	and	adversely	impact	our	business.	We	expect	to	expand	our	development	and	regulatory	capabilities	and
potentially	implement	sales,	marketing	and	distribution	capabilities,	and	as	a	result,	we	may	encounter	difficulties	in	managing
our	growth,	which	could	disrupt	our	operations.	As	of	December	31,	2023	2024	,	we	had	140	155	full-	time	employees.	We
expect	to	experience	significant	growth	in	the	number	of	our	employees	and	the	scope	of	our	operations,	particularly	as	we



function	as	a	public	company	and	in	the	areas	of	product	development	and	strategy,	clinical	trial	operations	,	regulatory
affairs	and,	if	any	of	our	product	candidates	receives	regulatory	approval,	sales,	medical	affairs,	marketing	and	distribution.	To
manage	our	anticipated	future	growth,	we	must	continue	to	implement	and	improve	our	managerial,	operational	and	financial
systems,	expand	our	facilities	and	continue	to	recruit	and	train	additional	qualified	personnel.	Due	to	our	limited	financial
resources,	we	may	not	be	able	to	effectively	manage	the	planned	expansion	of	our	operations	or	recruit	and	train	additional
qualified	personnel.	The	expansion	of	our	operations	may	lead	to	significant	costs	and	may	divert	our	management	and	business
development	resources.	Any	inability	to	manage	growth	could	delay	the	execution	of	our	business	plans	or	disrupt	our
operations.	We	may	acquire	additional	businesses	or	products,	form	strategic	alliances	or	create	joint	ventures	with	third	parties
that	we	believe	will	complement	or	augment	our	existing	business.	If	we	acquire	businesses	with	promising	markets	or
technologies,	we	may	not	be	able	to	realize	the	benefit	of	acquiring	such	businesses	if	we	are	unable	to	successfully	integrate
them	with	our	existing	operations	and	company	culture.	We	may	encounter	numerous	difficulties	in	developing,	manufacturing
and	marketing	any	new	products	resulting	from	a	strategic	alliance	or	acquisition	that	delay	or	prevent	us	from	realizing	their
expected	benefits	or	enhancing	our	business.	We	cannot	assure	you	that,	following	any	such	acquisition,	we	will	achieve	the
expected	synergies	to	justify	the	transaction.	Risks	Related	to	Our	Common	Stock	Our	principal	stockholders	own	a	significant
percentage	of	our	stock	and	will	be	able	to	exert	significant	control	over	matters	subject	to	stockholder	approval.	Based	on	our
common	stock	outstanding	as	of	December	31,	2023	2024	,	a	limited	number	of	shareholders	hold	greater	than	a	majority	of	our
outstanding	voting	stock.	These	stockholders,	acting	together,	would	be	able	to	significantly	influence	all	matters	requiring
stockholder	approval.	For	example,	these	stockholders	would	be	able	to	significantly	influence	elections	of	directors,
amendments	of	our	organizational	documents,	or	approval	of	any	merger,	sale	of	assets,	or	other	major	corporate	transaction.
These	stockholders	may	have	interests,	with	respect	to	their	common	stock,	that	are	different	from	those	of	other	investors	and
the	concentration	of	voting	power	among	these	stockholders	may	have	an	adverse	effect	on	the	price	of	our	common	stock.	In
addition,	this	concentration	of	ownership	might	adversely	affect	the	market	price	of	our	common	stock	by	delaying,	deferring	or
preventing	a	change	of	control	of	us,	impeding	a	merger,	consolidation,	takeover	or	other	business	combination	involving	us	or
discouraging	a	potential	acquirer	from	making	a	tender	offer	or	otherwise	attempting	to	obtain	control	of	us.	Our	ability	to	utilize
our	net	operating	loss	carryforwards	and	certain	other	tax	attributes	may	be	limited.	Under	Sections	382	and	383	of	the	Internal
Revenue	Code,	as	amended,	or	the	Code,	if	a	corporation	undergoes	an	“	ownership	change	”	(generally	defined	as	a	greater
than	50	percentage	point	change	(by	value)	in	the	ownership	of	its	equity	over	a	three-	year	period),	the	corporation’	s	ability	to
use	its	pre-	change	net	operating	loss	carryforwards	and	certain	other	pre-	change	tax	attributes	to	offset	its	post-	change	income
may	be	limited.	We	have	experienced	such	ownership	changes	in	the	past,	and	we	may	experience	ownership	changes	in	the
future	as	a	result	of	shifts	in	our	stock	ownership,	some	of	which	are	outside	our	control.	The	Company	has	performed	an
analysis	of	ownership	changes	through	December	31,	2021,	and	determined	that	on	February	6,	2017	and	August	17,	2020,
ownership	changes	had	occurred.	Based	on	this	analysis,	the	Company’	s	ability	to	use	its	pre-	change	tax	attributes	to	offset
federal	and	state	taxable	income	are	subject	to	annual	limitations	and	a	portion	of	the	attributes	generated	prior	to	February	6,
2017,	will	expire	unutilized,	which	could	potentially	result	in	an	increased	future	tax	liability.	The	Company	has	previously
adjusted	its	deferred	tax	assets	and	valuation	allowance	balance	for	the	affected	tax	attribute	carryforwards	to	reflect	the
expiration	of	the	attributes	.	There	have	been	no	changes	to	the	limitations	as	of	December	31,	2024	.	Federal	net	operating
loss	carryforwards	generated	in	taxable	years	beginning	after	December	31,	2017	will	not	be	subject	to	expiration.	However,	any
such	net	operating	loss	carryforwards	may	only	offset	80	%	of	our	annual	taxable	income	in	taxable	years	beginning	after
December	31,	2020.	There	is	also	a	risk	that	due	to	regulatory	changes,	such	as	suspensions	on	the	use	of	net	operating	loss
carryforwards	or	other	unforeseen	reasons,	our	existing	net	operating	loss	carryforwards	could	expire	or	otherwise	be
unavailable	to	offset	future	income	tax	liabilities,	including	for	state	tax	purposes.	In	future	years,	if	and	when	a	net	deferred	tax
asset	is	recognized	related	to	our	net	operating	loss	carryforwards,	the	changes	in	the	carryforward	/	carryback	periods	as	well	as
the	new	limitation	on	use	of	net	operating	loss	carryforwards	may	significantly	impact	our	valuation	allowance	assessments	for
net	operating	loss	carryforwards.	For	these	reasons,	we	may	not	be	able	to	utilize	some	portion	of	our	net	operating	loss
carryforwards,	none	of	which	are	currently	reflected	on	our	balance	sheet,	even	if	we	attain	profitability.	Anti-	takeover
provisions	in	our	charter	documents	and	under	Delaware	law	could	make	an	acquisition	of	us,	which	may	be	beneficial	to	our
stockholders,	more	difficult	and	may	prevent	attempts	by	our	stockholders	to	replace	or	remove	our	current	management.	Our
certificate	of	incorporation	and	bylaws	contain	provisions	that	could	delay	or	prevent	a	change	of	control	of	our	company	or
changes	in	our	board	of	directors	that	our	stockholders	might	consider	favorable.	Some	of	these	provisions	include:	�	a	board
of	directors	divided	into	three	classes	serving	staggered	three-	year	terms,	such	that	not	all	members	of	the	board	will	be	elected
at	one	time;	�	a	prohibition	on	stockholder	action	through	written	consent,	which	requires	that	all	stockholder	actions	be	taken
at	a	meeting	of	our	stockholders;	�	a	requirement	that	special	meetings	of	the	stockholders	may	be	called	only	by	the	board	of
directors	acting	pursuant	to	a	resolution	approved	by	the	affirmative	vote	of	a	majority	of	the	directors	then	in	office,	and	special
meetings	of	stockholders	may	not	be	called	by	any	other	person	or	persons;	�	advance	notice	requirements	for	stockholder
proposals	and	nominations	for	election	to	our	board	of	directors;	�	a	requirement	that	no	member	of	our	board	of	directors	may
be	removed	from	office	by	our	stockholders	except	for	cause	and	then,	in	addition	to	any	other	vote	required	by	law,	only	upon
the	approval	of	not	less	than	66	2	/	3	%	of	all	outstanding	shares	of	our	capital	stock	then	entitled	to	vote	in	the	election	of
directors;	�	supermajority	voting	requirements	to	amend	our	bylaws	by	stockholder	action	(unless	our	board	recommends	that
our	stockholders	approve	such	amendment	(s))	and	to	amend	specific	provisions	of	our	certificate	of	incorporation;	and	�	the
authority	of	the	board	of	directors	to	issue	preferred	stock	on	terms	determined	by	the	board	of	directors	without	stockholder
approval,	which	preferred	stock	may	include	rights	superior	to	the	rights	of	the	holders	of	common	stock.	These	anti-	takeover
provisions	and	other	provisions	in	our	certificate	of	incorporation	and	bylaws	could	make	it	more	difficult	for	stockholders	or
potential	acquirers	to	obtain	control	of	our	board	of	directors	or	initiate	actions	that	are	opposed	by	the	then-	current	board	of



directors	and	could	also	delay	or	impede	a	merger,	tender	offer	or	proxy	contest	involving	our	company.	These	provisions	could
also	discourage	proxy	contests	and	make	it	more	difficult	for	you	and	other	stockholders	to	elect	directors	of	your	choosing	or
cause	us	to	take	other	corporate	actions	you	desire.	Any	delay	or	prevention	of	a	change	of	control	transaction	or	changes	in	our
board	of	directors	could	cause	the	market	price	of	our	common	stock	to	decline.	Our	bylaws	designate	specific	courts	as	the
exclusive	forum	for	certain	litigation	that	may	be	initiated	by	our	stockholders,	which	could	limit	our	stockholders’	ability	to
obtain	a	favorable	judicial	forum	for	disputes	with	us.	Pursuant	to	our	bylaws,	unless	we	consent	in	writing	to	the	selection	of	an
alternative	forum,	the	Court	of	Chancery	of	the	State	of	Delaware	shall	be	the	sole	and	exclusive	forum	for	any	state	law	claims
for	(i)	any	derivative	action	or	proceeding	brought	on	our	behalf,	(ii)	any	action	asserting	a	claim	of	breach	of	a	fiduciary	duty
owed	by	any	of	our	directors,	officers,	or	other	employees	to	us	or	our	stockholders,	(iii)	any	action	asserting	a	claim	arising
pursuant	to	any	provision	of	the	General	Corporation	Law	of	the	State	of	Delaware,	or	the	DGCL,	or	our	certificate	of
incorporation	or	bylaws	(including	the	interpretation,	validity	or	enforceability	thereof),	or	(iv)	any	action	asserting	a	claim
governed	by	the	internal	affairs	doctrine.	We	refer	to	the	foregoing	provision	as	the	Delaware	Forum	Provision.	The	Delaware
Forum	Provision	will	not	apply	to	any	causes	of	action	arising	under	the	Securities	Act	or	the	Exchange	Act.	Our	bylaws	further
provide	that	unless	we	consent	in	writing	to	the	selection	of	an	alternative	forum,	the	federal	district	courts	of	the	United	States
shall	be	the	sole	and	exclusive	forum	for	resolving	any	complaint	asserting	a	cause	of	action	arising	under	the	Securities	Act.
We	refer	to	such	provision	as	the	Federal	Forum	Provision.	Our	bylaws	provide	that	any	person	or	entity	purchasing	or
otherwise	acquiring	any	interest	in	shares	of	our	capital	stock	is	deemed	to	have	notice	of	and	consented	to	the	Delaware	Forum
Provision	and	the	Federal	Forum	Provision;	provided,	however,	that	stockholders	cannot	and	will	not	be	deemed	to	have	waived
our	compliance	with	the	U.	S.	federal	securities	laws	and	the	rules	and	regulations	thereunder.	The	Delaware	Forum	Provision
and	the	Federal	Forum	Provision	in	our	bylaws	may	impose	additional	litigation	costs	on	stockholders	in	pursuing	any	such
claims.	Additionally,	these	forum	selection	clauses	may	limit	our	stockholders’	ability	to	bring	a	claim	in	a	judicial	forum	that
they	find	favorable	for	disputes	with	us	or	our	directors,	officers	or	employees,	which	may	discourage	the	filing	of	lawsuits
against	us	and	our	directors,	officers	and	employees,	even	though	an	action,	if	successful,	might	benefit	our	stockholders.	While
the	Delaware	Supreme	Court	and	courts	in	other	states	have	upheld	federal	forum	selection	provisions	purporting	to	require
claims	under	the	Securities	Act	be	brought	in	federal	court,	there	is	uncertainty	as	to	whether	other	courts	will	enforce	our
Federal	Forum	Provision.	If	the	Federal	Forum	Provision	is	found	to	be	unenforceable,	we	may	incur	additional	costs	associated
with	resolving	such	matters.	The	Federal	Forum	Provision	may	also	impose	additional	litigation	costs	on	us	and	/	or	our
stockholders	who	assert	that	the	provision	is	not	enforceable	or	invalid.	The	Court	of	Chancery	of	the	State	of	Delaware	and	the
federal	district	courts	of	the	United	States	may	also	reach	different	judgments	or	results	than	would	other	courts,	including
courts	where	a	stockholder	considering	an	action	may	be	located	or	would	otherwise	choose	to	bring	the	action,	and	such
judgments	may	be	more	or	less	favorable	to	us	than	our	stockholders.	We	are	subject	to	certain	U.	S.	and	foreign	anti-
corruption,	anti-	money	laundering,	export	control,	sanctions,	and	other	trade	laws	and	regulations.	We	can	face	serious
consequences	for	violations.	Among	other	matters,	U.	S.	and	foreign	anti-	corruption,	anti-	money	laundering,	export	control,
sanctions,	and	other	trade	laws	and	regulations,	which	are	collectively	referred	to	as	Trade	Laws,	prohibit	companies	and	their
employees,	agents,	clinical	research	organizations,	legal	counsel,	accountants,	consultants,	contractors,	and	other	partners	and
representatives	from	authorizing,	promising,	offering,	providing,	soliciting,	or	receiving	directly	or	indirectly,	corrupt	or
improper	payments	or	anything	else	of	value	to	or	from	recipients	in	the	public	or	private	sector.	Violations	of	Trade	Laws	can
result	in	substantial	criminal	fines	and	civil	penalties,	imprisonment,	the	loss	of	trade	privileges,	debarment,	tax	reassessments,
breach	of	contract	and	fraud	litigation,	reputational	harm,	and	other	consequences.	We	have	direct	or	indirect	interactions	with
officials	and	employees	of	government	agencies	or	government-	affiliated	hospitals,	universities,	and	other	organizations.	We
also	expect	our	non-	U.	S.	activities	to	further	increase	in	time.	We	have,	and	we	expect	we	will	continue	to,	engage	third
parties	for	clinical	trials	and	/	or	to	obtain	necessary	permits,	licenses,	patent	registrations,	and	other	regulatory	approvals	and
we	can	be	held	liable	for	the	corrupt	or	other	illegal	activities	of	our	personnel,	agents,	representatives	or	partners,	even	if	we	do
not	explicitly	authorize	or	have	prior	knowledge	of	such	activities.	Our	employees,	principal	investigators,	CROs	and
consultants	may	engage	in	misconduct	or	other	improper	activities,	including	non-	compliance	with	regulatory	standards	and
requirements	and	insider	trading.	We	are	exposed	to	the	risk	that	our	employees,	principal	investigators,	CROs	and	consultants
may	engage	in	fraudulent	conduct	or	other	illegal	activity.	Misconduct	by	these	parties	could	include	intentional,	reckless	and	/
or	negligent	conduct	or	disclosure	of	unauthorized	activities	to	us	that	violate	the	regulations	of	the	FDA	and	other	regulatory
authorities,	including	those	laws	requiring	the	reporting	of	true,	complete	and	accurate	information	to	such	authorities;
healthcare	fraud	and	abuse	laws	and	regulations	in	the	United	States	and	abroad;	or	laws	that	require	the	reporting	of	financial
information	or	data	accurately.	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.	Activities	subject	to	these	laws	also	involve	the
improper	use	of	information	obtained	in	the	course	of	clinical	trials	or	creating	fraudulent	data	in	our	preclinical	studies	or
clinical	trials,	which	could	result	in	regulatory	sanctions	and	cause	serious	harm	to	our	reputation.	We	have	adopted	a	code	of
conduct	applicable	to	all	of	our	employees,	but	it	is	not	always	possible	to	identify	and	deter	misconduct	by	employees	and	other
third	parties,	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	comply	with	these	laws	or	regulations.	Additionally,	we	are	subject	to	the	risk	that	a	person	could	allege	such	fraud	or
other	misconduct,	even	if	none	occurred.	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	civil,
criminal	and	administrative	penalties,	damages,	monetary	fines,	imposition	of	a	monitor,	possible	exclusion	from	participation	in



federal	healthcare	programs,	contractual	damages,	reputational	harm,	diminished	profits	and	future	earnings,	and	curtailment	of
our	operations,	any	of	which	could	adversely	affect	our	ability	to	operate	our	business	and	our	results	of	operations.	Because	we
do	not	anticipate	paying	any	cash	dividends	on	our	capital	stock	in	the	foreseeable	future,	capital	appreciation,	if	any,	will	be
your	sole	source	of	gain.	We	have	never	declared	or	paid	cash	dividends	on	our	capital	stock.	We	currently	intend	to	retain	all	of
our	future	earnings,	if	any,	to	finance	the	growth	and	development	of	our	business.	In	addition,	the	terms	of	any	future	debt
agreements	may	preclude	us	from	paying	dividends.	As	a	result,	capital	appreciation,	if	any,	of	our	common	stock	will	be	your
sole	source	of	gain	for	the	foreseeable	future.	The	price	of	our	common	stock	may	be	volatile	and	fluctuate	substantially,	which
could	result	in	substantial	losses	for	purchasers	of	our	common	stock.	Our	stock	price	has	been	and	is	likely	to	continue	to	be
volatile.	The	stock	market	in	general	,	(	and	the	market	for	biopharmaceutical	companies	in	particular	,	have	)	has	experienced
extreme	volatility	that	has	often	been	unrelated	to	the	operating	performance	of	particular	companies.	As	a	result	of	this
volatility,	you	may	not	be	able	to	sell	your	common	stock.	The	market	price	for	our	common	stock	may	be	influenced	by	many
factors,	including:	�	the	success	or	failure	of	competitive	products	or	technologies;	�	advancement	of	our	preclinical
programs	into	clinical	testing;	�	release	of	our	initial,	interim,	or	final	results	of	clinical	trials	of	our	product	candidates	or
those	of	our	competitors;	�	regulatory	or	legal	developments	in	the	United	States	and	other	countries;	�	developments	or
disputes	concerning	patent	applications,	issued	patents	or	other	proprietary	rights;	�	the	recruitment	or	departure	of	key
personnel;	�	the	level	of	expenses	related	to	any	of	our	programs	and	product	candidates	or	preclinical	and	clinical
development	programs;	�	the	results	of	our	efforts	to	discover,	develop,	acquire	or	in-	license	additional	product	candidates	or
products;	�	actual	or	anticipated	changes	in	estimates	as	to	financial	results,	development	timelines	,	data	releases	or
recommendations	by	securities	analysts;	�	variations	in	our	financial	results	or	those	of	companies	that	are	perceived	to	be
similar	to	us;	�	changes	in	the	structure	of	healthcare	payment	systems	and	third-	party	reimbursement	decisions;	�	market
conditions	in	the	pharmaceutical	and	biotechnology	sectors;	�	purchases	or	sales	of	our	securities	by	our	officers,	directors	or
significant	shareholders;	�	limited	trading	volume;	�	general	economic,	industry	and	market	conditions;	and	�	the	other
factors	described	in	this	“	Risk	Factors	”	section.	We	will	incur	increased	costs	as	a	result	of	operating	as	a	public	company,	and
our	management	will	be	required	to	devote	substantial	time	to	new	compliance	initiatives.	As	a	public	company,	and	particularly
after	now	that	we	are	no	longer	an	“	emerging	growth	company,	”	we	will	incur	significant	legal,	accounting	and	other
expenses	that	we	did	not	incur	as	a	private	company.	In	addition,	the	Sarbanes-	Oxley	Act	and	rules	subsequently	implemented
by	the	SEC	and	The	Nasdaq	Global	Market,	or	Nasdaq,	have	imposed	various	requirements	on	public	companies,	including
establishment	and	maintenance	of	effective	disclosure	and	financial	controls	and	corporate	governance	practices.	Our
management	and	other	personnel	will	need	to	devote	a	substantial	amount	of	time	to	these	compliance	initiatives.	Moreover,
these	rules	and	regulations	will	increase	our	legal	and	financial	compliance	costs	and	will	make	some	activities	more	time-
consuming	and	costly.	For	example,	these	rules	and	regulations	have	made	it	more	expensive	for	us	to	obtain	director	and
officer	liability	insurance.	Pursuant	to	Section	404	of	the	Sarbanes-	Oxley	Act,	we	are	required	to	furnish	a	report	by	our
management	on	our	internal	control	over	financial	reporting	,	including	an	attestation	report	on	internal	control	over	financial
reporting	issued	by	our	independent	registered	public	accounting	firm	.	However	Further	,	while	as	we	remain	are	no	longer
an	emerging	growth	company,	we	are	will	not	be	required	to	include	an	attestation	report	on	internal	control	over	financial
reporting	issued	by	our	independent	registered	public	accounting	firm.	To	achieve	compliance	with	Section	404	within	the
prescribed	period,	we	will	be	engaged	in	a	process	to	document	and	evaluate	our	internal	control	over	financial	reporting,	which
is	both	costly	and	challenging.	In	this	regard,	we	will	need	to	continue	to	dedicate	internal	resources,	potentially	engage	outside
consultants	and	adopt	a	detailed	work	plan	to	assess	and	document	the	adequacy	of	internal	control	over	financial	reporting,
continue	steps	to	improve	control	processes	as	appropriate,	validate	through	testing	that	controls	are	functioning	as	documented
and	implement	a	continuous	reporting	and	improvement	process	for	internal	control	over	financial	reporting.	Despite	our	efforts,
there	is	a	risk	that	neither	we	nor	our	independent	registered	public	accounting	firm	will	be	able	to	conclude	within	the
prescribed	timeframe	that	our	internal	control	over	financial	reporting	is	effective	as	required	by	Section	404.	This	could	result
in	an	adverse	reaction	in	the	financial	markets	due	to	a	loss	of	confidence	in	the	reliability	of	our	financial	statements.	In
addition,	if	we	are	not	able	to	continue	to	meet	these	requirements,	we	may	not	be	able	to	remain	listed	on	Nasdaq.	Our
disclosure	controls	and	procedures	may	not	prevent	or	detect	all	errors	or	acts	of	fraud.	We	are	subject	to	the	periodic	reporting
requirements	of	the	Exchange	Act.	We	designed	our	disclosure	controls	and	procedures	to	reasonably	assure	that	information	we
must	disclose	in	reports	we	file	or	submit	under	the	Exchange	Act	is	accumulated	and	communicated	to	management,	and
recorded,	processed,	summarized	and	reported	within	the	time	periods	specified	in	the	rules	and	forms	of	the	SEC.	We	believe
that	any	disclosure	controls	and	procedures	or	internal	controls	and	procedures,	no	matter	how	well-	conceived	and	operated,
can	provide	only	reasonable,	not	absolute,	assurance	that	the	objectives	of	the	control	system	are	met.	These	inherent	limitations
include	the	realities	that	judgments	in	decision-	making	can	be	faulty,	and	that	breakdowns	can	occur	because	of	simple	error	or
mistake.	Additionally,	controls	can	be	circumvented	by	the	individual	acts	of	some	persons,	by	collusion	of	two	or	more	people
or	by	an	unauthorized	override	of	the	controls.	Accordingly,	because	of	the	inherent	limitations	in	our	control	system,
misstatements	due	to	error	or	fraud	may	occur	and	not	be	detected.	If	securities	analysts	do	not	publish	research	or	reports	about
our	business	or	if	they	publish	negative	evaluations	of	our	stock,	the	price	of	our	stock	could	decline.	The	trading	market	for	our
common	stock	relies	in	part	on	the	research	and	reports	that	industry	or	financial	analysts	publish	about	us	or	our	business.	We
do	not	control	these	analysts.	If	one	or	more	of	the	analysts	covering	our	business	downgrade	their	evaluations	of	our	stock,	the
price	target	for	our	stock	or	publish	inaccurate	or	unfavorable	evaluations	of	our	company	or	our	stock,	the	price	of	our	stock
could	decline.	If	one	or	more	of	these	analysts	cease	to	cover	our	stock	or	fail	to	publish	reports	covering	our	company
regularly,	we	could	lose	visibility	in	the	market	for	our	stock,	which	in	turn	could	cause	our	stock	price	to	decline.	In	addition,	if
we	are	the	subject	of	negative	publicity,	whether	from	an	analyst,	academic,	industry	group	or	the	general	or	financial	press,	our
stock	price	may	decline.	We	may	be	subject	to	securities	litigation,	which	is	expensive	and	could	divert	management	attention.



The	market	price	of	our	common	stock	has	been	and	may	continue	to	be	volatile.	The	stock	market	in	general,	and	Nasdaq	and
biopharmaceutical	companies	in	particular,	have	experienced	extreme	price	and	volume	fluctuations	that	have	often	been
unrelated	or	disproportionate	to	the	operating	performance	of	these	companies.	In	the	past,	companies	that	have	experienced
volatility	in	the	market	price	of	their	stock	have	been	subject	to	securities	class	action	litigation.	We	may	be	the	target	of	this
type	of	litigation	in	the	future.	Securities	litigation	against	us	could	result	in	substantial	costs	and	divert	our	management’	s
attention	from	other	business	concerns,	which	could	seriously	harm	our	business.	General	Risk	Factors	Adverse	developments
affecting	the	financial	services	industry,	such	as	actual	events	or	concerns	involving	liquidity,	could	adversely	affect	our
business	operations,	financial	condition	and	results	of	operations.	Actual	events	involving	limited	liquidity,	defaults,	non-
performance	or	other	adverse	developments	that	affect	financial	institutions	or	other	companies	in	the	financial	services	industry
or	the	financial	services	industry	generally,	or	concerns	or	rumors	about	any	events	of	these	kinds	or	other	similar	risks,	have	in
the	past	and	may	in	the	future	lead	to	market-	wide	liquidity	problems.	For	example,	in	March	2023,	Silicon	Valley	Bank	(	,	or
SVB	)	,	was	closed	by	the	California	Department	of	Financial	Protection	and	Innovation	,	and	Signature	Bank	and	Silvergate
Capital	Corp.	were	each	swept	into	receivership.	We	did	hold	held	certain	funds	in	a	deposit	account	with	SVB,	and	while	we
now	have	were	ultimately	able	to	access	to	those	funds,	we	did	not	have	access	for	a	short	time	leading	up	to	the	events	on	in
March	10,	2023.	Although	we	assess	our	banking	relationships	as	we	believe	necessary	or	appropriate,	our	access	to	funding
sources	in	amounts	adequate	to	finance	or	capitalize	our	current	and	projected	future	business	operations	could	be	significantly
impaired	by	factors	caused	by	the	financial	services	industry	or	economy	in	general.	These	factors	could	include,	among	others,
events	such	as	liquidity	constraints	or	failures,	the	ability	to	perform	obligations	under	various	types	of	financial,	credit	or
liquidity	agreements	or	arrangements,	disruptions	or	instability	in	the	financial	services	industry	or	financial	markets,	or
concerns	or	negative	expectations	about	the	prospects	for	companies	in	the	financial	services	industry.	In	addition,	any	further
deterioration	in	the	macroeconomic	economy	or	financial	services	industry	could	lead	to	losses	or	defaults	by	parties	with	whom
we	conduct	business,	which	in	turn,	could	have	a	material	adverse	effect	on	our	current	and	/	or	projected	business	operations
and	results	of	operations	and	financial	condition.	Comprehensive	tax	reform	legislation	could	adversely	affect	our	business	and
financial	condition.	The	tax	regimes	we	are	subject	to	or	operate	under	are	unsettled	and	may	be	subject	to	significant	change.
Changes	in	tax	laws	or	tax	rulings,	or	changes	in	interpretations	of	existing	laws,	could	cause	us	to	be	subject	to	additional
income-	based	taxes	and	non-	income	taxes	(such	as	payroll,	sales,	use,	value-	added,	digital	tax,	net	worth,	property,	and	goods
and	services	taxes),	which	in	turn	could	materially	affect	our	cash	and	financial	position	and	results	of	operations.	Additionally,
new,	changed,	modified,	or	newly	interpreted	or	applied	tax	laws	could	increase	our	potential	future	customers’	and	our
compliance,	operating	and	other	costs,	as	well	as	the	costs	of	our	products,	if	approved.	As	we	expand	the	scale	of	our	business
activities,	any	changes	in	the	U.	S.	taxation	of	such	activities	may	increase	our	effective	tax	rate	and	harm	our	business,
financial	condition,	and	results	of	operations.	Complying	with	these	tax	laws	is	complex	and	the	statutes	and	regulations	can	be
subject	to	varying	interpretation	which	can	make	compliance	challenging.	Unfavorable	global	economic	conditions	could
adversely	affect	our	business,	financial	condition	or	results	of	operations.	Our	results	of	operations	could	be	adversely	affected
by	general	conditions	in	the	global	economy	and	in	the	global	financial	markets.	For	example,	the	United	States	and	other
countries	have	recently	experienced	increased	inflation	and	interest	rates	increased	in	response	to	this	inflation.	These
conditions	in	the	U.	S.	and	global	economy	have	caused	significant	volatility	and	uncertainty	in	U.	S.	and	international	markets.
A	severe	or	prolonged	economic	downturn,	a	marked	increase	in	interest	rates	and	inflation	could	result	in	a	variety	of	risks	to
our	business,	including,	weakened	demand	for	our	product	candidates	(if	and	when	approved	by	regulatory	authorities)	and	our
inability	to	raise	additional	capital	when	needed	on	acceptable	terms,	if	at	all.	Changes	in	U.	S.	government	and	other
nations’	administrations	and	their	associated	shifts	in	policy	and	priorities	could	also	impact	our	operations	and	market
conditions.	Our	business	is	sensitive	to	geopolitical	issues,	including	foreign	policy	actions	taken	by	governments	such	as
tariffs,	sanctions,	embargoes,	export	and	import	controls,	and	other	trade	restrictions,	which	can	affect	our	operations,
cause	disruptions	to	our	supply	chain,	and,	ultimately,	could	adversely	affect	our	business.	In	addition,	our	business	may	be
generally	exposed	to	the	impact	of	political	or	civil	unrest	or	military	action,	including	the	current	conflict	between	Russia	and
Ukraine	(where	a	vendor	that	performs	chemistry	related	work	on	our	pre-	clinical	product	candidates	is	located)	and	.	Other
global	conflicts	,	including	conflicts	in	the	Middle	East,	and	heightened	tensions	in	the	Pacific	region,	have	significantly
elevated	global	geopolitical	tensions	and	security	concerns.	while	While	we	do	not	otherwise	have	direct	exposure	to
Ukraine,	our	business	and	results	of	operations	may	be	impacted	based	upon	the	events	taking	place	there	and	economic
sanctions,	export	controls,	and	other	trade	restrictions,	for	instance	those	that	the	U.	S.	Government	and	other	nations
implemented	against	Russia	in	light	of	its	invasion	of	Ukraine	or	those	relating	to	the	conflict	in	the	Middle	East,	could
directly	and	indirectly	result	in	the	disruption	of	our	business	and	supply	chain	.	A	weak	or	declining	economy	could	also
strain	our	suppliers	and	the	global	supply	chain,	possibly	resulting	in	supply	disruption.	Any	of	the	foregoing	could	harm	our
business	and	we	cannot	anticipate	all	of	the	ways	in	which	the	current	economic	climate	and	financial	market	conditions	could
adversely	impact	our	business.	An	active	trading	market	for	our	common	stock	may	not	be	sustained,	and	you	may	not	be	able
to	resell	your	shares	at	the	price	you	paid.	Although	our	common	stock	is	listed	on	The	Nasdaq	Global	Market,	an	active	trading
market	for	our	shares	may	not	be	sustained.	In	the	absence	of	an	active	trading	market	for	our	common	stock,	investors	may	be
unable	to	sell	their	shares.	87


