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Risks	Relating	to	Our	Business	and	Operations	We	are	an	early-	stage	company	with	a	history	of	losses.	We	have	not	been
profitable	historically	and	may	not	be	able	to	achieve	profitability	in	the	future.	We	are	a	development-	stage	medical	device
company	with	a	limited	operating	history.	In	recent	years,	we	have	focused	almost	exclusively	on	developing	our	lead	product
candidate,	the	Acclaim	CI.	We	have	funded	our	operations	to	date	primarily	through	the	issuance	of	our	equity	securities	and
convertible	debt.	We	have	a	limited	operating	history	upon	which	you	can	evaluate	our	business	and	prospects.	In	addition,	we
have	limited	experience	and	have	not	yet	demonstrated	an	ability	to	successfully	overcome	many	of	the	risks	and	uncertainties
frequently	encountered	by	companies	in	new	and	rapidly	evolving	fields,	particularly	in	the	medical	device	industry.	To	date,
we	have	not	generated	any	revenue	from	the	sale	of	the	Acclaim	CI.	See	Item	7.	Management’	s	Discussion	and	Analysis	of
Financial	Condition	and	Results	of	Operations	for	additional	information.	We	have	incurred	losses	in	each	year	since	our
inception,	including	net	losses	of	approximately	$	20.	8	million	and	$	29	.	9	million	and	$	15	.	9	million	for	the	years	ended
December	31,	2024	and	2023	and	2022	,	respectively.	As	of	December	31,	2024	and	2023	and	2022	,	we	had	an	accumulated
deficit	of	approximately	$	284.	7	million	and	$	257.	3	2	million	and	$	226.	0	million,	respectively.	Substantially	all	of	our
operating	losses	in	such	years	resulted	from	costs	incurred	in	connection	with	the	development	of	the	Acclaim	CI	and	from
general	and	administrative	costs	associated	with	our	operations.	We	will	incur	significant	expenses	related	to	clinical	trials	to
obtain	approval	of	the	FDA	to	market	the	Acclaim	CI.	If	we	obtain	FDA	marketing	approval	for	the	Acclaim	CI	we	will	likely
incur	significant	sales,	marketing,	and	outsourced	manufacturing	expenses,	as	well	as	continued	research	and	development
expenses.	Furthermore,	now	that	the	Business	Combination	has	been	completed,	we	expect	to	incur	additional	costs	associated
with	operating	as	a	public	company.	As	a	result,	we	expect	to	continue	to	incur	significant	and	increasing	operating	losses	for
the	foreseeable	future.	Because	of	the	numerous	risks	and	uncertainties	associated	with	developing	a	medical	device,	we	are
unable	to	predict	the	extent	of	any	future	losses	or	when	we	will	become	profitable,	if	at	all.	We	expect	to	continue	to	incur
significant	losses	until	we	receive	the	necessary	regulatory	approvals	to	commercialize	the	Acclaim	CI	in	the	United	States,
which	we	may	not	be	successful	in	achieving.	We	anticipate	that	our	expenses	will	increase	substantially	if	and	as	we:	●
continue	the	research	and	development	of	the	Acclaim	CI,	including	through	clinical	trials;	●	seek	additional	regulatory	and
marketing	approvals	in	jurisdictions	outside	the	United	States;	●	establish	a	sales,	marketing,	and	distribution	infrastructure	to
commercialize	our	product	candidate;	●	rely	on	our	third-	party	suppliers	and	manufacturers	to	obtain	adequate	supply	of
materials	and	components	for	our	products;	●	seek	to	identify,	assess,	acquire,	license,	and	/	or	develop	other	product	candidates
and	subsequent	generations	of	our	current	product	candidate;	●	seek	to	maintain,	protect,	and	expand	our	intellectual	property
portfolio;	●	seek	to	identify,	hire,	and	retain	skilled	personnel;	●	create	additional	infrastructure	to	support	our	operations	as	a
public	company	and	our	product	candidate	development	and	planned	future	commercialization	efforts;	and	●	experience	any
delays	or	encounter	issues	with	respect	to	any	of	the	above,	including,	but	not	limited	to,	failed	studies,	complex	results,	safety
issues	or	other	regulatory	challenges	that	require	longer	follow-	up	of	existing	studies	or	additional	supportive	studies	in	order	to
pursue	marketing	approval.	The	amount	of	any	future	operating	losses	will	depend,	in	part,	on	the	rate	of	our	future	expenditures
and	our	ability	to	obtain	funding	through	equity	or	debt	financings,	strategic	collaborations,	or	grants.	Even	if	we	obtain
regulatory	approvals	to	market	the	Acclaim	CI	or	any	future	product	candidates,	our	future	revenue	will	depend	upon	the	size	of
any	markets	in	which	our	products	and	product	candidates	receive	approval	and	our	ability	to	achieve	sufficient	market
acceptance,	pricing	and	reimbursement	from	third-	party	payors	for	our	products	and	product	candidates.	Further,	the	operating
losses	that	we	incur	may	fluctuate	significantly	from	quarter-	to-	quarter	and	year	to	year,	such	that	a	period-	to-	period
comparison	of	our	results	of	operations	may	not	be	a	good	indication	of	our	future	performance.	Other	unanticipated	costs	may
also	arise.	If	we	continue	to	generate	operating	losses,	there	will	be	an	adverse	effect	on	our	results	of	operations,	financial
condition,	and	the	market	price	of	our	Class	A	Common	Stock.	We	have	generated	limited	revenue	from	product	sales	and	may
never	be	profitable.	While	we	have	historically	obtained	revenue	from	our	legacy	Esteem	FI-	AMEI	product,	such	revenue	has
been	limited,	and	we	have	not	generated	any	revenue	from	sales	of	the	Acclaim	CI.	Our	ability	to	generate	revenue	and	achieve
profitability	mainly	depends	on	our	ability	to	obtain	FDA	approval	for	the	Acclaim	CI	and,	if	we	obtain	such	approval,	to
successfully	scale	up	production	and	market	the	device.	We	do	not	know	when,	or	if,	we	will	generate	any	such	revenue.	Our
ability	to	generate	future	revenue	from	product	sales	will	depend	heavily	on	our	success	in	many	areas,	including	but	not	limited
to:	●	completing	research	and	development	of	the	Acclaim	CI	in	a	timely	and	successful	manner;	●	completing	our	pivotal
clinical	study	in	the	United	States	successfully;	●	obtaining	FDA	approval	for	the	Acclaim	CI;	●	maintaining	and	enhancing	a
commercially	viable,	sustainable,	scalable,	reproducible	and	transferable	manufacturing	process	for	the	Acclaim	CI	that	is
compliant	with	current	good	manufacturing	practices,	(“	cGMP	”);	●	establishing	and	maintaining	supply	and,	if	applicable,
manufacturing	relationships	with	third	parties	that	can	provide,	in	both	amount	and	quality,	adequate	products	to	support
development	and	the	market	demand	for	the	Acclaim	CI,	if	and	when	it	is	approved;	●	identifying,	assessing,	acquiring	and	/	or
developing	new	product	candidates;	●	launching	and	commercializing	any	product	candidates	for	which	we	obtain	regulatory
and	marketing	approval,	either	directly	by	establishing	a	sales	force,	marketing	and	distribution	infrastructure,	and	/	or	with
collaborators	or	distributors	in	the	United	States,	Europe	and	other	potential	markets	that	we	will	target;	●	accurately	identifying
demand	for	the	Acclaim	CI	and	any	future	product	candidates;	●	exposing	and	educating	physicians	and	other	medical
professionals	with	respect	to	the	use	of	our	products;	●	obtaining	market	acceptance	of	the	Acclaim	CI	and	any	future	product
candidates	from	the	medical	community	and	third-	party	payors;	●	ensuring	our	product	candidates	are	approved	for



reimbursement	from	governmental	agencies,	health	care	providers	and	insurers	in	jurisdictions	where	they	have	been	approved
for	marketing;	●	addressing	any	competing	technological	and	market	developments	that	impact	the	Acclaim	CI	and	any	future
product	candidates	or	their	prospective	usage	by	medical	professionals;	●	negotiating	favorable	terms	in	any	collaboration,
licensing	or	other	arrangements	into	which	we	may	enter	and	performing	our	obligations	under	such	arrangements;	●
maintaining,	protecting	and	expanding	our	portfolio	of	intellectual	property	rights,	including	patents,	patent	applications,	trade
secrets	and	know-	how;	●	avoiding	and	defending	against	third-	party	interference	or	infringement	claims;	and	●	attracting,
hiring	and	retaining	qualified	personnel.	We	anticipate	incurring	significant	incremental	costs	associated	with	commercializing
the	Acclaim	CI.	Our	expenses	could	increase	beyond	expectations	if	we	are	required	by	the	FDA,	or	other	domestic	or	foreign
regulatory	agencies,	to	change	our	product	design	or	manufacturing	processes	or	to	perform	studies	in	addition	to	those	that	we
currently	anticipate.	Even	if	we	are	successful	in	obtaining	regulatory	approvals	to	market	the	Acclaim	CI,	our	revenue	earned
from	such	product	candidate	will	be	dependent	in	part	upon	the	size	of	the	markets	in	the	territories	for	which	we	gain
regulatory	approval	for	such	product	candidate,	the	accepted	price	for	such	product	candidate,	our	ability	to	obtain
reimbursement	for	such	product	candidate	at	any	price,	and	the	expenses	associated	with	manufacturing	and	marketing	such
product	candidate	for	such	markets.	Therefore,	we	may	not	generate	significant	revenue	from	the	sale	of	the	Acclaim	CI,	even	if
we	obtain	FDA	approval.	Further,	if	we	are	not	able	to	generate	significant	revenue	from	the	sale	of	our	approved	products,	we
may	be	forced	to	curtail	or	cease	our	operations,	in	which	case	our	investors	may	lose	the	full	amount	of	their	investment	in	us.
Due	to	the	numerous	risks	and	uncertainties	involved	in	product	development,	it	is	difficult	to	predict	the	timing	or	amount	of
increased	expenses,	or	when,	or	if,	we	will	be	able	to	achieve	or	maintain	profitability.	If	the	Acclaim	CI	contains	design	or
manufacturing	defects,	our	business	and	financial	results	could	be	harmed.	To	date,	we	have	completed	initial	patient	implants
of	the	Acclaim	CI	as	part	of	our	early	feasibility	study	,	and	we	received	approval	from	the	FDA	to	begin	our	pivotal	trial,
which	we	began	in	the	first	quarter	of	2025	.	As	the	Acclaim	CI	has	no	history	of	commercial	operation,	we	have	a	limited
frame	of	reference	from	which	to	evaluate	its	long-	term	performance.	There	can	be	no	assurance	that	we	will	be	able	to	detect
and	fix	any	defects	in	the	Acclaim	CI	in	time	to	maintain	our	FDA	trial	schedule.	Once	we	have	commenced	with	implantation
in	additional	patients,	we	may	discover	latent	defects	in	design,	manufacture	or	construction	that	may	cause	our	systems	not	to
perform	as	expected	or	to	cause	side	effects.	The	Acclaim	CI	also	requires	software	to	operate,	which	may	need	to	be	modified
and	updated	over	time.	There	can	be	no	assurance	that	we	will	be	able	to	detect	and	fix	any	defects	in	the	hardware	or	software
of	the	Acclaim	CI	on	the	timescale	necessary	to	maintain	our	clinical	trial	schedule,	or	at	all.	Further,	such	defects	may	not
become	apparent	until	our	systems	are	implanted	in	patients	and	may	cause	adverse	effects	that	cause	harm	to	patients	and
require	redesign	of	the	Acclaim	CI,	which	may	result	in	great	expense,	harm	to	our	reputation,	and	harm	to	our	results	of
operations,	financial	condition,	and	the	trading	price	of	the	Class	A	Common	Stock.	We	expect	that	we	will	need	to	raise
substantial	additional	funding,	which	may	not	be	available	on	acceptable	terms,	or	at	all.	Failure	to	obtain	funding	on	acceptable
terms	and	on	a	timely	basis	may	require	us	to	curtail,	delay	or	discontinue	our	product	development	efforts	or	other	operations.
The	expenses	we	were	obligated	to	pay	in	relation	to	the	Business	Combination	were	substantial.	As	result,	we	will	require
substantial	additional	capital	to	commercialize	the	Acclaim	CI.	In	addition,	our	operating	plans	may	change	as	a	result	of	many
factors	that	may	currently	be	unknown	to	us,	and	we	may	need	to	seek	additional	funds	sooner	than	planned.	Our	future	funding
requirements	will	depend	on	many	factors,	including	but	not	limited	to:	●	the	progress,	results	and	costs	of	our	planned	studies
and	pivotal	clinical	trials;	●	the	cost,	timing	and	outcomes	of	regulatory	review	of	the	Acclaim	CI;	●	the	scope,	progress,	results
and	costs	of	product	development,	testing,	manufacturing,	preclinical	development	and,	if	applicable,	clinical	trials	for	any	other
product	candidates	that	we	may	develop	or	otherwise	obtain	in	the	future;	●	the	costs	of	manufacturing	the	Acclaim	CI,
including	costs	related	to	engaging	third-	party	manufacturers	therefor;	●	the	cost	of	our	future	activities,	including	establishing
sales,	marketing	and	distribution	capabilities	for	any	product	or	product	candidates	in	any	particular	geography	where	we
receive	marketing	approval	for	such	product	candidates;	●	the	terms	and	timing	of	any	collaborative,	licensing	and	other
arrangements	that	we	may	establish;	●	the	costs	of	preparing,	filing	and	prosecuting	patent	applications,	maintaining	and
enforcing	our	intellectual	property	rights	and	defending	intellectual	property-	related	claims;	and	●	the	level	of	revenue,	if	any,
received	from	commercial	sales	of	any	product	candidates	for	which	we	receive	marketing	approval.	Any	additional	fundraising
efforts	may	divert	our	management	from	their	day-	to-	day	activities,	which	may	adversely	affect	our	ability	to	develop	and
commercialize	the	Acclaim	CI.	In	addition,	we	cannot	guarantee	that	future	financing	will	be	available	in	sufficient	amounts	or
on	terms	acceptable	to	us,	if	at	all.	Moreover,	the	terms	of	any	financing	may	adversely	affect	the	holdings	or	the	rights	of
holders	of	our	securities	and	the	issuance	of	additional	securities,	whether	equity	or	debt,	by	us,	or	the	possibility	of	such
issuance,	may	cause	the	value	of	our	securities	to	decline.	The	incurrence	of	indebtedness	could	result	in	increased	fixed
payment	obligations,	and	we	may	be	required	to	agree	to	certain	restrictive	covenants,	such	as	limitations	on	our	ability	to	incur
additional	debt,	limitations	on	our	ability	to	acquire,	sell	or	license	intellectual	property	rights	and	other	operating	restrictions
that	could	adversely	impact	our	ability	to	conduct	our	business.	If	we	are	unable	to	obtain	funding	on	a	timely	basis,	we	may	be
required	to	significantly	curtail,	delay	or	discontinue	our	research	and	development	program	or	the	development	or
commercialization,	if	any,	of	the	Acclaim	CI	or	be	unable	to	expand	our	operations	or	otherwise	capitalize	on	our	business
opportunities,	as	desired,	which	could	materially	and	adversely	affect	our	business,	financial	condition,	results	of	operations	and
value	of	our	securities.	Raising	additional	capital	would	cause	dilution	to	our	existing	stockholders,	and	which	may	adversely
affect	the	rights	of	existing	stockholders.	We	may	seek	additional	capital	through	a	combination	of	private	and	public	equity
offerings,	debt	financings	and	collaborations,	and	strategic	and	licensing	arrangements.	To	the	extent	that	we	raise	additional
capital	through	the	issuance	of	equity	or	otherwise,	including	through	additional	preferred	stock	or	convertible	debt	securities,
your	ownership	interest	will	be	diluted,	and	the	terms	may	include	liquidation	or	other	preferences	that	adversely	affect	your
rights	as	a	stockholder.	Future	sales	of	our	Class	A	Common	Stock	or	of	securities	convertible	into	our	Class	A	Common	Stock,
or	the	perception	that	such	sales	may	occur,	could	cause	immediate	dilution	and	adversely	affect	the	value	of	our	Class	A



Common	Stock.	Failure	of	a	key	information	technology	system,	process	or	site	could	have	an	adverse	effect	on	our	business.
We	rely	extensively	on	information	technology	systems	to	conduct	our	business.	These	systems	affect,	among	other	things,
ordering	and	managing	materials	from	suppliers,	summarizing	and	reporting	results	of	operations,	complying	with	regulatory,
legal	or	tax	requirements,	data	security	,	and	other	processes	necessary	to	manage	our	business.	Our	information	technology
systems	and	those	of	our	third-	party	service	providers,	vendors,	strategic	partners	and	other	contractors	or	consultants	are
vulnerable	to	damage	or	interruption	from	computer	viruses	and	malware	(e.	g.,	ransomware),	natural	disasters,	terrorism,	war,
telecommunication	and	electrical	failures,	hacking,	cyberattacks,	phishing	attacks	and	other	social	engineering	schemes,
malicious	code,	employee	theft	or	misuse,	human	error,	fraud,	denial	or	degradation	of	service	attacks,	sophisticated	nation-	state
and	nation-	state-	supported	actors	or	unauthorized	access	or	use	by	persons	inside	our	organization,	or	persons	with	access	to
systems	inside	our	organization.	The	risk	of	a	security	breach	or	disruption,	particularly	through	cyberattacks	or	cyber	intrusion,
including	by	computer	hackers,	foreign	governments	and	cyber	terrorists,	has	generally	increased	as	the	number,	intensity	and
sophistication	of	attempted	attacks	and	intrusions	from	around	the	world	have	increased	and	evolved.	As	a	result	of	the	COVID-
19	pandemic,	we	and	our	third-	party	service	providers	and	partners	may	also	face	increased	cybersecurity	risks	due	to	our
reliance	on	internet	technology	and	the	number	of	our	employees	who	are	working	remotely,	which	may	create	additional
opportunities	for	cybercriminals	to	exploit	vulnerabilities.	Although	we	have	implemented	cybersecurity	protections	to	safeguard
our	data,	including	our	patient	and	subject	data,	we	can	provide	no	assurances	that	these	protections	will	prevent	all
cybersecurity	breaches.	We	primarily	use	common	off-	the-	shelf	software	systems,	such	as	Microsoft	365,	which	receive
frequent	security	updates	from	the	software	providers.	We	also	utilize	a	third-	party	vendor	to	maintain	our	IT	system	networks,
and	as	a	result	of	limited	internal	IT	resources,	we	are	only	able	to	perform	limited	due	diligence	on	our	third-	party	IT	vendors.
We	receive	periodic	security	monitoring	from	our	cybersecurity	insurance	provider.	However,	because	the	techniques	used	to
obtain	unauthorized	access	to,	or	to	sabotage,	systems	change	frequently	and	often	are	not	recognized	until	launched	against	a
target,	we	may	be	unable	to	anticipate	these	techniques	or	implement	adequate	preventative	measures.	We	may	experience
security	breaches	that	may	remain	undetected	for	an	extended	period.	Even	if	identified,	we	may	be	unable	to	adequately
investigate	or	remediate	incidents	or	breaches	due	to	attackers	increasingly	using	tools	and	techniques	that	are	designed	to
circumvent	controls,	to	avoid	detection,	and	to	remove	or	obfuscate	forensic	evidence.	Our	third-	party	service	providers	and
partners	are	also	subject	to	these	heightened	risks.	If	our	systems	are	damaged	or	cease	to	function	properly	due	to	any	number
of	causes,	ranging	from	catastrophic	events	to	power	outages	to	security	breaches,	and	our	business	continuity	plans	do	not
effectively	compensate	on	a	timely	basis,	we	may	experience	interruptions	in	our	operations,	which	could	have	an	adverse	effect
on	our	business.	We	and	certain	of	our	service	providers	are	from	time	to	time	subject	to	cyberattacks	and	security	incidents.
While	we	do	not	believe	that	we	have	experienced	any	significant	system	failure,	accident	or	security	breach	to	date,	if	such	an
event	were	to	occur,	it	could	lead	to	unauthorized	access,	disclosure	and	use	of	non-	public	information,	including	information
from	the	patient	information	we	create,	receive,	maintain	or	transmit,	which	are	governed	by	HIPAA	and	other	laws.	Any	such
access,	disclosure,	or	other	loss	of	information	could	result	in	legal	claims	or	proceedings,	liability	under	laws	that	protect	the
privacy	of	personal	information,	and	damage	to	our	reputation,	which	would,	in	turn,	materially	and	adversely	affect	our	results
of	operations,	financial	condition,	liquidity,	and	the	value	of	our	securities.	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.	The	global	financial	crisis	caused	extreme
volatility	and	disruptions	in	the	capital	and	credit	markets.	Factors	such	as	geopolitical	events	(including	the	ongoing	war	in
Ukraine	and	the	military	conflict	in	Israel	and	Gaza),	inflationary	pressures,	impacts	from	the	COVID-	19	pandemic,	and	the	U.
S.	election	cycles	have	contributed	to	this	volatility.	Recently,	among	other	effects,	volatile	economic	conditions	have	caused
high	levels	of	inflation,	increases	in	interest	rates	by	central	banks	with	the	intent	of	slowing	inflation,	and	a	reduction	of
available	capital	following	increased	interest	rates.	These	global	economic	conditions	could	result	in	a	variety	of	risks	to	our
business,	including	difficulty	in	raising	funding	from	capital	markets	and	increased	interest	rates	on	loans	used	to	finance	our
business.	Such	impacts	would	materially	and	adversely	affect	our	financial	condition,	liquidity	and	the	value	of	our	securities.
Our	primary	exposures	to	inflationary	pressures	to	date	have	been	through	increases	in	the	market	cost	of	employee
compensation,	third-	party	vendor	pricing,	and	component	procurement.	In	particular,	since	2022,	we	have	had	to	increase
employee	salaries	and	benefits	to	aid	employee	retention	and	to	compete	for	new	employees.	If	labor	costs	in	our	market
continue	to	rise,	we	expect	we	will	need	to	continue	to	increase	our	compensation	levels.	We	have	also	seen	an	increase	in
pricing	from	third-	party	vendors	such	as	advisors,	attorneys,	and	consultants.	The	per	part	pricing	of	components	has	also
increased,	and,	in	many	instances,	without	advanced	warning.	If	we	increase	production	of	the	Acclaim	CI	for	clinical	trials	and,
if	the	Acclaim	CI	obtains	FDA	approval,	eventual	commercialization,	we	will	also	have	greater	exposure	to	rising	costs	of
components	if	inflation	rates	remain	high.	These	increases	in	expenses	could	materially	and	adversely	affect	our	financial
condition,	liquidity	and	the	trading	price	of	our	securities.	Recent	increases	in	interest	rates	may	also	affect	our	ability	to	finance
the	continued	development	of	the	Acclaim	CI,	the	cost	of	FDA	trials,	and	additional	costs	of	commercializing	the	Acclaim	CI.
In	recent	years,	we	have	financed	our	operations	through	convertible	loans	from	a	related	party,	which	we	believe	to	have	been
favorable	to	us	at	below	market	interest	rates.	However,	we	expect	that	loans	on	such	favorable	terms	will	no	longer	be	available
to	us	now	that	the	Business	Combination	has	been	consummated,	and	increased	interest	rates	would	make	borrowing	more
expensive	and	may	reduce	the	availability	of	equity	financing.	Our	inability	to	raise	additional	funds	on	favorable	terms,	or	at
all,	would	materially	and	adversely	affect	our	results	of	operations,	financial	condition,	liquidity,	the	trading	price	of	our
securities,	and	our	growth	prospects.	If	As	we	have	begun	producing	additional	units	of	our	are	able	to	proceed	to	FDA	trials
for	the	Acclaim	CI	for	and,	if	the	clinical	trial	process	Acclaim	CI	obtains	FDA	approval	and	eventual	commercialization	,	we
are	may	be	exposed	to	the	risk	of	supply	chain	disruptions	from	events	such	as	tariffs	and	trade	wars	the	COVID-	19
pandemic	,	the	ongoing	war	in	Ukraine	and	the	military	conflict	in	Israel	and	Gaza,	and	other	global,	national,	regional,	and



local	events	that	cannot	yet	be	predicted	.	Our	supply	chain	risk	will	be	increased	if	we	are	able	to	obtain	FDA	approval	for
the	Acclaim	CI	and	begin	commercial	scale	production	.	Supply	constraints	resulting	from	such	events	may	also	cause	or
exacerbate	inflation.	If	such	events	prevent	us	from	obtaining	necessary	components	for	production	of	Acclaim	CI	devices,	or
substantially	raise	the	prices	for	such	components,	we	may	be	delayed	in	the	FDA	trial	process,	or	we	may	be	unable	to	produce
sufficient	Acclaim	CI	devices	to	meet	demand,	which	would	materially	and	adversely	affect	our	results	of	operations	and
financial	condition.	We	have	identified	material	weaknesses	in	our	internal	control	over	financial	reporting.	If	we	are	unable	to
remediate	these	material	weaknesses,	or	if	we	identify	additional	material	weaknesses	in	the	future	or	otherwise	fail	to	maintain
an	effective	system	of	internal	control	over	financial	reporting,	we	may	not	be	able	to	accurately	or	timely	report	our	financial
condition	or	results	of	operations,	which	may	adversely	affect	investor	confidence	in	us	and	the	value	of	our	common	stock.	As
a	privately	held	company,	we	were	not	required	to	evaluate	our	internal	control	over	financial	reporting	in	a	manner	that	meets
the	standards	of	publicly	traded	companies	required	by	Section	404	(a)	of	the	Sarbanes-	Oxley	Act.	As	a	public	company,	we
are	required	to	provide	management’	s	attestation	on	internal	control	over	financial	reporting.	If	we	are	unable	to	establish	or
maintain	appropriate	internal	control	over	financial	reporting	or	implement	these	additional	requirements	in	a	timely	manner	or
with	adequate	compliance,	it	could	result	in	material	misstatements	in	our	consolidated	financial	statements,	failure	to	meet	our
reporting	obligations	on	a	timely	basis,	increases	in	compliance	costs,	and	subject	us	to	adverse	regulatory	consequences,	all	of
which	may	adversely	affect	investor	confidence	in	us	and	the	value	of	our	Class	A	Common	Stock.	In	connection	with	the
preparation	and	audit	of	our	consolidated	financial	statements	as	of	and	for	the	years	ended	December	31,	2024,	2023	,	and
2022	and	2021	,	material	weaknesses	were	identified	in	our	internal	control	over	financial	reporting.	A	material	weakness	is	a
deficiency,	or	combination	of	deficiencies,	in	internal	control	over	financial	reporting	such	that	there	is	a	reasonable	possibility
that	a	material	misstatement	of	our	financial	statements	will	not	be	prevented	or	detected	on	a	timely	basis.	The	following
material	weaknesses	were	identified:	●	We	do	not	maintain	a	sufficient	complement	of	personnel	with	accounting	knowledge,
experience	and	training	to	appropriately	analyze,	record	and	disclose	certain	accounting	matters	to	provide	reasonable	assurance
of	preventing	material	misstatements.	●	Our	management	does	not	implement	a	formal	risk	assessment	that	addresses	risks
relevant	to	financial	reporting	objectives,	including	cybersecurity	and	fraud	risks.	●	We	have	not	designed,	documented	and
maintained	formal	accounting	policies,	procedures	and	controls	over	significant	accounts	and	disclosures	to	achieve	complete,
accurate	and	timely	financial	accounting,	reporting	and	disclosures,	including	segregation	of	duties	and	adequate	controls	related
to	the	preparation,	posting,	modification	and	review	of	journal	entries	,	.	●	We	have	not	designed	and	maintained	effective
controls	around	the	interpretation	and	accounting	treatment	of	complex	transactions,	including	fair	value	measurement
under	GAAP	the	valuation	of	a	material	liability	and	the	forward	purchase	agreement	.	●	We	have	not	designed	and	maintained
effective	controls	over	certain	information	technology	general	controls	for	information	systems	that	are	relevant	to	the
preparation	of	our	consolidated	financial	statements,	including	ineffective	controls	around	user	access	and	segregation	of	duties.
The	material	weaknesses	related	to	the	insufficient	complement	of	personnel	and	formal	accounting	policies,	and	the	lack	of
procedures	and	controls	resulted	in	adjustments	to	several	accounts	and	disclosures.	The	information	technology	deficiencies	did
not	result	in	a	material	misstatement	to	the	consolidated	financial	statements;	however,	the	deficiencies,	when	aggregated,	could
result	in	potential	misstatements	that	would	not	be	prevented	or	detected.	Each	of	these	material	weaknesses	could	result	in	a
material	misstatement	to	the	annual	or	interim	consolidated	financial	statements	that	would	not	be	prevented	or	detected.	We
have	begun	implementation	of	a	plan	to	remediate	these	material	weaknesses.	These	remediation	measures	are	ongoing	and
include	the	following	steps:	●	hiring	additional	accounting	and	financial	reporting	personnel	with	appropriate	technical
accounting	knowledge	and	public	company	experience	in	financial	reporting;	●	designing	and	implementing	effective	processes
and	controls	over	significant	accounts	and	disclosure;	●	designing	and	implementing	security	management	and	change
management	controls	over	information	technology	systems,	including	adjusting	user	access	levels	and	implementing	external
logging	of	activity	and	periodic	review	of	such	logs;	and	●	engaging	an	accounting	advisory	firm	to	assist	with	the
documentation,	evaluation,	remediation	and	testing	of	our	internal	control	over	financial	reporting	based	on	the	criteria
established	in	“	‘	‘	Internal	Control	—	Integrated	Framework’’	issued	by	the	Committee	of	Sponsoring	Organizations	of	the
Treadway	Commission.	While	we	are	designing	and	implementing	measures	to	remediate	our	existing	material	weaknesses,	we
cannot	predict	the	success	of	such	measures	or	the	outcome	of	its	assessment	of	these	measures	at	this	time.	Our	current	controls
and	any	new	controls	that	we	develop	may	become	inadequate	because	of	changes	in	conditions	in	our	business,	personnel,
information	technology	systems	and	applications,	or	other	factors.	If	we	fail	to	remediate	our	existing	material	weaknesses	or
identify	new	material	weaknesses	in	our	internal	control	over	financial	reporting,	if	we	are	unable	to	comply	with	the
requirements	of	Section	404	of	the	Sarbanes-	Oxley	Act	in	a	timely	manner,	or	if	we	are	unable	to	conclude	that	our	internal
control	over	financial	reporting	is	effective,	it	is	possible	that	a	material	misstatement	of	our	financial	statements	would	not	be
prevented	or	detected	on	a	timely	basis,	investors	may	lose	confidence	in	the	accuracy	and	completeness	of	our	financial	reports,
and	the	value	of	our	securities	could	be	materially	and	adversely	affected.	Our	financial	statements	contain	an	explanatory
paragraph	regarding	substantial	doubt	about	our	ability	to	continue	as	a	going	concern,	which	could	prevent	us	from	obtaining
new	financing	on	reasonable	terms	or	at	all.	As	described	in	our	accompanying	financial	statements,	our	audited	financial
statements	as	of	December	31,	2023	2024	contain	an	explanatory	paragraph	regarding	substantial	doubt	about	our	ability	to
continue	as	a	going	concern.	This	going	concern	opinion	could	materially	limit	our	ability	to	raise	additional	funds	through	the
issuance	of	equity	or	debt	securities	or	otherwise.	Future	financial	statements	may	include	an	explanatory	paragraph	with	respect
to	our	ability	to	continue	as	a	going	concern.	Until	we	can	generate	significant	recurring	revenues,	we	expect	to	satisfy	our
future	cash	needs	through	debt	or	equity	financing.	We	cannot	be	certain	that	additional	funding	will	be	available	to	us	on
acceptable	terms,	if	at	all.	If	funds	are	not	available,	we	may	be	required	to	delay,	reduce	the	scope	of,	or	eliminate	research	or
development	plans	for,	or	commercialization	efforts	with	respect	to	our	products.	This	may	continues	to	raise	substantial	doubts
-	doubt	about	our	ability	to	continue	as	a	going	concern.	We	are	a	development-	stage	company	and	are	subject	to	all	of	the



risks	inherent	in	the	establishment	of	a	new	product.	We	may	not	receive,	or	may	be	delayed	in	receiving,	the	necessary
approval	or	clearance	for	the	Acclaim	CI.	Furthermore,	even	if	our	technology	receives	the	necessary	regulatory	approvals	and
becomes	commercially	viable,	our	business	models	may	not	generate	sufficient	revenue	necessary	to	support	our	business.	If	we
are	unable	to	address	any	issues	mentioned	above,	or	encounter	other	problems,	expenses,	difficulties,	complications,	and	delays
in	connection	with	the	establishment	and	expansion	of	our	business,	our	entire	business	may	fail,	in	which	case	you	may	lose
part	of,	or	your	entire	investment.	We	have	a	history	of	net	losses	and	negative	cash	flow	from	operations	since	our	inception
and	we	expect	such	losses	and	negative	cash	flows	from	operations	to	continue	in	the	foreseeable	future.	We	anticipate	our
losses	will	continue	to	increase	from	current	levels	because	we	expect	to	incur	additional	costs	related	to	developing	our
business,	including	research	and	development	costs,	manufacturing	costs,	employee-	related	costs,	costs	of	complying	with
government	regulations,	intellectual	property	development	and	prosecution	costs,	marketing	and	promotion	costs,	capital
expenditures,	general	and	administrative	expenses,	and	costs	associated	with	operating	as	a	public	company.	Our	ability	to
generate	revenue	from	our	operations	and,	ultimately,	achieve	profitability	will	depend	on,	among	other	factors,	whether	we	can
complete	the	development	and	commercialization	of	our	product	candidate,	whether	we	can	manufacture	the	Acclaim	CI	on	a
commercial	scale	in	such	amounts	and	at	such	costs	as	we	anticipate,	and	whether	we	can	achieve	market	acceptance	of	our
products,	services	and	business	models.	We	may	never	generate	any	revenue	or	operate	on	a	profitable	basis.	Even	if	we	achieve
profitability,	we	may	not	be	able	to	sustain	it.	If	we	are	unable	to	achieve	sustainable	profitability,	our	financial	condition	and
the	price	of	our	securities	will	be	materially	and	adversely	affected	.	The	FDA	trial	process	is	uncertain	.	Clinical	failure	can
occur	at	any	stage	of	clinical	development.	Our	clinical	experience	to	date	does	not	necessarily	predict	future	results	and	may
not	have	revealed	certain	potential	limitations	of	the	technology	or	potential	complications	from	the	Acclaim	CI	and	may	require
further	clinical	validation.	Any	product	version	we	advance	through	clinical	trials	may	not	have	favorable	results	in	later	clinical
trials	or	receive	regulatory	approval.	We	cannot	predict	the	timing	of	clinical	trial	results,	availability	of	regulatory
personnel,	or	delays,	constraints	or	outcomes	of	any	regulatory	submissions	or	approvals.	Clinical	failure	can	occur	at	any
stage	of	clinical	development.	We	have	received	are	currently	in	the	process	of	the	early	feasibility	study	for	the	Acclaim	CI,
and	we	submitted	our	IDE	for	approval	from	the	FDA	to	begin	in	Q1	of	2024	with	approval	anticipated	by	end	of	Q2	2024	or
our	beginning	pivotal	trial,	which	we	began	in	the	first	quarter	of	Q3	2024	2025	.	As	we	have	limited	clinical	experience,
our	ability	to	identify	potential	problems	and	/	or	inefficiencies	concerning	current	and	future	versions	of	the	Acclaim	CI	in
advance	of	its	use	in	general	and	expanded	groups	of	patients	may	be	limited,	and	we	cannot	assure	you	that	actual	clinical
performances	will	be	satisfactory	to	support	proposed	indications	and	regulatory	approvals	and	clinical	acceptance	and	adoption,
or	that	its	use	will	not	result	in	unanticipated	complications.	If	the	results	of	our	feasibility	study	are	not	satisfactory,	our	U.	S.
pivotal	study	could	be	delayed	or	may	not	occur.	Furthermore,	there	can	be	no	assurance	that	the	implementation	of	our	plan
will	be	successful.	In	addition,	the	results	of	our	clinical	trials	are	subject	to	human	analyses	and	interpretation	of	the	data
accumulated,	which	could	be	affected	by	various	errors	due	to,	among	other	factors,	lack	of	sufficient	clinical	experience	with
the	Acclaim	CI,	assumptions	used	in	the	statistical	analysis	of	results,	interpretation	errors	in	the	analysis	of	the	clinical	trials
results,	or	uncertainty	in	the	actual	efficacy	of	the	Acclaim	CI	in	its	current	clinical	stage.	Therefore,	the	safety	and	efficacy	of
the	Acclaim	CI	and	the	clinical	results	to	date	will	require	further	independent	professional	validation	and	clinical	study.	If	the
Acclaim	CI	does	not	function	as	expected	over	time,	we	may	not	be	able	to	develop	the	Acclaim	CI	at	the	rate	or	to	the	stage	we
desire,	we	could	be	subject	to	liability	claims,	our	reputation	may	be	harmed,	the	Acclaim	CI	may	not	achieve	regulatory
clearances,	and	the	Acclaim	CI	may	not	be	widely	adopted	by	healthcare	providers	and	patients.	If	the	Acclaim	CI	is	not	widely
adopted,	our	business,	financial	condition,	and	results	of	operations	will	be	materially	and	adversely	affected	.	The	FDA’	s
policies	may	change,	and	additional	government	laws,	regulations,	and	policies	may	be	enacted	that	could	prevent,	limit,
or	delay	regulatory	approval	of	our	product	candidates,	limit	the	marketability	of	our	product	candidates,	or	impose
additional	regulatory	obligations	on	us.	The	current	U.	S.	presidential	administration	has	proposed	significant	changes
to	the	structure,	operations,	and	staffing	of	the	federal	regulatory	agencies,	including	the	FDA.	Although	the	proposals
are	for	more	efficient	review	and	less	regulation,	it	is	possible	that	reductions	and	turnover	in	staffing,	reductions	in
funding,	changes	to	policy	and	procedure,	and	general	uncertainty	regarding	the	status	of	agencies,	their	staff,	and	their
funding	will	cause	delays	in	clinical	trials	for	the	Acclaim	CI	or	result	in	the	Acclaim	CI	not	receiving	FDA	approval	for
commercialization.	Any	such	delays	will	cause	us	significant	expense	by	extending	our	time	to	commercialization	if	FDA
approval	is	obtained,	if	we	are	able	to	obtain	it	at	all	.	The	successful	commercialization	of	the	Acclaim	CI,	if	it	receives
FDA	approval,	will	depend	in	part	on	the	extent	to	which	governmental	authorities	and	health	insurers	establish	coverage,
adequate	reimbursement	levels	and	favorable	pricing	policies.	Failure	to	obtain	or	maintain	coverage	and	adequate
reimbursement	for	our	product	candidates	could	limit	our	ability	to	market	those	products	and	decrease	our	ability	to	generate
revenue.	The	availability	of	coverage	and	the	adequacy	of	reimbursement	by	governmental	healthcare	programs	such	as
Medicare	and	Medicaid,	private	health	insurers	and	other	third-	party	payors	will	be	essential	for	most	patients	to	be	able	to
afford	the	Acclaim	CI.	Our	ability	to	achieve	coverage	and	acceptable	levels	of	reimbursement	for	our	products	by	third-	party
payors	will	affect	our	ability	to	successfully	commercialize	the	Acclaim	CI.	Even	if	we	obtain	coverage	for	the	Acclaim	CI	by	a
third-	party	payor,	the	resulting	reimbursement	payment	rates	may	not	be	adequate.	We	can	provide	no	assurance	that	coverage
and	reimbursement	in	the	United	States,	the	European	Union,	or	elsewhere	will	be	available	for	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	third-	party	payor	coverage	and	reimbursement	of	newly	approved	products.	In	the	United	States,	third-
party	payors,	including	private	and	governmental	payors,	such	as	the	Medicare	and	Medicaid	programs,	play	an	important	role
in	determining	the	extent	to	which	new	products	will	be	covered.	Some	third-	party	payors	may	require	pre-	approval	of
coverage	for	new	or	innovative	devices	before	they	will	reimburse	healthcare	providers	who	use	such	therapies.	Although	we
are	confident	that	the	Acclaim	CI	will	be	eligible	for	reimbursement,	we	cannot	guarantee	what	third-	party	payors	will	decide



with	respect	to	the	coverage	and	reimbursement	for	the	Acclaim	CI,	if	approved.	Obtaining	and	maintaining	reimbursement
status	is	time	consuming,	costly	and	uncertain.	The	Medicare	and	Medicaid	programs	increasingly	are	used	as	models	for	how
private	payors	and	other	governmental	payors	develop	their	coverage	and	reimbursement	policies	for	drugs	and	medical
devices.	However,	no	uniform	policy	for	coverage	and	reimbursement	for	such	products	exists	among	third-	party	payors	in	the
United	States.	Therefore,	coverage	and	reimbursement	for	products	can	differ	significantly	from	payor	to	payor.	As	a	result,	the
coverage	determination	process	is	often	a	time	consuming	and	costly	process	that	may	require	us	to	provide	scientific	and
clinical	support	for	the	use	of	our	products	to	each	payor	separately,	with	no	assurance	that	coverage	and	adequate
reimbursement	will	be	applied	consistently	or	obtained	in	the	first	instance.	Furthermore,	rules	and	regulations	regarding
reimbursement	change	frequently,	in	some	cases	at	short	notice,	and	we	believe	that	changes	in	these	rules	and	regulations	are
likely.	Outside	the	United	States,	our	international	operations	will	generally	be	subject	to	extensive	governmental	price	controls
and	other	market	regulations,	and	we	believe	the	increasing	emphasis	on	cost-	containment	initiatives	in	Europe	and	other
countries	has	and	will	continue	to	put	pressure	on	the	pricing	and	usage	of	our	products.	In	many	countries,	the	prices	of	medical
products	are	subject	to	varying	price	control	mechanisms	as	part	of	national	health	systems.	Other	countries	allow	companies	to
fix	their	own	prices	for	medical	products	but	monitor	and	control	company	profits.	Additional	foreign	price	controls	or	other
changes	in	pricing	regulation	could	restrict	the	amount	that	we	are	able	to	charge	for	our	product	candidates,	if	approved.
Accordingly,	in	markets	outside	the	United	States,	the	reimbursement	for	our	product	candidates	may	be	reduced	compared	with
the	United	States	and	may	be	insufficient	to	generate	commercially	reasonable	revenue	and	profits.	Moreover,	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	products.	We	expect	to	experience	pricing	pressures	in	connection	with	the	sale	of
any	of	our	product	candidates	due	to	the	trend	toward	managed	healthcare,	the	increasing	influence	of	health	maintenance
organizations	and	additional	legislative	changes.	The	downward	pressure	on	healthcare	costs	in	general,	particularly	prescription
drugs	and	surgical	procedures	and	other	treatments,	has	become	very	intense.	As	a	result,	increasingly	high	barriers	are	being
erected	to	the	entry	of	new	products.	If	we	are	unable	to	obtain	reimbursement	coverage	or	adequate	reimbursement	levels,	our
results	of	operations,	financial	condition,	the	value	of	our	securities,	and	our	future	prospects	will	be	materially	and	adversely
affected.	We	operate	in	a	very	competitive	business	environment,	and	if	we	are	unable	to	compete	successfully	against	our
existing	or	potential	competitors,	our	business,	financial	condition	and	results	of	operations	may	be	adversely	affected.	The
Acclaim	CI	will	be	subject	to	intense	competition.	The	industry	in	which	we	operate	is	competitive,	subject	to	change	and
sensitive	to	the	introduction	of	new	products,	procedures	or	other	market	activities	of	industry	participants.	We	will	compete
with	large,	diversified	medical	device	companies,	including	Sonova,	Demant,	Cochlear,	and	others.	We	also	compete	with
smaller	companies	similar	to	us.	At	any	time,	these	competitors	and	other	potential	market	entrants	may	develop	new	products,
procedures	or	treatment	alternatives	that	could	render	our	products	obsolete	or	uncompetitive.	In	addition,	one	or	more	of	such
competitors	may	gain	a	market	advantage	by	developing	and	patenting	competitive	products,	procedures	or	treatment
alternatives	earlier	than	we	can,	obtaining	regulatory	clearances	or	approvals	more	rapidly	than	we	can	or	selling	competitive
products	at	prices	lower	than	ours.	If	medical	research	were	to	lead	to	the	discovery	of	alternative	therapies	or	technologies	that
better	treat	or	cure	hearing	loss,	our	profitability	could	suffer	through	a	reduction	in	sales	or	a	loss	in	market	share	to	a
competitor.	Many	of	our	current	and	potential	competitors	have	substantially	greater	sales	and	financial	resources	than	we	do.
These	competitors	may	also	have	more	established	distribution	networks,	a	broader	offering	of	products,	entrenched
relationships	with	physicians	and	distributors	or	greater	experience	in	launching,	marketing,	distributing	and	selling	products	or
treatment	alternatives	.	Similarly,	we	cannot	currently	anticipate	whether	or	how	artificial	intelligence	may	cause
significant	change	in	our	industry,	but	our	competitors	will	likely	have	greater	resources	than	us	to	implement
proprietary	artificial	intelligence	solutions	in	their	businesses,	which	may	give	them	significant	competitive	advantages	.
We	also	compete	with	our	competitors	to	engage	the	services	of	independent	sales	agents,	both	those	presently	working	with	us
and	those	with	whom	we	hope	to	work	as	we	expand.	In	addition,	we	compete	with	our	competitors	to	acquire	technologies	and
technology	licenses	complementary	to	our	products	or	procedures	or	advantageous	to	our	business.	If	we	are	unable	to	compete
successfully	against	our	existing	or	potential	competitors,	our	business,	financial	condition	and	results	of	operations	will	be
adversely	affected,	and	we	may	not	be	able	to	grow	at	our	expected	rate,	if	at	all.	We	expect	to	derive	most	of	our	revenues	from
sales	of	the	Acclaim	CI.	Our	inability	to	successfully	commercialize	this	product	candidate	or	any	subsequent	decline	in	demand
for	this	product	candidate,	could	severely	harm	our	ability	to	generate	revenues.	We	are	currently	dependent	on	the	successful
commercialization	of	the	Acclaim	CI	to	generate	revenues.	As	a	result,	factors	adversely	affecting	our	ability	to	successfully
commercialize,	or	the	pricing	of	or	demand	for,	this	product	could	have	a	material	adverse	effect	on	our	financial	condition	and
results	of	operations.	If	we	are	unable	to	successfully	commercialize	or	create	market	demand	for	the	Acclaim	CI,	we	will	have
limited	ability	to	generate	revenues.	Furthermore,	we	may	be	vulnerable	to	fluctuations	in	demand	for	the	Acclaim	CI,	and	a
reduction	in	demand	for	the	Acclaim	CI	would	have	a	material	adverse	effect	on	our	results	of	operations	and	financial
condition.	Such	fluctuations	in	demand	may	be	due	to	many	factors,	many	of	which	are	beyond	our	control,	including,	among
others:	●	market	acceptance	of	a	new	product,	including	healthcare	professionals’	and	patients’	preferences;	●	market
acceptance	of	the	clinical	safety	and	performance	of	the	Acclaim	CI;	●	development	of	similarly	cost-	effective	products	by	our
competitors;	●	development	delays	of	the	Acclaim	CI;	●	adverse	medical	side	effects	suffered	by	patients	using	the	Acclaim	CI,
whether	actually	resulting	from	the	use	of	the	Acclaim	CI	or	not;	●	changes	in	regulatory	policies	toward	hearing	loss
technologies;	●	changes	in	regulatory	approval,	clearance	requirements	and	licensure	for	our	product;	●	third-	party	claims	of
intellectual	property	infringement;	●	budget	constraints	and	the	availability	of	reimbursement	or	insurance	coverage	from	third-
party	payors	for	the	Acclaim	CI;	●	any	developments	affecting	the	long-	term	implantation	and	use	of	the	Acclaim	CI;	and	●
responses	from	certain	of	our	competitors	to	the	offering	of	the	Acclaim	CI.	If	healthcare	professionals	do	not	recommend	our



product	to	their	patients,	the	Acclaim	CI	may	not	achieve	market	acceptance	and	we	may	not	become	profitable.	If	healthcare
professionals,	including	physicians,	do	not	recommend	or	prescribe	our	product	to	their	patients,	the	Acclaim	CI	may	not
achieve	market	acceptance	and	we	may	not	become	profitable.	In	addition,	physicians	have	historically	been	slow	to	change
their	medical	diagnostic	and	treatment	practices	because	of	perceived	liability	risks	arising	from	the	use	of	new	products.
Delayed	adoption	of	the	Acclaim	CI	by	healthcare	professionals	could	lead	to	a	delayed	adoption	by	patients.	Healthcare
professionals	may	not	recommend	the	Acclaim	CI	until	certain	conditions	have	been	satisfied,	including,	among	others:	●	there
is	sufficient	long-	term	clinical	and	health-	economic	evidence	to	convince	them	to	alter	their	existing	hearing	loss	treatments
and	recommendations;	●	there	are	recommendations	from	prominent	physicians,	educators	and	/	or	associations	indicating	that
the	Acclaim	CI	is	safe	and	effective;	●	we	obtain	favorable	data	from	clinical	and	health-	economic	studies	for	the	Acclaim	CI;
●	reimbursement	or	insurance	coverage	from	government	and	private	third-	party	payors	is	available;	●	healthcare	professionals
obtain	required	approvals	and	licensures	for	the	handling,	storage,	dispensing	and	disposal	of	the	Acclaim	CI;	and	●	healthcare
professionals	become	familiar	with	the	advantages	of	the	Acclaim	CI	in	comparison	to	other	hearing	loss	solutions.	We	cannot
predict	when,	if	ever,	healthcare	professionals	and	patients	will	adopt	the	use	of	the	Acclaim	CI	on	a	large	scale.	Even	if
favorable	data	is	obtained	from	clinical	studies	for	the	regulatory	approval	of	the	Acclaim	CI,	there	can	be	no	assurance	that
prominent	physicians	would	endorse	it	for	use	by	their	patients.	If	the	Acclaim	CI	does	not	achieve	an	adequate	level	of
acceptance	by	patients,	healthcare	professionals,	and	government	and	private	third-	party	payors,	we	may	not	generate
significant	product	revenues,	we	may	not	become	profitable,	in	which	case	our	results	of	operations,	cash	flows	and	the	value	of
our	securities	will	be	materially	and	adversely	affected.	We	will	be	dependent	upon	contract	manufacturing	organizations	and
material	suppliers,	making	us	vulnerable	to	supply	shortages	and	problems,	increased	costs	and	quality	or	compliance	issues,	any
of	which	could	harm	our	business.	Our	production	of	Acclaim	CI	devices	is	currently	limited	to	production	of	prototype	devices
and	devices	for	our	early	feasibility	study.	As	a	result,	our	purchases	of	supplies	and	components	are	limited	to	date.	However,
we	expect	that	we	will	need	to	significantly	increase	our	production	rates	to	meet	the	supply	of	Acclaim	CI	devices	needed	for
our	clinical	trials	and,	if	the	Acclaim	CI	obtains	FDA	approval,	for	eventual	commercialization,	which	we	are	targeting	to	obtain
in	late	2026	2027	/	early	2028	.	We	also	expect	that	some	of	the	critical	materials	and	components	used	in	manufacturing	the
Acclaim	CI	may	be	sourced	from	single	suppliers,	which	may	expose	us	to	greater	risks	as	we	increase	production	of	Acclaim
CI	devices	than	if	our	supplier	base	were	more	diversified.	For	example,	our	suppliers	may	encounter	problems	during
manufacturing	for	a	variety	of	reasons,	including,	for	example,	failure	to	follow	specific	protocols	and	procedures,	failure	to
comply	with	applicable	legal	and	regulatory	requirements,	equipment	malfunction	and	environmental	factors,	failure	to	properly
conduct	their	own	business	affairs,	and	infringement	of	third-	party	intellectual	property	rights,	any	of	which	could	delay	or
impede	their	ability	to	meet	our	increased	requirements.	An	interruption	in	the	supply	of	a	key	component	could	significantly
delay	our	production	of	the	Acclaim	CI	or	increase	our	production	costs.	When	we	increase	production,	our	reliance	on	these
third-	party	suppliers	will	also	subject	us	to	other	risks	that	could	harm	our	business,	including:	●	we	are	not,	and	will	not	in	the
near	future	be,	a	major	customer	of	many	of	our	suppliers,	and	these	suppliers	may	therefore	give	other	customers’	needs	higher
priority	than	us;	●	we	may	not	be	able	to	obtain	an	adequate	supply	of	components	in	a	timely	manner,	on	commercially
reasonable	terms	or	at	all;	●	our	suppliers,	especially	new	suppliers,	may	make	errors	in	manufacturing	that	could	adversely
affect	the	efficacy	or	safety	of	our	products	or	cause	delays	in	shipment;	●	we	may	have	difficulty	locating	and	qualifying
additional	or	alternative	suppliers;	●	switching	components	or	suppliers	may	require	product	redesign	and	possibly	resubmission
to	the	FDA	or	other	similar	foreign	regulatory	agencies,	which	could	impede	or	delay	our	commercial	activities;	●	one	or	more
of	our	suppliers	may	be	unwilling	or	unable	to	supply	components	for	our	products	in	a	timely	manner,	on	commercially
reasonable	terms	or	at	all;	●	the	occurrence	of	a	fire,	natural	disaster	or	other	catastrophe	impacting	one	or	more	of	our	suppliers
may	affect	their	ability	to	deliver	products	to	us	in	a	timely	manner	or	at	all;	and	●	our	suppliers	may	encounter	financial	or
other	business	hardships	unrelated	to	our	demand,	which	could	inhibit	their	ability	to	fulfill	our	orders	and	meet	our
requirements.	We	may	not	be	able	to	quickly	establish	additional	or	alternative	suppliers	if	necessary,	in	part	because	we	may
need	to	undertake	additional	activities	to	establish	such	suppliers	as	required	by	the	regulatory	approval	process.	Any
interruption	or	delay	in	obtaining	products	from	our	third-	party	suppliers,	or	our	inability	to	obtain	products	from	qualified
alternate	sources	at	acceptable	prices	in	a	timely	manner,	could	materially	impair	our	ability	to	meet	the	demand	of	our
customers	and	cause	them	to	switch	to	competing	products.	Given	our	reliance	on	a	limited	number	of	suppliers,	we	may	be
susceptible	to	supply	shortages	while	looking	for	alternate	suppliers,	which	could	materially	and	adversely	affect	our	business,
financial	condition,	results	of	operations	and	the	trading	price	of	our	securities.	Our	business	plan	relies	on	certain	assumptions
about	the	market	for	our	product;	however,	the	size	and	expected	growth	of	our	addressable	market	has	not	been	established
with	precision	and	may	be	smaller	than	we	estimate,	and	even	if	the	addressable	market	is	as	large	as	we	have	estimated,	we
may	not	be	able	to	capture	market	share.	Our	estimates	of	the	addressable	market	for	the	Acclaim	CI	are	based	on	a	number	of
internal	and	third-	party	estimates	and	assumptions.	While	we	believe	our	assumptions	and	the	data	underlying	our	estimates	are
reasonable,	these	assumptions	and	our	estimates	may	not	be	correct.	As	a	result,	the	projected	demand	for	our	products	could
materially	differ	from	actual	demand	if	our	assumptions	regarding	these	trends	and	acceptance	of	our	products	by	the	medical
community	prove	to	be	incorrect	or	do	not	materialize,	or	if	non-	surgical	treatments	gain	more	widespread	acceptance.	In
addition,	even	if	the	Acclaim	CI	gains	acceptance,	technological	or	medical	advances	could	provide	alternatives	to	address
hearing	loss	that	are	less	invasive	or	offer	other	benefits	over	Acclaim	CI.	As	a	result,	our	estimates	of	the	addressable	market
for	our	current	or	future	products	and	procedures	may	prove	to	be	incorrect.	If	the	addressable	market	is	not	as	large	as	we
believe,	our	business,	financial	condition	and	results	of	operations	and	business	prospects	would	be	materially	and	adversely
affected.	We	will	depend	on	third	parties	to	manage	our	pre-	clinical	studies	and	clinical	trials,	perform	related	data	collection
and	analysis,	and	to	enroll	patients	for	our	clinical	trials,	and,	as	a	result,	we	may	face	costs	and	delays	that	are	beyond	our
control.	We	rely	upon	third-	party	vendors,	including	Contract	Research	Organization	(“	CROs	”),	to	monitor	and	manage	data



for	our	ongoing	preclinical	studies	and	will	rely	on	them	to	manage	our	clinical	trials	-	trial	.	We	also	rely	on	CROs	for
execution	of	our	preclinical	studies	and	will	rely	on	them	for	execution	of	our	clinical	trials	-	trial	.	Although	we	control	only
certain	aspects	of	their	activities,	we	are	and	will	be	responsible	for	ensuring	that	each	of	our	studies	is	conducted	in	accordance
with	the	applicable	protocol,	legal,	regulatory	and	scientific	standards,	and	our	reliance	on	the	vendors	and	CROs	does	not
relieve	us	of	our	regulatory	responsibilities.	We	and	our	CROs	and	other	vendors	are	required	to	comply	with	good	clinical
practice	(“	GCP	”),	cGMP,	the	Helsinki	Declaration,	the	International	Conference	on	Harmonization	Guideline	for	Good
Clinical	Practice,	applicable	European	Commission	Directives	on	Clinical	Trials,	laws	and	regulations	applicable	to	clinical
trials	conducted	in	other	territories,	and	good	laboratory	practices,	which	are	regulations	and	guidelines	enforced	by	the	FDA,
the	Competent	Authorities	of	the	Member	States	of	the	EEA,	and	comparable	foreign	regulatory	authorities	for	all	of	our
product	candidates	in	clinical	development.	Regulatory	authorities	enforce	these	regulations	through	periodic	inspections	of
study	sponsors,	principal	investigators,	study	sites	and	other	contractors.	If	we	or	any	of	our	CROs	or	vendors	fail	to	comply
with	applicable	regulations,	including	GCP	and	cGMP	regulations,	the	clinical	data	generated	in	our	clinical	studies	may	be
deemed	unreliable	and	the	FDA,	European	Medicines	Agency	(“	EMA	”),	or	comparable	foreign	regulatory	authorities	may
require	us	to	perform	additional	clinical	trials	before	approving	our	marketing	applications.	Our	failure	to	comply	with	these
regulations	may	require	us	to	repeat	clinical	trials,	which	would	delay	the	regulatory	approval	process.	If	any	of	our
relationships	with	third-	party	CROs	or	vendors	terminate,	we	may	not	be	able	to	enter	into	arrangements	with	alternative	CROs
or	vendors	or	do	so	on	commercially	reasonable	terms.	In	addition,	our	CROs	are	not	our	employees,	and,	except	for	remedies
available	to	us	under	our	agreements	with	such	CROs,	we	cannot	control	whether	they	devote	sufficient	time	and	resources	to
our	ongoing	clinical	programs.	If	our	CROs	do	not	successfully	carry	out	their	contractual	duties	or	obligations	or	meet	expected
deadlines,	if	they	need	to	be	replaced	or	if	the	quality	or	accuracy	of	the	clinical	data	they	obtain	is	compromised	due	to	their
failure	to	adhere	to	our	clinical	protocols,	regulatory	requirements	or	for	other	reasons,	our	clinical	trials	may	be	extended,
delayed	or	terminated,	and	we	may	not	be	able	to	obtain	regulatory	approval	for	or	successfully	commercialize	our	product
candidates.	Our	CROs	may	also	generate	higher	costs	than	anticipated,	which	could	adversely	affect	our	results	of	operations
and	the	commercial	prospects	for	our	product	candidate,	increase	our	costs	and	delay	our	ability	to	generate	revenue.	Replacing
or	finding	additional	CROs	involves	additional	cost	and	requires	management	time	and	focus.	In	addition,	there	is	a	natural
transition	period	when	a	new	CRO	commences	work.	As	a	result,	delays	occur,	which	can	materially	impact	our	ability	to	meet
our	desired	clinical	development	timelines.	Though	we	carefully	manage	our	relationships	with	our	CROs,	we	may	encounter
similar	challenges	or	delays	in	the	future,	which	could	have	a	material	adverse	effect	on	our	business,	financial	condition	and
prospects.	We	have	been	and	in	the	future	may	become	a	defendant	in	one	or	more	stockholder	derivative,	class-	action,	and
other	litigation,	and	any	such	lawsuits	may	adversely	affect	our	business,	financial	condition,	results	of	operations	and	cash
flows.	We	and	certain	of	our	officers	and	directors	have	been	and	may	in	the	future	become	defendants	in	one	or	more
stockholder	derivative	actions	or	other	class-	action	lawsuits.	For	example:	●	A	lawsuit	was	filed	in	January	2020	against	certain
members	of	the	Legacy	Envoy	board	of	directors	alleging	that	the	terms	of	financing	transactions	between	GAT	and	Glen	A.
Taylor	on	the	one	hand	and	Legacy	Envoy	on	the	other	hand	were	unreasonably	favorable	to	GAT	and	Mr.	Taylor,	that	Mr.
Taylor	breached	his	fiduciary	duty	as	a	shareholder,	that	each	defendant	breached	his	fiduciary	duty	as	a	director	in	approving
such	transactions	and	engaged	in	common	law	fraud	in	not	sufficiently	disclosing	the	transactions,	a	claim	of	unjust	enrichment
against	GAT	and	Mr.	Taylor,	and	claims	against	the	other	directors	for	aiding	and	abetting	and	conspiracy	in	relation	to	the
claims	against	GAT	and	Mr.	Taylor.	●	A	lawsuit	was	filed	in	November	2023	against	Daniel	Hirsch,	Whitney	Haring-	Smith,
the	Sponsor	and	the	Company,	as	successor	to	Anzu	Special	Acquisition	Corp	I	alleging	a	claim	for	breach	of	Anzu’	s	Amended
and	Restated	Certificate	of	Incorporation	against	the	Company,	a	claim	for	breach	of	fiduciary	duty	against	Mr.	Hirsch,	Dr.
Haring-	Smith	and	the	Sponsor	and	claims	for	unjust	enrichment,	fraudulent	misrepresentation	and	tortious	interference	with
economic	relations	against	the	defendants.	See	Part	I,	Item	3.	Legal	Proceedings	for	more	information	on	these	lawsuits.	These
lawsuits	can	divert	our	management’	s	attention	and	resources	from	our	ordinary	business	operations,	and	we	would	likely	incur
significant	expenses	associated	with	their	defense	(including,	without	limitation,	substantial	attorneys’	fees	and	other	fees	of
professional	advisors	and	potential	obligations	to	indemnify	current	and	former	officers	and	directors	who	are	or	may	become
parties	to	such	actions).	In	connection	with	these	lawsuits,	we	may	be	required	to	pay	material	damages,	consent	to	injunctions
on	future	conduct	and	/	or	suffer	other	penalties,	remedies	or	sanctions,	or	issue	additional	shares	upon	the	exercise	of	certain
warrants,	which	may	cause	additional	dilution.	In	addition,	any	such	future	lawsuits	could	adversely	impact	our	reputation	and	/
or	ability	to	launch	and	commercialize	our	products,	thereby	harming	our	ability	to	generate	revenue.	Accordingly,	the	ultimate
resolution	of	these	matters	and	any	future	matters	could	have	a	material	adverse	effect	on	our	business,	financial	condition,
results	of	operation	and	cash	flow	and,	consequently,	could	negatively	impact	the	trading	price	of	our	Class	A	Common	Stock.
We	are	highly	dependent	on	key	members	of	our	executive	management	team.	Our	inability	to	retain	these	individuals	could
impede	our	business	plan	and	growth	strategies,	which	could	have	a	negative	impact	on	our	business	and	the	value	of	your
investment.	Our	ability	to	implement	our	business	plan	depends	on	the	continued	services	of	key	members	of	our	senior
management.	In	particular,	and	to	a	critical	extent,	we	are	dependent	on	the	continued	efforts	and	services	of	the	members	of	our
management	team.	If	we	lose	the	services	of	such	key	members	of	our	management	team,	we	would	likely	be	forced	to	expend
significant	time	and	money	in	the	pursuit	of	replacement	individuals,	which	may	result	in	a	delay	in	the	implementation	of	our
business	plan	and	plan	of	operations.	We	may	not	be	able	to	find	satisfactory	replacements	on	terms	that	would	not	be	unduly
expensive	or	burdensome	to	us.	We	do	not	currently	carry	a	key-	man	life	insurance	policy	that	would	assist	us	in	recouping	our
costs	in	the	event	of	the	death	or	disability	of	our	management	team.	The	loss	of	members	of	our	management	team,	or	our
inability	to	attract	or	retain	other	qualified	individuals,	could	have	a	material	adverse	effect	on	our	business,	results	of	operations
and	financial	condition.	Certain	of	our	directors	and	/	or	officers	may	have	interests	that	are	different	from	holders	of	our	Class
A	Common	Stock.	Certain	of	our	directors	and	officers	may	have	different	interests	than	other	holders	of	Class	A	Common



Stock.	As	of	March	27	24	,	2024	2025	,	Mr.	Taylor,	a	member	of	the	Board,	holds	approximately	52	48	.	6	2	%	of	the	currently
outstanding	shares	of	Class	A	Common	Stock	and	approximately	22	24	.	2	%	of	the	outstanding	shares	of	our	Series	A	Preferred
Stock.	As	a	result	of	these	holdings,	Mr.	Taylor	has	the	ability	to	exert	significant	influence	over	matters	submitted	to	a	vote	of
our	shareholders.	Mr.	Lucas,	a	member	of	the	Board	and	the	Chief	Executive	Officer,	has	interest	in	continued	employment	with
the	Company	that	is	different	from	other	holders	of	Class	A	Common	Stock.	For	additional	information	regarding	related	party
transactions	and	potential	conflicts	of	interest,	see	Item	13.	Certain	Relationships	and	Related	Transactions,	and	Director
Independence.	Our	management	team	has	limited	does	not	have	experience	managing	a	public	company.	The	members	of	our
management	team	do	not	have	limited	experience	managing	a	publicly	traded	company,	interacting	with	public	company
investors	or	,	and	complying	with	the	increasingly	complex	laws	pertaining	to	public	companies	in	the	United	States.	Our
management	team	may	not	successfully	or	efficiently	manage	our	transition	to	being	a	public	company	subject	to	significant
regulatory	oversight	and	reporting	obligations	under	the	U.	S.	federal	securities	laws	and	the	continuous	scrutiny	of	securities
analysts	and	investors.	These	new	obligations	and	constituents	require	significant	attention	from	our	senior	management	and
could	divert	their	attention	away	from	the	day-	to-	day	management	of	our	business,	which	could	adversely	affect	our	business,
financial	condition,	results	of	operations	and	prospects.	Risks	Relating	to	Our	Intellectual	Property	If	we	are	unable	to	obtain
significant	patent	protection	for	our	products,	or	if	our	patents	and	other	intellectual	property	rights	do	not	adequately	protect	our
products,	we	may	be	unable	to	gain	significant	market	share	and	be	unable	to	operate	our	business	profitably.	We	rely	on
patents,	trade	secrets,	copyrights,	know-	how,	trademarks,	license	agreements	and	contractual	provisions	to	establish	our
intellectual	property	rights	and	protect	our	products.	These	legal	means,	however,	afford	only	limited	protection	and	may	not
completely	protect	our	rights.	As	of	February	29	March	10	,	2024	2025	,	our	exclusively-	owned	we	had	rights	to	35	issued	U.
S.	patents,	which	are	estimated	to	expire	between	2025	and	2043	assuming	all	required	fees	are	paid,	13	pending	U.	S.
patent	portfolio	included	30	applications,	33	issued	foreign	patents	in	the	United	States	and	12	issued	32	pending	foreign	and
international	patents	-	patent	applications	in	other	countries	.	We	cannot	assure	you	that	our	intellectual	property	position	will
not	be	challenged	or	that	all	patents	for	which	we	have	applied	will	be	granted.	The	validity	and	breadth	of	claims	in	patents
involve	complex	legal	and	factual	questions	and,	therefore,	may	be	highly	uncertain.	Uncertainties	and	risks	that	we	face	include
the	following:	●	our	pending	or	future	patent	applications	may	not	result	in	the	issuance	of	patents;	●	the	scope	of	any	existing
or	future	patent	protection	may	not	exclude	competitors	or	provide	competitive	advantages	to	us;	●	our	patents	may	not	be	held
valid	or	enforceable	if	subsequently	challenged;	●	other	parties	may	claim	that	our	products	and	designs	infringe	the	proprietary
rights	of	others	and	even	if	we	are	successful	in	defending	our	patents	and	proprietary	rights,	the	cost	of	such	litigation	may
adversely	affect	our	business;	and	●	other	parties	may	develop	similar	products,	duplicate	our	products,	or	design	around	our
patents.	The	patent	prosecution	process	is	expensive	and	time-	consuming,	and	we	may	not	be	able	to	file,	prosecute,	maintain,
enforce	or	license	all	necessary	or	desirable	patent	applications	at	a	reasonable	cost	or	in	a	timely	manner,	or	in	all	jurisdictions.
We	may	choose	not	to	seek	patent	protection	for	certain	innovations	and	may	choose	not	to	pursue	patent	protection	in	certain
jurisdictions,	and	under	the	laws	of	certain	jurisdictions,	patents	or	other	intellectual	property	rights	may	be	unavailable	or
limited	in	scope.	It	is	also	possible	that	we	will	fail	to	identify	patentable	aspects	of	our	developments	before	it	is	too	late	to
obtain	patent	protection.	In	addition,	the	laws	of	foreign	jurisdictions	may	not	protect	our	rights	to	the	same	extent	as	the	laws	of
the	United	States.	For	example,	most	countries	outside	of	the	United	States	do	not	allow	patents	for	methods	of	treating	the
human	body.	This	may	preclude	us	from	obtaining	method	patents	outside	of	the	United	States	having	similar	scope	to	those	we
have	obtained	or	may	obtain	in	the	future	in	the	United	States.	Changes	in	either	the	patent	laws	or	interpretation	of	the	patent
laws	in	the	United	States	and	other	countries	may	diminish	the	value	of	our	patents	or	narrow	the	scope	of	our	patent	protection.
Moreover,	we	may	be	subject	to	a	third-	party	pre-	issuance	submission	of	prior	art	to	the	U.	S.	Patent	and	Trademark	Office
(the	“	USPTO	”)	or	patent	offices	in	foreign	jurisdictions,	or	become	involved	in	opposition,	derivation,	reexamination,	inter
partes	review,	post-	grant	review	or	interference	proceedings	challenging	our	patent	rights	or	the	patent	rights	of	others.	An
adverse	determination	in	any	such	submission,	proceeding	or	litigation	could	reduce	the	scope	of,	or	invalidate,	our	patent	rights,
allow	third	parties	to	commercialize	our	technology	and	compete	directly	with	us,	without	payment	to	us.	The	issuance	of	a
patent	is	not	conclusive	as	to	its	inventorship,	scope,	validity	or	enforceability,	and	our	patents	may	be	challenged	in	the	courts
or	patent	offices	in	the	United	States	and	abroad.	Such	challenges	may	result	in	loss	of	exclusivity	or	freedom	to	operate	or	in
patent	claims	being	narrowed,	invalidated	or	held	unenforceable,	in	whole	or	in	part,	which	could	limit	our	ability	to	stop	others
from	using	or	commercializing	similar	or	identical	products	and	techniques,	or	limit	the	duration	of	the	patent	protection	of	our
technology.	While	we	are	aware	of	several	third-	party	patents	of	interest,	we	do	not	believe	that	any	of	our	products	infringe
any	valid	claims	of	patents	or	other	proprietary	rights	held	by	others.	However,	there	can	be	no	assurances	that	we	do	not
infringe	any	patents	or	other	proprietary	rights	held	by	third	parties.	If	our	products	were	found	to	infringe	any	proprietary	right
of	another	party,	we	could	be	required	to	pay	significant	damages	or	license	fees	to	such	party	and	/	or	cease	production,
marketing	and	distribution	of	those	products.	We	also	rely	on	trade	secrets	and	other	unpatented	proprietary	technology.	There
can	be	no	assurances	that	we	can	meaningfully	protect	our	rights	in	our	unpatented	proprietary	technology	or	that	others	will	not
independently	develop	substantially	equivalent	proprietary	products	or	processes	or	otherwise	gain	access	to	our	proprietary
technology.	We	seek	to	protect	our	trade	secrets	and	proprietary	know-	how,	in	part,	with	confidentiality	agreements	with
employees	and	consultants	that	include	customary	intellectual	property	assignment	obligations.	Litigation	may	also	be	necessary
to	defend	infringement	claims	of	third	parties	or	to	enforce	patent	rights	we	hold	or	to	protect	trade	secrets	or	techniques	we
own.	There	can	be	no	assurances,	however,	that	the	agreements	will	not	be	breached,	adequate	remedies	for	any	breach	would
be	available	or	competitors	will	not	discover	our	trade	secrets	or	independently	develop	comparable	intellectual	property.	If	we
are	unable	to	successfully	protect	our	intellectual	property,	our	business,	financial	condition,	and	results	of	operations	will	be
materially	and	adversely	affected.	Obtaining	and	maintaining	patent	protection	depends	on	compliance	with	various	procedural,
document	submission,	fee	payment	and	other	requirements	imposed	by	governmental	patent	agencies,	and	our	patent	protection



could	be	reduced	or	eliminated	for	non-	compliance	with	these	requirements.	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.	In	addition,	periodic	maintenance	fees,	renewal	fees,	annuity	fees	and	various	other	government
fees	on	issued	patents	often	must	be	paid	to	the	USPTO	and	foreign	patent	agencies	over	the	lifetime	of	the	patent	and	/	or
applications	and	any	patent	rights	we	may	obtain	in	the	future.	While	an	unintentional	lapse	of	a	patent	or	patent	application	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,	resulting	in	partial	or	complete	loss
of	patent	rights	in	the	relevant	jurisdiction.	Non-	compliance	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.	If	we	fail	to	maintain	the	patents	and	patent
applications	covering	our	products,	we	may	not	be	able	to	stop	a	competitor	from	marketing	products	that	are	the	same	as	or
similar	to	our	products,	which	would	have	a	material	adverse	effect	on	our	business.	We	may	become	a	party	to	lawsuits	or
administrative	proceedings	involving	patents	or	other	intellectual	property.	If	we	were	to	lose	any	future	intellectual	property
lawsuits,	a	court	could	require	us	to	pay	significant	damages	and	/	or	prevent	us	from	selling	our	products.	We	may	become	a
party	to	lawsuits	or	administrative	proceedings	involving	patents	or	other	intellectual	property,	including	interference
proceedings,	post	grant	review	and	inter	partes	review	before	the	USPTO	or	the	equivalent	foreign	patent	authority.	A	legal
proceeding,	regardless	of	the	outcome,	could	drain	our	financial	resources	and	divert	the	time	and	effort	of	our	management.
Protracted	litigation	to	defend	or	prosecute	our	intellectual	property	rights	could	result	in	our	customers	or	potential	customers
deferring	or	limiting	their	purchase	or	use	of	the	affected	products	until	resolution	of	the	litigation.	If	we	are	found	to	infringe	a
third	party’	s	intellectual	property	rights,	we	could	be	required	to	obtain	a	license	from	such	third	party	to	continue	selling,
developing	and	marketing	our	products	and	techniques.	However,	we	may	not	be	able	to	obtain	any	required	license	on
commercially	reasonable	terms	or	at	all.	Even	if	we	were	able	to	obtain	a	license,	it	could	be	non-	exclusive,	thereby	giving	our
competitors	access	to	the	same	technologies	licensed	to	us.	We	could	be	forced,	including	by	court	order,	to	cease
commercializing	the	infringing	technology	or	product.	In	addition,	we	could	be	found	liable	for	monetary	damages,	including
treble	damages	and	attorneys’	fees	if	we	are	found	to	have	willfully	infringed	a	patent.	A	finding	of	infringement	could	force	us
to	cease	some	of	our	business	operations,	which	could	materially	harm	our	business.	Claims	that	we	have	misappropriated	the
confidential	information	or	trade	secrets	of	third	parties	could	have	a	similar	negative	impact	on	our	business.	Intellectual
property	litigation	may	lead	to	unfavorable	publicity	that	harms	our	reputation	and	causes	the	value	of	our	securities	to	decline.
Because	competition	in	our	industry	is	intense,	competitors	may	infringe	or	otherwise	violate	our	issued	patents,	patents	of	our
licensors	or	other	intellectual	property.	To	counter	infringement	or	unauthorized	use,	we	may	be	required	to	file	infringement
claims,	which	can	be	expensive	and	time	consuming,	and	could	distract	our	technical	and	management	personnel	from	their
normal	responsibilities.	Any	claims	we	assert	against	perceived	infringers	could	provoke	these	parties	to	assert	counterclaims	or
file	administrative	actions	against	us	alleging	that	we	infringe	their	patents.	In	addition,	in	a	patent	infringement	proceeding,	a
court	may	decide	that	a	patent	of	ours	is	invalid	or	unenforceable,	in	whole	or	in	part,	construe	the	patent’	s	claims	narrowly	or
refuse	to	stop	the	other	party	from	using	the	technology	at	issue	on	the	grounds	that	our	patents	do	not	cover	the	technology	in
question.	An	adverse	result	in	any	litigation	proceeding	or	administrative	action	could	put	one	or	more	of	our	patents	at	risk	of
being	invalidated	or	interpreted	narrowly.	Our	competitors	may	assert	invalidity	on	various	grounds,	including	lack	of	novelty,
obviousness	or	that	we	were	not	the	first	applicant	to	file	a	patent	application	related	to	our	product.	We	may	elect	to	enter	into
license	agreements	in	order	to	settle	patent	infringement	claims	or	to	resolve	disputes	before	litigation,	and	any	such	license
agreements	may	require	us	to	pay	royalties	and	other	fees	that	could	be	significant.	Furthermore,	because	of	the	substantial
amount	of	discovery	required	in	connection	with	intellectual	property	litigation,	there	is	a	risk	that	some	of	our	confidential
information	could	be	compromised	by	disclosure.	Our	competitors,	many	of	which	have	made	substantial	investments	in	patent
portfolios,	trade	secrets,	trademarks	and	competing	technologies,	may	have	applied	for	or	obtained,	or	may	in	the	future	apply
for	or	obtain,	patents	or	trademarks	that	may	prevent,	limit	or	otherwise	interfere	with	our	ability	to	make,	use,	sell	and	/	or
export	our	products	or	to	use	our	technologies	or	product	names.	Moreover,	individuals	and	groups	that	are	non-	practicing
entities,	commonly	referred	to	as	“	patent	trolls,	”	purchase	patents	and	other	intellectual	property	assets	for	the	purpose	of
making	claims	of	infringement	in	order	to	extract	settlements.	From	time	to	time,	we	may	receive	threatening	letters,	notices	or	“
invitations	to	license,	”	or	may	be	the	subject	of	claims	that	our	products	and	business	operations	infringe	or	violate	the
intellectual	property	rights	of	others.	The	defense	of	these	matters	can	be	time	consuming,	costly	to	defend	in	litigation,	divert
management’	s	attention	and	resources,	damage	our	reputation	and	brand	and	cause	us	to	incur	significant	expenses	or	make
substantial	payments.	Negative	results	in	litigation	regarding	our	intellectual	property,	or	the	requirement	to	make	substantial
expenditures	in	litigation	(regardless	of	whether	we	ultimately	prevail)	would	have	material	adverse	effect	on	our	liquidity,
business,	financial	condition,	results	of	operations,	and	the	value	of	our	securities.	If	we	fail	to	execute	invention	assignment
agreements	with	our	employees	and	contractors	involved	in	the	development	of	intellectual	property	or	are	unable	to	protect	the
confidentiality	of	our	trade	secrets,	the	value	of	our	products	and	our	business	and	competitive	position	could	be	harmed.	In
addition	to	patent	protection,	we	also	rely	on	protection	of	copyright,	trade	secrets,	know-	how	and	confidential	and	proprietary
information.	We	generally	enter	into	confidentiality	and	invention	assignment	agreements	with	our	employees,	consultants	and
third	parties	upon	their	commencement	of	a	relationship	with	us.	However,	we	may	not	enter	into	such	agreements	with	all
employees,	consultants	and	third	parties	who	have	been	involved	in	the	development	of	our	intellectual	property.	In	addition,
these	agreements	may	not	provide	meaningful	protection	against	the	unauthorized	use	or	disclosure	of	our	trade	secrets	or	other
confidential	information,	and	adequate	remedies	may	not	exist	if	unauthorized	use	or	disclosure	were	to	occur.	The	exposure	of
our	trade	secrets	and	other	proprietary	information	would	impair	our	competitive	advantages	and	could	have	a	material	adverse
effect	on	our	business,	financial	condition	and	results	of	operations.	In	particular,	a	failure	to	protect	our	proprietary	rights	may



allow	competitors	to	copy	our	products	and	procedures,	which	could	adversely	affect	our	pricing	and	market	share.	Further,
other	parties	may	independently	develop	substantially	equivalent	know-	how	and	technology.	In	addition	to	contractual
measures,	we	try	to	protect	the	confidential	nature	of	our	proprietary	information	using	commonly	accepted	physical	and
technological	security	measures.	Such	measures	may	not	provide	adequate	protection	for	our	proprietary	information,	such	as	in
the	case	of	misappropriation	of	a	trade	secret	by	an	employee	or	third	party	with	authorized	access.	Our	security	measures	may
not	prevent	an	employee	or	consultant	from	misappropriating	our	trade	secrets	and	providing	them	to	a	competitor,	and	recourse
we	take	against	such	misconduct	may	not	provide	an	adequate	remedy	to	protect	our	interests	fully.	Unauthorized	parties	may
also	attempt	to	copy	or	reverse	engineer	certain	aspects	of	our	products	that	we	consider	proprietary.	Enforcing	a	claim	that	a
party	illegally	disclosed	or	misappropriated	a	trade	secret	can	be	difficult,	expensive	and	time-	consuming,	and	the	outcome	is
unpredictable.	Even	though	we	use	commonly	accepted	security	measures,	trade	secret	violations	are	often	a	matter	of	state	law,
and	the	criteria	for	protection	of	trade	secrets	can	vary	among	different	jurisdictions.	In	addition,	trade	secrets	may	be
independently	developed	by	others	in	a	manner	that	could	prevent	legal	recourse	by	us.	While	we	have	agreements	with	many	of
our	employees,	consultants	and	third	parties	that	obligate	them	to	assign	their	inventions	to	us,	these	agreements	may	not	be	self-
executing,	not	all	employees	or	consultants	may	enter	into	such	agreements,	or	employees	or	consultants	may	breach	or	violate
the	terms	of	these	agreements,	and	we	may	not	have	adequate	remedies	for	any	such	breach	or	violation.	If	any	of	our
intellectual	property	or	confidential	or	proprietary	information,	such	as	our	trade	secrets,	were	to	be	disclosed	or
misappropriated,	or	if	any	such	information	was	independently	developed	by	a	competitor,	it	could	have	a	material	adverse
effect	on	our	competitive	position,	business,	financial	condition,	results	of	operations	and	prospects.	If	our	trademarks	and	trade
names	are	not	adequately	protected,	we	may	not	be	able	to	build	name	recognition	in	our	markets	of	interest	and	our	competitive
position	may	be	harmed.	We	rely	on	our	trademarks,	trade	names	and	brand	names	to	distinguish	our	products	from	the	products
of	our	competitors	and	have	registered	or	applied	to	register	many	of	these	trademarks.	There	can	be	no	assurance	that	our
trademark	applications	will	be	approved.	Third	parties	may	also	oppose	our	trademark	applications	or	otherwise	challenge	our
use	of	the	trademarks.	In	the	event	that	our	trademarks	are	successfully	challenged,	we	could	be	forced	to	rebrand	our	products,
which	could	result	in	loss	of	brand	recognition,	and	could	require	us	to	devote	resources	to	advertising	and	marketing	new
brands.	Further,	there	can	be	no	assurance	that	competitors	will	not	infringe	our	trademarks	or	that	we	will	have	adequate
resources	to	enforce	our	trademarks.	We	also	license	third	parties	to	use	our	trademarks.	In	an	effort	to	preserve	our	trademark
rights,	we	enter	into	license	agreements	with	these	third	parties,	which	govern	the	use	of	our	trademarks	and	require	our
licensees	to	abide	by	quality	control	standards	with	respect	to	the	goods	and	services	that	they	provide	under	our	trademarks.
Although	we	make	efforts	to	monitor	the	use	of	our	trademarks	by	our	licensees,	there	can	be	no	assurance	that	these	efforts	will
be	sufficient	to	ensure	that	our	licensees	abide	by	the	terms	of	their	licenses.	In	the	event	that	our	licensees	fail	to	do	so,	our
trademark	rights	could	be	diluted.	Any	of	the	foregoing	could	have	a	material	adverse	effect	on	our	competitive	position,
business,	financial	condition,	results	of	operations	and	prospects.	Patent	terms	may	not	be	sufficient	to	effectively	protect	our
products	and	business	for	an	adequate	period	of	time.	Patents	have	a	limited	lifespan.	In	the	United	States,	the	natural	expiration
of	a	patent	is	generally	20	years	after	its	first	effective	non-	provisional	filing	date.	Although	various	extensions	may	be
available,	the	term	of	a	patent,	and	the	protection	it	affords,	is	limited.	Even	if	patents	covering	our	technologies	and	their	uses
are	obtained,	once	the	patent	has	expired,	we	may	be	open	to	competition.	In	addition,	although	upon	issuance	in	the	United
States	a	patent’	s	term	can	be	extended	based	on	certain	delays	caused	by	the	USPTO,	this	extension	can	be	reduced	or
eliminated	based	on	certain	delays	caused	by	the	patent	applicant	during	patent	prosecution.	Given	the	amount	of	time	required
for	the	development,	testing	and	regulatory	review	of	new	products,	patents	protecting	such	products	might	expire	before	or
shortly	after	such	products	are	commercialized.	If	we	do	not	have	sufficient	patent	terms	to	protect	our	products,	technologies
and	their	uses,	our	business	would	be	materially	adversely	affected.	We	may	be	unable	to	enforce	our	intellectual	property	rights
throughout	the	world.	The	laws	of	some	foreign	countries	do	not	protect	intellectual	property	rights	to	the	same	extent	as	the
laws	of	the	United	States.	Many	companies	have	encountered	significant	problems	in	protecting	and	defending	their	intellectual
property	rights	in	certain	foreign	jurisdictions.	This	could	make	it	difficult	for	us	to	stop	infringement	of	our	foreign	patents,	if
obtained,	or	the	misappropriation	of	our	other	intellectual	property	rights.	For	example,	some	foreign	countries	have	compulsory
licensing	laws	under	which	a	patent	owner	must	grant	licenses	to	third	parties.	In	addition,	some	countries	limit	the
enforceability	of	patents	against	certain	third	parties,	including	government	agencies	or	government	contractors.	In	these
countries,	patents	may	provide	limited	or	no	benefit.	Patent	protection	must	ultimately	be	sought	on	a	country-	by-	country
basis,	which	is	an	expensive	and	time-	consuming	process	with	uncertain	outcomes.	Accordingly,	we	may	choose	not	to	seek
patent	protection	in	certain	countries,	and	we	will	not	have	the	benefit	of	patent	protection	in	such	countries.	Proceedings	to
enforce	our	patent	rights	in	foreign	jurisdictions	could	result	in	substantial	costs	and	divert	our	efforts	and	attention	from	other
aspects	of	our	business.	Accordingly,	our	efforts	to	protect	our	intellectual	property	rights	in	such	countries	may	be	inadequate.
In	addition,	changes	in	the	law	and	legal	decisions	by	courts	in	the	United	States	and	foreign	countries	may	affect	our	ability	to
obtain	adequate	protection	for	our	technology	and	the	enforcement	of	our	intellectual	property.	If	we	are	unable	to	fully	protect
our	intellectual	property,	our	business	will	be	materially	and	adversely	affected.	We	may	be	subject	to	claims	that	we	or	our
employees	have	misappropriated	the	intellectual	property	of	a	third	party,	including	trade	secrets	or	know-	how,	or	are	in	breach
of	non-	competition	or	non-	solicitation	agreements	with	our	competitors	and	third	parties	may	claim	an	ownership	interest	in
intellectual	property	we	regard	as	our	own.	Many	of	our	employees	and	consultants	were	previously	employed	at	or	engaged	by
other	medical	device	companies,	including	our	competitors	or	potential	competitors.	Some	of	these	employees,	consultants	and
contractors	may	have	executed	proprietary	rights,	non-	disclosure	and	non-	competition	agreements	in	connection	with	such
previous	employment.	Although	we	try	to	ensure	that	our	employees	and	consultants	do	not	use	the	intellectual	property,
proprietary	information,	know-	how	or	trade	secrets	of	others	in	their	work	for	us,	we	may	be	subject	to	claims	that	we	or	these
individuals	have,	inadvertently	or	otherwise,	misappropriated	the	intellectual	property	or	disclosed	the	alleged	trade	secrets	or



other	proprietary	information	of	these	former	employers,	competitors	or	other	third	parties.	Additionally,	we	may	be	subject	to
claims	from	third	parties	challenging	our	ownership	interest	in	or	inventorship	of	intellectual	property	we	regard	as	our	own,	for
example,	based	on	claims	that	our	agreements	with	employees	or	consultants	obligating	them	to	assign	intellectual	property	to	us
are	ineffective	or	in	conflict	with	prior	or	competing	contractual	obligations	to	assign	inventions	to	another	employer,	to	a
former	employer,	or	to	another	person	or	entity.	Litigation	may	be	necessary	to	defend	against	claims,	and	it	may	be	necessary
or	we	may	desire	to	enter	into	a	license	to	settle	any	such	claim;	however,	there	can	be	no	assurance	that	we	would	be	able	to
obtain	a	license	on	commercially	reasonable	terms,	if	at	all.	If	our	defense	to	those	claims	fails,	in	addition	to	paying	monetary
damages	or	a	settlement	payment,	a	court	could	prohibit	us	from	using	technologies,	features	or	other	intellectual	property	that
are	essential	to	our	products,	if	such	technologies	or	features	are	found	to	incorporate	or	be	derived	from	the	trade	secrets	or
other	proprietary	information	of	the	former	employers,	competitors	or	third	parties.	An	inability	to	incorporate	technologies,
features	or	other	intellectual	property	that	are	important	or	essential	to	our	products	could	have	a	material	adverse	effect	on	our
business	and	competitive	position	,	and	may	prevent	us	from	selling	our	products.	In	addition,	we	may	lose	valuable	intellectual
property	rights	or	personnel.	Even	if	we	are	successful	in	defending	against	these	claims,	litigation	could	result	in	substantial
costs	and	could	be	a	distraction	to	management.	Any	litigation	or	the	threat	thereof	may	adversely	affect	our	ability	to	hire
employees	or	contract	with	independent	sales	representatives.	A	loss	of	key	personnel	or	their	work	product	could	hamper	or
prevent	our	ability	to	commercialize	our	products,	which	could	materially	and	adversely	affect	our	business,	financial	condition,
operating	results,	cash	flows	and	prospects.	Risks	Relating	to	Our	Organization	and	Structure	Our	Charter	provides	that	the
Court	of	Chancery	of	the	State	of	Delaware	will	be	the	sole	and	exclusive	forum	for	substantially	all	disputes	between	us	and	our
stockholders,	which	could	limit	our	stockholders’	ability	to	obtain	a	favorable	judicial	forum	for	disputes	with	us	or	our
directors,	officers,	or	employees.	Our	Charter	provides	that,	unless	we	consent	in	writing	to	the	selection	of	an	alternative	forum,
the	(i)	Court	of	Chancery	of	the	State	of	Delaware	(the	“	Court	of	Chancery	”)	shall,	to	the	fullest	extent	permitted	by	law,	be	the
sole	and	exclusive	forum	for:	(a)	any	derivative	action	or	proceeding	brought	on	behalf	of	us,	(b)	any	action	asserting	a	claim	of
breach	of	a	fiduciary	duty	owed	by	any	of	our	directors,	stockholders,	officers	or	other	employees	to	us	or	our	stockholders,	(c)
any	action	asserting	a	claim	against	us,	our	directors,	officers	or	employees	arising	pursuant	to	any	provision	of	the	DGCL
Delaware	General	Corporation	Law	,	our	Bylaws	or	our	Charter	(as	either	may	be	amended	from	time	to	time),	and	(d)	any
action	asserting	a	claim	against	us,	our	directors,	officers	or	employees	governed	by	the	internal	affairs	doctrine;	and	(ii)	subject
to	the	foregoing,	the	federal	district	courts	of	the	United	States	of	America	shall	be	the	exclusive	forum	for	the	resolution	of	any
complaint	asserting	a	cause	of	action	arising	under	the	Securities	Act.	Notwithstanding	the	foregoing,	such	forum	selection
provisions	shall	not	apply	to	suits	brought	to	enforce	any	liability	or	duty	created	by	the	Exchange	Act	or	any	other	claim	for
which	the	federal	courts	of	the	United	States	have	exclusive	jurisdiction.	The	choice	of	forum	provision	may	limit	a	stockholder’
s	ability	to	bring	a	claim	in	a	judicial	forum	that	it	finds	favorable	for	disputes	with	us	or	our	directors,	officers,	or	other
employees,	and	may	potentially	increase	costs	for	investors	to	bring	such	a	claim,	both	of	which	may	discourage	such	lawsuits
against	us	and	our	directors,	officers,	and	other	employees.	Alternatively,	if	a	court	were	to	find	the	choice	of	forum	provision
contained	in	the	Charter	to	be	inapplicable	or	unenforceable	in	an	action,	we	may	incur	additional	costs	associated	with
resolving	such	action	in	other	jurisdictions,	which	could	harm	our	business,	results	of	operations,	and	financial	condition.
Additionally,	Section	22	of	the	Securities	Act	creates	concurrent	jurisdiction	for	federal	and	state	courts	over	all	suits	brought	to
enforce	any	duty	or	liability	created	by	the	Securities	Act	or	the	rules	and	regulations	thereunder.	As	noted	above,	the	Charter
provides	that	the	federal	district	courts	of	the	United	States	of	America	shall	have	jurisdiction	over	any	action	arising	under	the
Securities	Act.	Accordingly,	there	is	uncertainty	as	to	whether	a	court	would	enforce	such	provision.	Our	stockholders	will	not
be	deemed	to	have	waived	our	compliance	with	the	federal	securities	laws	and	the	rules	and	regulations	thereunder.	As	an	“
emerging	growth	company,	”	we	cannot	be	certain	if	the	reduced	disclosure	requirements	applicable	to	“	emerging	growth
companies	”	will	make	the	Class	A	Common	Stock	less	attractive	to	investors.	As	an	“	emerging	growth	company,	”	we	take
advantage	of	certain	exemptions	from	various	reporting	requirements	that	are	applicable	to	other	public	companies	that	are	not	“
emerging	growth	companies,	”	including	not	being	required	to	obtain	an	assessment	of	the	effectiveness	of	our	internal	control
over	financial	reporting	from	our	independent	registered	public	accounting	firm	pursuant	to	Section	404	of	the	Sarbanes-	Oxley
Act,	reduced	disclosure	obligations	regarding	executive	compensation	in	our	periodic	reports	and	proxy	statements,	and
exemptions	from	the	requirements	of	holding	a	non-	binding	advisory	vote	on	executive	compensation	and	stockholder	approval
of	any	golden	parachute	payments	not	previously	approved.	In	addition,	the	JOBS	Act	provides	that	an	emerging	growth
company	can	take	advantage	of	an	extended	transition	period	for	complying	with	new	or	revised	accounting	standards,	which
we	have	elected	to	do.	We	cannot	predict	if	investors	will	find	the	Class	A	Common	Stock	less	attractive	because	we	rely	on
these	exemptions.	If	some	investors	find	the	Class	A	Common	Stock	less	attractive	as	a	result,	there	may	be	a	less	active	market
for	the	Class	A	Common	Stock,	the	share	price	of	Class	A	Common	Stock	may	be	more	volatile	and	the	price	at	which	our
securities	trade	could	be	less	than	if	we	did	not	use	these	exemptions.	The	requirements	of	being	a	public	company	may	strain
our	resources	and	divert	management’	s	attention.	As	a	public	company,	we	are	subject	to	the	reporting	requirements	of	the
Exchange	Act,	the	Sarbanes-	Oxley	Act,	the	Dodd-	Frank	Wall	Street	Reform	and	Consumer	Protection	Act,	the	listing
requirements	of	Nasdaq	and	other	applicable	securities	rules	and	regulations.	Compliance	with	these	rules	and	regulations
increase	our	legal	and	financial	compliance	costs,	make	some	activities	more	difficult,	time-	consuming	or	costly	and	increase
demand	on	our	systems	and	resources,	particularly	after	we	are	no	longer	an	“	emerging	growth	company.	”	The	Sarbanes-
Oxley	Act	requires,	among	other	things,	that	we	maintain	effective	disclosure	controls	and	procedures	and	internal	control	over
financial	reporting.	In	order	to	maintain	and,	if	required,	improve	our	disclosure	controls	and	procedures	and	internal	control
over	financial	reporting	to	meet	this	standard,	significant	resources	and	management	oversight	may	be	required.	As	a	result,
management’	s	attention	may	be	diverted	from	other	business	concerns,	which	could	adversely	affect	our	business	and	operating
results.	We	may	need	to	hire	more	employees	in	the	future	or	engage	outside	consultants	to	comply	with	these	requirements,



which	will	increase	our	costs	and	expenses.	Risks	Relating	to	Our	Class	A	Common	Stock	and	Warrants	We	may	not	receive
any	proceeds	from	the	exercise	of	Warrants,	and	if	we	do,	we	may	be	unable	to	invest	the	portion	of	the	net	proceeds	from	the
exercise	of	Warrants	on	acceptable	terms.	We	will	receive	up	to	an	aggregate	of	approximately	$	203	206	.	4	9	million	from	the
exercise	of	our	outstanding	Warrants,	assuming	the	exercise	in	full	of	all	of	the	Warrants	for	cash.	However,	we	will	only
receive	proceeds	to	the	extent	holders	of	Warrants	elect	to	exercise.	We	can	provide	no	assurances	as	to	the	amount	of	proceeds
we	will	receive	from	the	exercise	of	Warrants	or	whether	we	will	receive	any	proceeds.	As	of	the	date	of	this	Report	March	10	,
2025,	nearly	all	of	our	Warrants	are	“	out	of	the	money,	”	which	means	that	the	trading	price	of	the	shares	of	Class	A	Common
Stock	underlying	the	Public	Warrants,	which	was	$	3	1	.	91	33	on	March	27	10	,	2024	2025	is	below	the	$	11.	50	exercise	price
of	the	Public	Warrants	and	,	the	$	10	2	.	46	00	exercise	price	of	the	lowest	exercise	price	of	the	Shortfall	Warrants	,	and	the	1,
500,	000	Private	Warrants	with	exercise	prices	of	$	3.	04,	$	2.	25,	and	$	2.	97.	We	have	500,	000	outstanding	Private
Warrants	with	an	exercise	price	of	$	1.	24	per	share,	which	are	in	the	money	.	For	so	long	as	the	Warrants	remain	“	out	of
the	money,	”	we	do	not	expect	warrantholders	warrant	holders	to	exercise	their	warrants	Warrants	and,	therefore,	we	do	not
expect	to	receive	cash	proceeds	from	any	such	exercise.	We	will	have	broad	discretion	in	the	use	of	any	proceeds	received	from
the	exercise	of	Warrants.	Delays	in	investing	the	net	proceeds	from	the	exercise	of	Warrants	may	impair	our	performance.	We
cannot	assure	you	that	we	will	be	able	to	identify	uses	of	proceeds	that	meet	our	investment	objectives	or	that	any	investment
that	we	make	will	produce	a	positive	return.	We	may	be	unable	to	invest	the	net	proceeds	from	the	exercise	of	Warrants	on
acceptable	terms	within	the	time	period	that	we	anticipate	or	at	all,	which	could	harm	our	financial	condition	and	operating
results.	Moreover,	we	will	have	significant	flexibility	in	investing	the	net	proceeds	from	the	exercise	of	Warrants	and	may	use
the	net	proceeds	from	the	exercise	of	Warrants	in	ways	with	which	investors	may	not	agree.	The	sale	of	substantial	amounts	of
our	securities	in	the	public	market	by	our	existing	securityholders	(including	the	shares	of	Class	A	Common	Stock	issuable
upon	exercise	of	the	Warrants	and	conversion	of	the	Series	A	Preferred	Stock),	or	the	perception	that	such	sales	may	occur,	may
cause	the	market	price	of	our	securities	to	decline	significantly.	We	have	registered	the	issuance	of	shares	of	Class	A	Common
Stock	representing	approximately	113	102	.	2	9	%	of	the	total	shares	of	Class	A	Common	Stock	outstanding	as	of	the	date	of
this	Report	(assuming	that	all	Warrants	are	exercised	and	all	outstanding	shares	of	Series	A	Preferred	Stock	are	converted	into
Class	A	Common	Stock).	In	addition,	we	have	registered	the	resale	of	Class	A	Common	Stock	representing	77	62	.	6	9	%	of	the
total	shares	of	Class	A	Common	Stock	outstanding	as	of	the	date	of	this	Report	(assuming	that	no	Public	Warrants	are
exercised,	all	Shortfall	Warrants	are	exercised	and	all	outstanding	shares	of	Series	A	Preferred	Stock	are	converted	into	Class	A
Common	Stock).	Further,	the	shares	of	Class	A	Common	Stock	that	we	have	registered	for	resale	represent	a	significant
percentage	of	our	outstanding	Class	A	Common	Stock,	including	(i)	11,	159,	614	shares	of	Class	A	Common	Stock	beneficially
owned	by	Glen	A.	Taylor,	which	represent	54	52	.	65	3	%	of	our	outstanding	Class	A	Common	Stock	(assuming	that	no	Public
Warrants	or	,	Shortfall	Warrants,	or	Private	Warrants	are	exercised	and	all	shares	of	Series	A	Preferred	Stock	beneficially
owned	by	Mr.	Taylor	are	converted	into	Class	A	Common	Stock	)	and	(ii)	5,	043,	478	shares	of	Class	A	Common	Stock
beneficially	owned	by	the	Sponsor,	which	represent	22.	3	%	of	our	outstanding	Class	A	Common	Stock	(assuming	that	no
Public	Warrants	or	Shortfall	Warrants	are	exercised	and	all	shares	of	Series	A	Preferred	Stock	beneficially	owned	by	the
Sponsor	are	converted	into	Class	A	Common	Stock)	.	The	sale	of	all	of	these	securities,	including	the	shares	of	Class	A
Common	Stock	underlying	the	Warrants	and	Series	A	Preferred	Stock,	in	the	public	market,	or	the	perception	that	holders	of	a
large	number	of	securities	intend	to	sell	their	securities,	could	significantly	reduce	the	market	price	of	our	Class	A	Common
Stock	and	Public	Warrants	and	could	impair	our	ability	to	raise	capital	through	the	sale	of	additional	equity	securities.	Certain	of
our	stockholders	holding	an	aggregate	of	12,	905,	049	shares	of	Class	A	Common	Stock	have	agreed,	subject	to	certain
exceptions,	not	to	sell	their	shares	of	Class	A	Common	Stock	during	the	period	beginning	on	the	Closing	Date	and	ending	on
the	first	to	occur	of	(a)	March	29,	2024,	(b)	if	the	last	sale	price	of	our	Class	A	Common	Stock	equals	or	exceeds	$	10.	50	per
share	(as	adjusted	for	stock	splits,	stock	dividends,	reorganizations,	recapitalizations	and	the	like)	for	any	20	trading	days	within
any	30-	trading	day	period	or	(c)	such	date	on	which	the	Company	completes	a	liquidation,	merger,	stock	exchange	or	other
similar	transaction	that	results	in	all	of	the	Company’	s	stockholders	having	the	right	to	exchange	their	shares	of	Common	Stock
for	cash,	securities	or	other	property.	Once	such	resale	restrictions	end,	the	market	price	of	our	Class	A	Common	Stock	could
decline	if	such	stockholders	sell	their	shares	or	are	perceived	by	the	market	as	intending	to	sell	them.	Furthermore,	despite	such	a
decline	in	the	public	trading	price,	some	of	such	stockholders	may	still	experience	a	positive	rate	of	return	on	the	securities	they
purchased	due	to	the	price	at	which	such	stockholders	initially	purchased	the	securities.	The	market	prices	of	our	Class	A
Common	Stock	and	Public	Warrants	have	been	and	may	continue	to	be	extremely	volatile,	which	could	cause	purchasers	of	our
securities	to	incur	substantial	losses.	The	market	prices	and	trading	volume	of	our	shares	of	Class	A	Common	Stock	have
recently	experienced,	and	may	continue	to	experience,	extreme	volatility,	which	could	cause	purchasers	of	our	Class	A	Common
Stock	and	Public	Warrants	to	incur	substantial	losses.	Since	the	closing	of	the	Business	Combination,	our	Class	A	Common
Stock	has	traded	as	low	as	$	0	1	.	747	21	and	as	high	as	$	11	9	.	46	60	as	of	March	27	10	,	2024	2025	.	In	addition,	the	volume	of
trading	of	our	Class	A	Common	Stock	has	been	inconsistent.	For	example,	on	February	27	October	21	,	2024	our	Class	A
Common	Stock	had	trading	volume	of	14	2	,	000	670	shares	and	on	February	29	November	1	,	2024	our	Class	A	Common
Stock	had	trading	volume	of	8	11	,	031	770	,	900	940	shares.	Our	Public	Warrants	have	not	traded	in	tandem	with	our	Class	A
Common	Stock,	and	since	the	closing	of	the	Business	Combination	has	,	have	traded	within	a	range	of	$	0.	0092	025	to	$	0.	315
24	as	of	March	27	10	,	2024	2025	.	We	believe	that	the	recent	volatility	and	our	current	market	prices	reflect	market	and	trading
dynamics	unrelated	to	our	underlying	business,	or	macro	or	industry	fundamentals,	and	we	do	not	know	how	long	these
dynamics	will	last.	Under	the	circumstances,	investors	in	our	Class	A	Common	Stock	and	Public	Warrants	are	subject	to	the
risk	of	losing	all	or	a	substantial	portion	of	their	investment.	The	market	volatility	and	trading	patterns	we	have	experienced
create	several	risks	for	investors,	including	the	following:	●	the	market	price	of	our	Class	A	Common	Stock	has	experienced
and	may	continue	to	experience	rapid	and	substantial	increases	or	decreases	unrelated	to	our	operating	performance	or	prospects,



or	macro	or	industry	fundamentals,	and	substantial	increases	may	be	significantly	inconsistent	with	the	risks	and	uncertainties
that	we	continue	to	face;	●	factors	in	the	public	trading	market	for	our	Class	A	Common	Stock	may	include	the	sentiment	of
retail	investors,	the	direct	access	by	retail	investors	to	broadly	available	trading	platforms,	the	amount	and	status	of	short	interest
in	our	securities,	access	to	margin	debt,	trading	in	options	and	other	derivatives	on	our	Class	A	Common	Stock	and	any	related
hedging	and	other	trading	factors;	●	to	the	extent	volatility	in	our	Class	A	Common	Stock	is	caused	by	a	“	short	squeeze	”	in
which	coordinated	trading	activity	causes	a	spike	in	the	market	price	of	our	Class	A	Common	Stock	as	traders	with	a	short
position	make	market	purchases	to	avoid	or	to	mitigate	potential	losses,	investors	purchase	at	inflated	prices	unrelated	to	our
financial	performance	or	prospects,	and	may	thereafter	suffer	substantial	losses	as	prices	decline	once	the	level	of	short-
covering	purchases	has	abated;	and	●	if	the	market	price	of	our	Class	A	Common	Stock	declines,	you	may	be	unable	to	resell
your	shares	at	or	above	the	price	at	which	you	acquired	them,	and	the	Public	Warrant	you	own	may	become	out	of	the	money.
The	trading	prices	of	our	Class	A	Common	Stock	and	Public	Warrants	depend	on	many	factors,	including	those	described	in	this
Item	1A.	Risk	Factors,	many	of	which	are	beyond	our	control	and	may	not	be	related	to	our	operating	performance.	Any	of	the
factors	listed	below	could	have	a	material	adverse	effect	on	investment	in	our	Class	A	Common	Stock	and	Public	Warrants,	and
our	Class	A	Common	Stock	and	Public	Warrants	may	trade	at	prices	significantly	below	the	price	paid	for	them.	In	such
circumstances,	the	trading	prices	of	our	Class	A	Common	Stock	and	Public	Warrants	may	not	recover	and	may	experience	a
further	decline.	Factors	affecting	the	trading	price	of	our	Class	A	Common	Stock	and	Public	Warrants	may	include:	●	actual	or
anticipated	fluctuations	in	our	quarterly	financial	results	or	the	quarterly	financial	results	of	companies	perceived	to	be	similar	to
us;	●	changes	in	the	market’	s	expectations	about	our	operating	results;	●	the	public’	s	reaction	to	our	press	releases,	our	other
public	announcements	and	our	filings	with	the	SEC;	●	speculation	in	the	press	or	investment	community;	●	actual	or	anticipated
developments	in	our	business	or	our	competitors’	businesses	or	the	competitive	landscape	generally;	●	our	operating	results
failing	to	meet	the	expectation	of	securities	analysts	or	investors	in	a	particular	period;	●	changes	in	financial	estimates	and
recommendations	by	securities	analysts	concerning	us	or	the	market	in	general;	●	operating	and	stock	price	performance	of
other	companies	that	investors	deem	comparable	to	us;	●	publications	of	research	reports	by	securities	analysts	about	us,	our
competitors,	or	the	industry	we	operate	in;	●	changes	in	laws	and	regulations	affecting	our	business;	●	commencement	of,	or
involvement	in,	litigation	involving	us;	●	changes	in	our	capital	structure,	such	as	future	issuances	of	securities	or	the	incurrence
of	additional	debt;	●	the	volume	of	Class	A	Common	Stock	available	for	public	sale;	●	any	major	change	in	the	Board	or
management;	●	sales	of	substantial	amounts	of	Class	A	Common	Stock	by	directors,	officers	or	significant	stockholders	or	the
perception	that	such	sales	could	occur;	●	general	economic	and	political	conditions	such	as	recessions,	interest	rates,	fuel	prices,
trade	wars,	pandemics	(such	as	COVID-	19),	epidemics,	currency	fluctuations	and	acts	of	war	(such	as	the	conflict	between
Russia	and	Ukraine	and	the	military	conflict	in	Israel	and	Gaza)	or	terrorism;	and	●	other	risk	factors	listed	under	this	Item	1A.
Risk	Factors.	There	is	no	guarantee	that	the	Public	Warrants	will	be	in	the	money,	and	they	may	expire	worthless	and	the	terms
of	our	Public	Warrants	may	be	amended.	The	exercise	price	for	the	Public	Warrants	is	$	11.	50	per	share	of	Class	A	Common
Stock,	which	exceeds	the	market	price	of	the	shares	of	Class	A	Common	Stock,	which	was	$	3	1	.	91	44	per	share	based	on	the
closing	price	of	the	Class	A	Common	Stock	on	March	27	24	,	2024	2025	.	There	is	no	guarantee	that	the	Public	Warrants	will
be	in	the	money	at	any	given	time	prior	to	their	expiration.	Pursuant	to	the	terms	of	Warrant	Agreement,	the	Public	Warrants
will	expire	on	September	29,	2028,	at	5:	00	p.	m.,	New	York	City	time,	or	earlier	upon	redemption	or	liquidation.	If	the	trading
price	of	Class	A	Common	Stock	declines,	the	Public	Warrants	may	expire	worthless.	If	all	of	the	Public	Warrants	were
exercised	in	full	for	cash,	we	would	receive	an	aggregate	of	approximately	$	162.	9	million.	We	do	not	expect	the	holders	of	the
Public	Warrants	to	exercise	their	Public	Warrants	and	therefore,	we	do	not	expect	to	receive	cash	proceeds	from	any	such
exercise,	for	so	long	as	the	Public	Warrants	remain	out	of	the	money.	We	can	provide	no	assurances	that	the	trading	price	of	our
Class	A	Common	Stock	will	remain	at	levels	where	it	would	be	attractive	to	exercise	our	outstanding	Public	Warrants	until	the
time	that	such	Public	Warrants	become	exercisable.	We	may	redeem	unexpired	Public	Warrants	prior	to	their	exercise	at	a	time
that	is	disadvantageous	to	the	holders	of	such	Public	Warrants,	thereby	making	such	Public	Warrants	worthless.	We	have	the
ability	to	redeem	outstanding	Public	Warrants	at	any	time	after	they	become	exercisable	and	prior	to	their	expiration,	at	a	price
of	$	0.	01	per	warrant,	provided	that	the	last	reported	sales	price	of	our	Class	A	Common	Stock	equals	or	exceeds	$	18.	00	per
share	(as	adjusted	for	stock	splits,	stock	dividends,	reorganizations,	recapitalizations	and	the	like)	for	any	20	trading	days	within
a	30	trading	day	period	ending	on	the	third	trading	day	prior	to	the	date	on	which	we	give	proper	notice	of	such	redemption	and
provided	certain	other	conditions	are	met.	Shares	of	our	Class	A	Common	Stock	have	never	traded	above	$	18.	00	per	share.	If
and	when	such	Public	Warrants	become	redeemable	by	us,	we	may	not	exercise	our	redemption	rights	if	the	issuance	of	shares
of	Class	A	Common	Stock	upon	exercise	of	the	Public	Warrants	is	not	exempt	from	registration	or	qualification	under
applicable	state	blue	sky	laws	or	we	are	unable	to	effect	such	registration	or	qualification.	We	will	use	our	best	efforts	to	register
or	qualify	such	shares	of	common	stock	under	the	blue	sky	laws	of	the	state	of	residence	in	those	states	in	which	the	Public
Warrants	were	offered	by	Anzu	in	its	IPO	.	Redemption	of	the	outstanding	Public	Warrants	could	force	the	holders	of	such
Public	Warrants	(i)	to	exercise	the	Public	Warrants	and	pay	the	exercise	price	therefor	at	a	time	when	it	may	be	disadvantageous
for	such	holder	to	do	so,	(ii)	to	sell	the	Public	Warrants	at	the	then-	current	market	price	when	you	might	otherwise	wish	to	hold
the	Public	Warrants	or	(iii)	to	accept	the	nominal	redemption	price	which,	at	the	time	the	outstanding	Public	Warrants	are	called
for	redemption,	is	likely	to	be	substantially	less	than	the	market	value	of	the	Public	Warrants.	We	may	amend	the	terms	of	the
Public	Warrants	in	a	manner	that	may	be	adverse	to	holders	of	Public	Warrants	with	the	approval	by	the	holders	of	at	least	65	%
of	the	then	outstanding	Public	Warrants.	The	Public	Warrants	were	issued	in	registered	form	under	the	Warrant	Agreement.	The
Warrant	Agreement	provides	that	(a)	the	terms	of	the	Public	Warrants	may	be	amended	without	the	consent	of	any	holder	for
the	purpose	of	(i)	curing	any	ambiguity	or	correcting	any	mistake	or	defective	provision	or	(ii)	adding	or	changing	any
provisions	with	respect	to	matters	or	questions	arising	under	the	Warrant	Agreement	as	the	parties	to	the	Warrant	Agreement
may	deem	necessary	or	desirable	and	that	the	parties	deem	to	not	adversely	affect	the	rights	of	the	registered	holders	of	the



Public	Warrants	under	the	Warrant	Agreement	and	(b)	all	other	modifications	or	amendments	require	the	vote	or	written	consent
of	at	least	65	%	of	the	then	outstanding	Public	Warrants.	Accordingly,	we	may	amend	the	terms	of	the	Public	Warrants	in	a
manner	adverse	to	a	holder	if	holders	of	at	least	65	%	of	the	then	outstanding	Public	Warrants	approve	of	such	amendment.	Our
ability	to	amend	the	terms	of	the	Public	Warrants	with	the	consent	of	at	least	65	%	of	the	then	outstanding	Public	Warrants	is
broad.	Examples	of	such	amendments	could	be	amendments	to,	among	other	things,	increase	the	exercise	price	of	the	Public
Warrants,	shorten	the	exercise	period	or	decrease	the	number	of	shares	of	Class	A	Common	Stock	purchasable	upon	exercise	of
a	Public	Warrant.	While	we	will	pay	dividends	on	shares	of	Series	A	Preferred	Stock	pursuant	to	the	Certificate	of	Designation,
we	do	not	intend	to	pay	dividends	on	shares	of	Class	A	Common	Stock	for	the	foreseeable	future.	Except	with	respect	to
dividends	on	shares	of	Series	A	Preferred	Stock	pursuant	to	the	terms	of	the	Certificate	of	Designation,	we	currently	intend	to
retain	all	available	funds	and	any	future	earnings	to	fund	the	development	and	growth	of	our	business.	As	a	result,	while	we	will
pay	dividends	on	shares	of	Series	A	Preferred	Stock,	we	do	not	anticipate	declaring	or	paying	any	cash	dividends	on	shares	of
Class	A	Common	Stock	in	the	foreseeable	future.	Any	decision	to	declare	and	pay	dividends	in	the	future	will	be	made	at	the
discretion	of	the	Board	and	will	depend	on,	among	other	things,	the	dividend	rights	of	the	Series	A	Preferred	Stock	pursuant	to
the	Certificate	of	Designation,	our	business	prospects,	results	of	operations,	financial	condition,	cash	requirements	and
availability,	certain	restrictions	related	to	our	indebtedness,	industry	trends	and	other	factors	that	the	Board	may	deem	relevant.
Any	such	decision	will	also	be	subject	to	compliance	with	contractual	restrictions	and	covenants	in	the	agreements	governing
our	current	and	future	indebtedness.	In	addition,	we	may	incur	additional	indebtedness,	the	terms	of	which	may	further	restrict
or	prevent	us	from	paying	dividends	on	shares	of	Class	A	Common	Stock.	As	a	result,	you	may	have	to	sell	some	or	all	of	your
shares	of	Class	A	Common	Stock	after	price	appreciation	in	order	to	generate	cash	flow	from	your	investment,	which	you	may
not	be	able	to	do.	Our	inability	or	decision	not	to	pay	dividends,	particularly	when	others	in	our	industry	have	elected	to	do	so,
could	also	adversely	affect	the	market	price	of	shares	of	Class	A	Common	Stock.	If	analysts	do	not	publish	research	about	our
business	or	if	they	publish	inaccurate	or	unfavorable	research,	our	stock	price	and	trading	volume	could	decline.	The	trading
market	for	our	Class	A	Common	Stock	will	depend	in	part	on	the	research	and	reports	that	analysts	publish	about	our	business.
We	do	not	have	any	control	over	these	analysts.	If	one	or	more	of	the	analysts	who	cover	us	downgrade	our	Class	A	Common
Stock	or	publish	inaccurate	or	unfavorable	research	about	our	business,	the	price	of	our	Class	A	Common	Stock	would	likely
decline.	If	few	analysts	cover	us,	demand	for	our	Class	A	Common	Stock	could	decrease	and	our	Class	A	Common	Stock	price
and	trading	volume	may	decline.	Similar	results	may	occur	if	one	or	more	of	these	analysts	stop	covering	us	in	the	future	or	fail
to	publish	reports	on	us	regularly.	You	may	experience	future	dilution	as	a	result	of	future	equity	offerings.	In	order	to	raise
additional	capital,	we	may,	in	the	future,	offer	additional	shares	of	our	Class	A	Common	Stock	or	other	securities	convertible
into	or	exchangeable	for	our	Class	A	Common	Stock	at	prices	that	may	not	be	the	same	as	the	price	per	share	paid	by	any
investor.	We	may	sell	shares	or	other	securities	in	any	other	offering	at	a	price	per	share	that	is	less	than	the	price	per	share	paid
by	any	investor,	and	investors	purchasing	shares	or	other	securities	in	the	future	could	have	rights	superior	to	you.	The	price	per
share	at	which	we	sell	additional	shares	of	our	Class	A	common	Stock,	or	securities	convertible	or	exchangeable	into	common
stock,	in	future	transactions	may	be	higher	or	lower	than	the	price	per	share	paid	by	any	investor.	We	may	be	subject	to
securities	litigation,	which	is	expensive	and	could	divert	management	attention.	The	market	price	of	Class	A	Common	Stock
may	continue	to	be	volatile	and,	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	management’	s	attention	from	other	business	concerns,	which	could
seriously	harm	our	business.	We	are	and	may	become	involved	in	legal	proceedings,	and	no	assurance	can	be	provided	as	to	the
outcome	of	these	matters.	From	time	to	time,	we	are	involved	in	various	legal	proceedings,	lawsuits,	and	other	claims	relating	to
matters	incidental	to	our	business.	For	example,	we	are	currently	a	defendant	in	a	lawsuit	in	the	Court	of	Chancery	of	the	State
of	Delaware	involving	a	stockholder’	s	redemption	request	in	connection	with	our	special	meeting	of	stockholders	held	on
September	27,	2023.	An	unfavorable	resolution	of	any	litigation	may	have	a	material	adverse	effect	on	our	business,	results	of
operations	and	financial	condition.	Additionally,	litigation	may	result	in	substantial	costs	and	expenses	and	significantly	divert
the	attention	of	management.


