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â˜​Â	Indicateby	check	mark	whether	the	registrant	is	a	large	accelerated	filer,	an	accelerated	filer,	a	non-accelerated
filer,	smaller	reporting	company,or	an	emerging	growth	company.	See	the	definitions	of	â€œlarge	accelerated	filer,â€​
â€œaccelerated	filer,â€​	â€œsmallerreporting	company,â€​	and	â€œemerging	growth	companyâ€​	in	Rule	12b-2	of	the
Exchange	Act.Â		Â		Large	accelerated	filer	â˜​	Accelerated	filer	â˜​	Â		Non-accelerated	filer	â˜’	Smaller	reporting
company	â˜’	Â		Â		Emerging	growth	company	â˜’	Â	Â	Â	Ifan	emerging	growth	company,	indicate	by	check	mark	if	the
registrant	has	elected	not	to	use	the	extended	transition	period	for	complyingwith	any	new	or	revised	financial
accounting	standards	provided	pursuant	to	Section	7(a)(2)(B)	of	the	Securities	Act.	â˜​Â	TheRegistrant	hereby	amends
this	Registration	Statement	on	such	date	or	dates	as	may	be	necessary	to	delay	its	effective	date	until	theRegistrant
shall	file	a	further	amendment	which	specifically	states	that	this	Registration	Statement	shall	thereafter	become
effectivein	accordance	with	Section	8(a)	of	the	Securities	Act	of	1933	or	until	the	Registration	Statement	shall	become
effective	on	such	dateas	the	Commission,	acting	pursuant	to	said	Section	8(a),	may	determine.Â	Â	Â		Â		Â	
Â	Â	Theinformation	in	this	prospectus	is	not	complete	and	may	be	changed.	These	securities	may	not	be	sold	until	the
registration	statementfiled	with	the	Securities	and	Exchange	Commission	is	effective.	This	prospectus	is	not	an	offer	to
sell	these	securities,	and	it	is	notsoliciting	an	offer	to	buy	these	securities	in	any	jurisdiction	where	the	offer	or	sale	is
not	permitted.Â		PRELIMINARY	PROSPECTUS	Â		Subject	to	Completion,	dated	September	11,
2024Â	Â	Â	Â	Â	bioAffinityTechnologies,	Inc.Â	1,801,944Shares	of	Common	StockÂ	Thisprospectus	relates	to	the	resale
from	time	to	time	of	up	to	1,801,944	shares	of	common	stock,	par	value	$0.007	per	share	(the	â€œCommonStockâ€​),	of
bioAffinity	Technologies,	Inc.	by	the	Selling	Stockholders	identified	in	this	prospectus	(the	â€œSelling
Stockholdersâ€​),including	their	pledgees,	assignees,	donees,	transferees	or	their	respective	successors-in-interest
consisting	of:	(i)	450,000	sharesof	Common	Stock	issuable	upon	the	exercise	of	common	warrants	(the	â€œPrivate



Warrantsâ€​)	to	purchase	450,000	shares	of	CommonStock	(the	â€œPrivate	Warrant	Sharesâ€​)	purchased	by	an
institutional	investor	(the	â€œInvestorâ€​)	in	a	private	placementtransaction	(the	â€œAugust	2024	Private	Placementâ€​)
pursuant	to	the	terms	of	a	securities	purchase	agreement	dated	as	of	August2,	2024	(the	â€œPurchase	Agreementâ€​)
between	us	and	the	Investor;	(ii)	1,302,082	shares	of	Common	Stock	issuable	upon	the	exerciseof	common	warrants
(the	â€œInducement	Warrantsâ€​)	to	purchase	1,302,082	shares	of	Common	Stock	(the	â€œInducement
WarrantSharesâ€​)	purchased	by	certain	existing	warrant	holders	(the	â€œWarrant	Inducement	Holdersâ€​)	in	a	private
placement	transaction(the	â€œWarrant	Inducement	Private	Placementâ€​)	pursuant	to	the	terms	of	a	warrant
inducement	letter	agreement	dated	as	of	August2,	2024	(the	â€œInducement	Agreementâ€​)	between	us	and	the
Warrant	Inducement	Holders;	and	(iii)	49,862	shares	of	Common	Stockissuable	upon	the	exercise	of	warrants	to
purchase	49,862	shares	of	Common	Stock	issued	to	designees	of	WallachBeth	Capital	LLC	(â€œWallachBethâ€​),of
which	(a)	39,062	shares	of	Common	Stock	issuable	upon	the	exercise	of	warrants	(the	â€œInducement	Advisor
Warrantsâ€​)	topurchase	39,062	shares	of	Common	Stock	(the	â€œInducement	Advisor	Warrant	Sharesâ€​)	were	partial
compensation	for	WallachBethacting	as	financial	advisor	in	connection	with	the	Warrant	Inducement	Private	Placement
and	(b)	10,800	shares	of	Common	Stock	issuableupon	the	exercise	of	warrants	(the	â€œPlacement	Agent	Warrantsâ€​)
to	purchase	10,800	shares	of	Common	Stock	(the	â€œPlacementAgent	Warrant	Sharesâ€​)	were	partial	compensation
for	WallachBeth	acting	as	placement	agent	in	connection	with	the	August	2024	PrivatePlacement.	Each	of	the	August
2024	Private	Placement	and	the	Warrant	Inducement	Private	Placement	closed	on	August	5,	2024.	The	Investor,the
Warrant	Inducement	Holders	and	the	designees	of	WallachBeth	that	received	Inducement	Advisor	Warrants	and/or
Placement	Agent	Warrantsare	collectively	referred	to	herein	as	the	â€œSelling	Stockholders.â€​	The	Private	Warrants,
the	Inducement	Warrants,	the	InducementAdvisor	Warrants	and	the	Placement	Agent	Warrants	are	collectively	referred
to	herein	as	the	â€œCommon	Warrants.â€​	The	PrivateWarrant	Shares,	the	Inducement	Warrant	Shares,	the
Inducement	Advisor	Warrant	Shares	and	the	Placement	Agent	Warrant	Shares	are	collectivelyreferred	to	herein	as	the
â€œCommon	Warrant	Shares.â€​Â	Weare	filing	this	registration	statement	on	Form	S-1,	of	which	this	prospectus	forms
a	part,	to	fulfill	our	contractual	obligations	toprovide	for	the	registration	of	the	resale	of	the	Common	Warrant	Shares
by	Selling	Stockholders.	See	â€œSelling	Stockholdersâ€​beginning	on	page	40	of	this	prospectus	for	more	information
about	the	Selling	Stockholders.	The	registration	of	the	shares	ofCommon	Stock	to	which	this	prospectus	relates	does
not	require	the	Selling	Stockholders	to	sell	any	of	their	shares	of	our	Common	Stock.Â	Weare	not	offering	any	shares	of
Common	Stock	under	this	prospectus	and	will	not	receive	any	proceeds	from	the	sale	or	other	dispositionof	the	shares
of	our	Common	Stock	covered	hereby.	However,	we	will	receive	the	proceeds	from	any	exercise	of	the	Common
Warrants	forcash.	See	â€œUse	of	Proceedsâ€​	beginning	on	page	36	of	this	prospectus.Â	TheSelling	Stockholders
identified	in	this	prospectus,	or	their	pledgees,	assignees,	donees,	transferees	or	their	respective	successors-in-
interest,from	time	to	time	may	offer	and	sell	through	public	or	private	transactions	at	prevailing	market	prices,	at
prices	related	to	prevailingmarket	prices	or	at	privately	negotiated	prices	the	shares	held	by	them	directly	or	through
underwriters,	agents	or	broker-dealers	onterms	to	be	determined	at	the	time	of	sale,	as	described	in	more	detail	in	this
prospectus.	See	â€œPlan	of	Distributionâ€​	beginningon	page	81	of	this	prospectus	for	more	information	about	how	the
Selling	Stockholders	may	sell	their	respective	shares	of	CommonStock.	The	Selling	Stockholders	may	be	deemed
â€œunderwritersâ€​	within	the	meaning	of	Section	2(a)(11)	of	the	Securities	Actof	1933,	as	amended.Â	Wehave	agreed,
pursuant	to	the	terms	of	the	Purchase	Agreement,	Inducement	Agreement	and	the	Placement	Agency	Agreement,	as
applicable,to	bear	all	of	the	expenses	in	connection	with	the	registration	of	the	Common	Warrant	Shares	pursuant	to
this	prospectus.	The	SellingStockholders	will	pay	or	assume	all	commissions,	discounts,	fees	of	underwriters,	agents,
selling	brokers	or	dealer	managers	and	similarexpenses,	if	any,	attributable	to	their	respective	sales	of	the	shares	of
Common	Stock.Â	OurCommon	Stock	is	listed	on	the	Nasdaq	Capital	Market	under	the	symbol	â€œBIAFâ€​.	Our
Tradeable	warrants	are	listed	on	the	NasdaqCapital	Market	under	the	symbol	â€œBIAFWâ€​.	On	September	9,	2024,
the	last	reported	sale	price	of	(i)	our	Common	Stockon	Nasdaq	was	$1.39	per	share,	and	(ii)	our	Tradeable	Warrants	on
Nasdaq	was	$1.20	per	Tradeable	Warrant.	There	is	no	establishedpublic	trading	market	for	any	of	the	Common
Warrants	and	we	do	not	expect	a	market	to	develop.Â	Investingin	our	securities	involves	risks.	You	should	review
carefully	the	risks	and	uncertainties	described	under	the	heading	â€œRiskFactorsâ€​	contained	in	this	prospectus	and
under	similar	headings	in	the	other	documents	that	are	incorporated	by	referenceinto	this	prospectus,	as	described
beginning	on	page	7	of	this	prospectus.Â	Neitherthe	Securities	and	Exchange	Commission	nor	any	state	securities
commission	has	approved	or	disapproved	of	these	securities	or	passedupon	the	adequacy	or	accuracy	of	this
prospectus.	Any	representation	to	the	contrary	is	a	criminal	offense.	The	securities	are	not	beingoffered	in	any
jurisdiction	where	the	offer	is	not	permitted.Â	Thedate	of	this	prospectus	is	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	,	2024Â		Â		Â	
Â	TABLEOF	CONTENTSÂ		ABOUT	THIS	PROSPECTUS	ii	PROSPECTUS	SUMMARY	1	THE	OFFERING	4	CAUTIONARY
NOTE	REGARDING	FORWARD-LOOKING	STATEMENTS	5	RISK	FACTORS	7	THE	PRIVATE	PLACEMENTS	34	USE	OF
PROCEEDS	36	DILUTION	37	SECURITY	OWNERSHIP	OF	CERTAIN	BENEFICIAL	OWNERS	AND	MANAGEMENT	38
SELLING	STOCKHOLDERS	40	MARKET	INFORMATION	FOR	SECURITIES	AND	DIVIDEND	POLICY	42
MANAGEMENTâ€™S	DISCUSSION	AND	ANALYSIS	OF	FINANCIAL	CONDITIONS	AND	RESULTS	OF	OPERATIONS
43	BUSINESS	53	MANAGEMENT	67	EXECUTIVE	AND	DIRECTOR	COMPENSATION	70	CERTAIN	RELATIONSHIPS
AND	RELATED	PARTY	TRANSACTIONS	74	DESCRIPTION	OF	SECURITIES	77	PLAN	OF	DISTRIBUTION	81	EXPERTS
82	LEGAL	MATTERS	82	WHERE	YOU	CAN	FIND	ADDITIONAL	INFORMATION	82	Index	to	Financial	Statements	F-1
Â	Theregistration	statement	containing	this	prospectus,	including	the	exhibits	to	the	registration	statement,	provides
additional	informationabout	us	and	the	Common	Stock	offered	under	this	prospectus.	The	registration	statement,
including	the	exhibits,	can	be	read	on	our	websiteand	the	website	of	the	Securities	and	Exchange	Commission.	See
â€œWhere	You	Can	Find	Additional	Information.â€​Â	Informationcontained	in,	and	that	can	be	accessed	through	our
web	site,	www.bioaffinity.com,	shall	not	be	deemed	to	be	part	of	this	prospectusor	incorporated	herein	by	reference
and	should	not	be	relied	upon	by	any	prospective	investors	for	the	purposes	of	determining	whetherto	purchase	the
Common	Stock	offered	hereunder.Â	Unlessthe	context	otherwise	requires,	the	terms	â€œâ€œwe,â€​	â€œus,â€​
â€œour,â€​	â€œthe	Company,â€​	â€œbioAffinityâ€​and	â€œour	businessâ€​	refer	to	bioAffinity	Technologies,	Inc.	and
â€œthis	offeringâ€​	refers	to	the	offering	contemplatedin	this	prospectus.Â		i	Â		Â	ABOUTTHIS
PROSPECTUSÂ	Neitherwe	nor	the	Selling	Stockholders	have	authorized	anyone	to	provide	you	with	any	information	or
to	make	any	representations	other	thanthose	contained	in	this	prospectus,	any	post-effective	amendment,	or	any
applicable	prospectus	supplement	prepared	by	or	on	behalf	ofus	or	to	which	we	have	referred	you.	We	and	the	Selling
Stockholders	take	no	responsibility	for	and	can	provide	no	assurance	as	to	thereliability	of	any	other	information	that
others	may	give	you.	This	prospectus	is	an	offer	to	sell	only	the	securities	offered	hereby,but	only	under	circumstances
and	in	jurisdictions	where	it	is	lawful	to	do	so.	The	information	contained	in	this	prospectus	is	currentonly	as	of	the	date



on	the	front	cover	of	the	prospectus.	Our	business,	financial	condition,	results	of	operations	and	prospects	mayhave
changed	since	that	date.Â	Thisprospectus	contains	summaries	of	certain	provisions	contained	in	some	of	the	documents
described	herein,	but	reference	is	made	to	theactual	documents	for	complete	information.	All	of	the	summaries	are
qualified	in	their	entirety	by	the	actual	documents.	Copies	of	someof	the	documents	referred	to	herein	have	been	filed,
will	be	filed	or	will	be	incorporated	by	reference	as	exhibits	to	the	registrationstatement	of	which	this	prospectus	is	a
part,	and	you	may	obtain	copies	of	those	documents	as	described	below	under	the	section	entitledâ€œWhere	You	Can
Find	Additional	Information.â€​Â	Industryand	Market	DataÂ	Thisprospectus	includes	estimates	regarding	market	and
industry	data.	Unless	otherwise	indicated,	information	concerning	our	industry	andthe	markets	in	which	we	operate,
including	our	general	expectations,	market	position,	market	opportunity,	and	market	size,	are	basedon	our
managementâ€™s	knowledge	and	experience	in	the	markets	in	which	we	operate,	together	with	currently	available
informationobtained	from	various	third-party	sources,	including	publicly	available	information,	industry	reports	and
publications,	surveys,	ourcustomers,	trade	and	business	organizations,	and	other	contacts	in	the	markets	in	which	we
operate.	Although	we	believe	these	third-partysources	are	reliable	as	of	their	respective	dates,	neither	we	nor	the
underwriters	have	independently	verified	the	accuracy	or	completenessof	this	information.	Some	data	is	also	based	on
our	good	faith	estimates.	The	industry	in	which	we	operate	is	subject	to	a	high	degreeof	uncertainty	and	risk	due	to	a
variety	of	factors,	including	those	described	in	the	section	entitled	â€œRisk	Factors.â€​	Theseand	other	factors	could
cause	results	to	differ	materially	from	those	expressed	in	these	publications.Â	Trademarksand	Trade	NamesÂ	Weown	or
have	rights	to	various	trademarks,	service	marks,	and	trade	names	that	we	use	in	connection	with	the	operation	of	our
business.This	prospectus	may	also	contain	trademarks,	service	marks,	and	trade	names	of	third	parties,	which	are	the
property	of	their	respectiveowners.	Our	use	or	display	of	third	partiesâ€™	trademarks,	service	marks,	trade	names,	or
products	in	this	prospectus	is	not	intendedto,	and	does	not	imply	a	relationship	with	or	endorsement	or	sponsorship	by
us.	Solely	for	convenience,	the	trademarks,	service	marks,and	trade	names	referred	to	in	this	prospectus	may	appear
without	the	Â®,	TM	or	SM	symbols,	but	such	references	are	not	intended	toindicate,	in	any	way,	that	we	will	not	assert,
to	the	fullest	extent	under	applicable	law,	our	rights	or	the	right	of	the	applicablelicensor	to	these	trademarks,	service
marks,	and	trade	names.Â		ii	Â		Â	PROSPECTUSSUMMARYÂ	Thissummary	provides	an	overview	of	information
appearing	elsewhere	in	this	prospectus	and	highlights	the	key	aspects	of	this	Offering.	Thissummary	does	not	contain
all	of	the	information	you	should	consider	prior	to	investing	in	our	Common	Stock	or	Common	Warrants.	You
shouldread	this	entire	prospectus	carefully,	including	the	sections	titled	â€œRisk	Factorsâ€​	and	â€œManagementâ€™s
Discussionand	Analysis	of	Financial	Condition	and	Results	of	Operationsâ€​	and	our	consolidated	financial	statements
and	related	notes	appearingat	the	end	of	this	prospectus,	before	making	any	investment	decision.	Our	fiscal	year	ends
on	December	31.	Unless	the	context	otherwiserequires,	references	to	â€œbioAffinity,â€​	the	â€œCompany,â€​	â€œwe,â€​
â€œus,â€​	and	â€œourâ€​in	this	prospectus	refer	to	bioAffinity	Technologies,	Inc.	and	our	consolidated
subsidiaries.Â	CompanyOverviewÂ	bioAffinityTechnologies,	Inc.	(the	â€œCompany,â€​	â€œbioAffinity	Technologies,â€​
â€œwe,â€​	or	â€œourâ€​)	developsnoninvasive	diagnostics	to	detect	early-stage	lung	cancer	and	other	diseases	of	the
lung.	We	also	are	conducting	early-stage	researchfocused	on	advancing	therapeutic	discoveries	that	could	result	in
broad-spectrum	cancer	treatments.	We	develop	proprietary	noninvasivediagnostic	tests	using	technology	that	identifies
cancer	cells	and	cell	populations	indicative	of	a	diseased	state	for	analysis	usingproprietary	platforms	developed	using
AI.	Research	and	optimization	of	our	platform	technologies	are	conducted	in	laboratories	at	ourwholly	owned
subsidiary,	Precision	Pathology	Laboratory	Services,	LLC	(â€œPPLSâ€​),	and	The	University	of	Texas	at	San
Antonio.Â	Ourdiagnostic	test,	CyPathÂ®	Lung,	addresses	the	need	for	noninvasive	detection	of	early-stage	lung	cancer.
Lung	cancer	isthe	leading	cause	of	cancer-related	deaths.	Physicians	are	able	to	order	CyPathÂ®	Lung	to	assist	in	their
assessment	ofpatients	who	are	at	high	risk	for	lung	cancer.	The	CyPathÂ®	Lung	test	enables	physicians	to	more
confidently	distinguishbetween	patients	who	will	likely	benefit	from	timely	intervention	and	more	invasive	follow-up
procedures	from	patients	who	are	likelywithout	lung	cancer	and	should	continue	annual	screening.	CyPathÂ®	Lung	has
the	potential	to	increase	overall	diagnosticaccuracy	of	lung	cancer,	which	could	lead	to	increased	survival,	fewer
unnecessary	invasive	procedures,	reduced	patient	anxiety,	andlower	medical	costs.Â	Throughour	wholly	owned
subsidiary,	OncoSelectÂ®	Therapeutics,	LLC,	our	research	has	led	to	discoveries	and	advancement	of	novelcancer
therapeutic	approaches	that	specifically	and	selectively	target	cancer	cells.	We	are	focused	on	expanding	our	broad-
spectrum	platformtechnologies	to	develop	tests	that	detect	and	therapies	that	target	various	types	of	cancer	and
potentially	other	diseases.Â	Throughour	wholly	owned	subsidiary	PPLS,	we	acquired	the	assets	of	Village	Oaks
Pathology	Services,	P.A.,	a	Texas	professional	association	d/b/aPrecision	Pathology	Services,	including	the	clinical
pathology	laboratory	it	owned,	and	we	now	operate	the	laboratory.Â	CorporateInformationÂ	Wewere	incorporated	in
the	State	of	Delaware	on	March	26,	2014.	Our	principal	executive	office	is	located	at	3300	Nacogdoches	Road,
Suite216,SanAntonio,	Texas	78217,	and	our	telephone	number	at	that	address	is	(210)	698-5334.	Our	website	address
is	https://www.bioaffinitytech.com/.Information	contained	on	or	that	can	be	accessed	through	our	website	is	not
incorporated	by	reference	into	this	prospectus.	Investorsshould	not	consider	any	such	information	to	be	part	of	this
prospectus.Â	Implicationsof	Being	an	Emerging	Growth	CompanyÂ	Wequalify	as	an	â€œemerging	growth	companyâ€​
(an	â€œEGCâ€​)	as	defined	in	the	Jumpstart	Our	Business	StartupsAct	of	2012	(the	â€œJOBS	Actâ€​).	As	an	EGC,	for	up
to	five	years,	we	may	elect	to	take	advantage	of	certain	specifiedexemptions	from	reporting	and	other	regulatory
requirements	that	are	otherwise	generally	applicable	to	public	companies.	For	example,these	exemptions	would	allow
us	to:Â		Â		â—​	present	two,	rather	than	three,	years	of	audited	financial	statements	with	correspondingly	reduced
disclosure	in	the	â€œManagementâ€™s	Discussion	and	Analysis	of	Financial	Condition	and	Results	of	Operationsâ€​
section	(the	â€œMD&Aâ€​)	of	this	prospectus;	Â		Â		Â		Â		â—​	defer	the	auditor	attestation	requirement	on	the
effectiveness	of	our	system	of	internal	control	over	financial	reporting;	Â		Â		Â		Â		â—​	make	reduced	disclosures	about
our	executive	compensation	arrangements;	and	Â		Â		Â		Â		â—​	forego	the	adoption	of	new	or	revised	financial
accounting	standards	until	they	would	be	applicable	to	private	companies.	Â	Certainof	these	reduced	reporting
requirements	and	exemptions	were	already	available	to	us	due	to	the	fact	that	we	also	qualify	as	a	â€œsmallerreporting
companyâ€​	under	SEC	rules.	For	instance,	smaller	reporting	companies	are	not	required	to	obtain	an	auditor
attestationand	report	regarding	internal	control	over	financial	reporting,	to	provide	a	compensation	discussion	and
analysis,	or	to	provide	a	pay-for-performancegraph	or	CEO	pay	ratio	disclosure,	and	they	may	present	two,	rather	than
three,	years	of	audited	financial	statements	and	related	MD&Adisclosure.Â	Wemay	take	advantage	of	these	exemptions
up	until	the	last	day	of	the	fiscal	year	following	the	fifth	anniversary	of	our	initial	publicoffering	or	until	we	are	no
longer	an	EGC,	which	would	be	the	case	if	(i)	our	total	annual	gross	revenues	are	$1.235	billion	or	more;(ii)	we	issue
more	than	$1	billion	in	non-convertible	debt	during	a	consecutive	three-year	period;	or	(iii)	we	become	a
â€œlargeaccelerated	filer,â€​	as	defined	in	the	Securities	Exchange	Act	of	1934,	as	amended	(the	â€œExchange



Actâ€​).We	may	choose	to	take	advantage	of	some,	but	not	all,	of	the	available	exemptions.	We	have	taken	advantage	of
certain	reduced	reportingobligations	in	this	prospectus.	Accordingly,	the	information	contained	herein	may	be	different
than	the	information	you	receive	fromother	public	companies	in	which	you	hold	stock.	For	more	information,	see
â€œRisk	Factorsâ€”General	Risk	Factorsâ€”Weare	an	â€œemerging	growth	company,â€​	and	the	reduced	disclosure
requirements	applicable	to	emerging	growth	companies	may	makeour	Common	Stock	less	attractive	to	investors.â€​Â		1
Â		Â	Summaryof	Risk	FactorsÂ	Likeany	emerging	growth	company,	we	face	significant	risk	factors	that	may	impede	our
plans	for	successful	commercialization	of	our	diagnosticand	therapeutic	products.	These	risks	are	discussed	in	detail
under	the	â€œRisk	Factorsâ€​	discussion	beginning	on	page	7	ofthis	prospectus.Â	Thefollowing	summarizes	the
principal	factors	that	make	an	investment	in	our	Company	speculative	or	risky,	all	of	which	are	more	fully	describedin
the	section	below	titled	â€œRisk	Factors.â€​	This	summary	should	be	read	in	conjunction	with	the	section	below	titled
â€œRiskFactorsâ€​	and	should	not	be	relied	upon	as	an	exhaustive	summary	of	the	material	risks	facing	our	business.
The	following	factorscould	result	in	harm	to	our	business,	reputation,	revenue,	financial	results,	and	prospects,	among
other	impacts:Â	RisksRelated	to	this	OfferingÂ		Â		â—​	Resales	of	our	Common	Stock	in	the	public	market	as	a	result	of
this	offering	may	cause	the	market	price	of	our	Common	Stock	to	fall.	Â		â—​	Investors	who	buy	shares	at	different	times
will	likely	pay	different	prices.	Â		â—​	This	offering	may	cause	the	trading	price	of	our	Common	Stock	to	decrease.	Â		â—​
Our	management	will	have	broad	discretion	over	the	use	of	the	net	proceeds.	Â		Â		Â		RisksRelated	to	Our	Financial
PositionÂ		Â		â—​	Our	business	plan	relies	upon	our	ability	to	obtain	additional	sources	of	capital	and	financing.	Â		â—​
We	must	raise	additional	capital	to	fund	our	operations	in	order	to	continue	as	a	going	concern.	Â		â—​	Our	limited
operating	history	makes	it	difficult	to	evaluate	our	current	business	and	future	prospects.	Â		â—​	We	will	require
additional	financing	to	implement	our	business	plan.	Â	RisksRelated	to	the	Acquisition	of	Precision	Pathology
Laboratory	Services	(â€œPPLSâ€​)Â		Â		â—​	The	combined	company	may	not	experience	the	anticipated	strategic
benefits	of	the	acquisition.	Â		â—​	We	may	not	be	able	to	enforce	claims	under	the	Asset	Purchase	Agreement.	Â		â—​	We
are	unable	to	estimate	when	we	will	begin	to	generate	significant	profit	from	revenue.	Â		â—​	Operating	a	clinical
laboratory	is	a	new	business	for	us,	and	we	have	limited	experience	doing	so.	Â	RisksRelated	to	our	Diagnostic
ProductÂ		Â		â—​	The	FDA	could	promulgate	regulations	that	impose	greater	regulatory	burdens	on	laboratory
developed	tests	such	as	CyPathÂ®	Lung.	Â		â—​	Clinical	trials	are	expensive,	time-consuming,	and	may	not	be
successful.	Â		â—​	Delays	or	difficulties	in	the	enrollment	of	patients	could	delay	or	prevent	the	regulatory	approvals.
Â	RisksRelated	to	Our	Diagnostic	TestsÂ		Â		â—​	If	our	tests	do	not	perform	as	expected,	our	operating	results,
reputation,	and	business	will	suffer.	Â		â—​	We	may	experience	delays	in	development,	introduction,	or	marketing	of
enhanced	or	new	tests.	Â		â—​	If	clinical	testing	does	not	yield	successful	results,	we	will	be	unable	to	commercialize
that	test	or	product	candidate.	Â		â—​	Even	if	our	tests	or	products	receive	marketing	approval,	they	may	fail	to	achieve
market	acceptance.	Â		â—​	We	may	not	be	successful	in	commercializing	our	diagnostic	tests	or	therapeutic	products.	Â	
â—​	We	are	currently	dependent	upon	PPLS	to	offer	and	perform	CyPathÂ®	Lung.	Â		â—​	Market	acceptance	may
depend	upon	our	ability	to	convince	physicians	of	benefits	of	our	tests	or	products.	Â		â—​	We	face	substantial
competition.	Â		â—​	Our	success	depends	upon	our	ability	to	retain	and	attract	key	executives	and	qualified	personnel.
Â		â—​	Our	lack	of	operating	experience	may	make	it	difficult	to	manage	our	growth.	Â		â—​	Failure	to	comply	with
obligations	imposed	by	intellectual	property	licenses	could	result	in	loss	of	rights.	Â		â—​	We	may	need	to	obtain
additional	licenses	of	technology	that	may	not	be	available	to	us.	Â		â—​	We	will	depend	on	third	parties	to	manufacture
and	market	our	diagnostic	tests	and	to	design	trial	protocols.	Â		â—​	We	are	exposed	to	product	liability	and	pre-clinical
and	clinical	liability	risks.	Â		â—​	Our	failure	to	comply	with	privacy	and	security	regulations	could	result	in	significant
liability.	Â		â—​	Our	ability	to	obtain	adequate	reimbursement	from	third-party	payors	may	impact	our	revenues.	Â		â—​
Our	employees,	consultants,	partners,	and	vendors	may	engage	in	misconduct	or	other	improper	activities.	Â		â—​
Failure	to	comply	with	healthcare	fraud	and	abuse	laws	and	regulations	could	result	in	penalties.	Â		â—​	We	face	intense
competition	in	the	biotechnology	and	pharmaceutical	industries.	Â		â—​	The	market	for	our	proposed	tests	and	products
is	competitive	and	rapidly	changing.	Â		â—​	Healthcare	cost	containment	initiatives	and	the	growth	of	managed	care
may	limit	our	returns.	Â		â—​	Our	competitive	position	depends	on	protection	of	our	intellectual	property.	Â		â—​
Diagnostic	tests	and	therapeutic	products	we	develop	could	be	subject	to	infringement	claims.	Â		â—​	We	may	become
involved	in	lawsuits	to	protect	or	enforce	our	intellectual	property.	Â		â—​	If	we	are	unable	to	protect	our	trade	secrets,
our	business	and	competitive	position	could	be	harmed.	Â		â—​	Disruption	of	our	internal	information	technology
systems	will	adversely	affect	our	business.	Â		â—​	Declining	general	economic	or	business	conditions	may	have	a
negative	impact	on	our	business.	Â		â—​	Global	climate	change	and	related	regulations	could	negatively	affect	our
business.	Â		2	Â		Â	RisksRelated	to	the	Operation	of	a	CAP/CLIA	LaboratoryÂ		Â		â—​	The	operations	of	PPLS	depend	in
part	upon	Roby	Joyce,	MD,	and	his	relationship	with	existing	customers.	Â		â—​	PPLS	may	be	unable	to	effectively
maintain	equipment.	Â		â—​	We	will	be	adversely	impacted	if	our	sole	laboratory	facility	becomes	inoperable.	Â		â—​
PPLS	relies	on	commercial	courier	delivery	services	to	transport	sputum	samples	for	CyPathÂ®	Lung.	Â		â—​	Security
breaches,	loss	of	data,	and	other	disruptions	could	compromise	sensitive	information.	Â		â—​	If	PPLS	uses	hazardous
chemicals	in	a	manner	that	causes	injury,	PPLS	could	be	liable	for	damages.	Â		â—​	If	PPLS	is	unable	to	scale	its
operations	to	support	demand	for	CyPathÂ®	Lung,	its	business	could	suffer.	Â		â—​	Delays	of	third-party	billing	and
collection	providers	could	have	an	adverse	effect	on	PPLS.	Â	RisksRelated	to	Intellectual	Property	RightsÂ		Â		â—​
Intellectual	property	rights	do	not	necessarily	address	all	potential	threats	to	our	competitive	advantage.	Â		â—​
Changes	in	patent	law	could	impair	our	ability	to	protect	our	tests	and	product	candidates.	Â		â—​	Our	patent	protection
could	be	impacted	by	non-compliance	with	requirements	of	patent	agencies.	Â		â—​	Patent	terms	may	be	inadequate	to
protect	our	diagnostic	tests	or	therapeutic	product	candidates.	Â		â—​	Issued	patents	covering	our	product	candidates
could	be	found	invalid	or	unenforceable	if	challenged.	Â		â—​	If	we	do	not	obtain	patent	term	extension,	our	business
may	be	harmed.	Â		â—​	We	enjoy	only	limited	geographical	protection	with	respect	to	certain	patents.	Â		â—​	If	our
trademarks	and	trade	names	are	not	adequately	protected,	we	may	not	be	able	to	build	name	recognition.
Â	RisksRelated	to	Government	RegulationsÂ		Â		â—​	Should	the	FDA	disagree	that	CyPathÂ®	Lung	is	an	LDT	our
commercialization	strategy	may	be	adversely	affected.	Â		â—​	FDA	failure	to	grant	our	request	for	de	novo	classification
would	adversely	affect	our	business.	Â		â—​	Noncompliance	with	laws	pertaining	to	LDTs	or	in	vitro	devices
(â€œIVDsâ€​)	could	adversely	affect	our	business.	Â		â—​	The	third-party	licensors	of	our	future	therapeutic	products,
may	be	unable	to	obtain	regulatory	approval.	Â		â—​	We	may	fail	to	obtain	regulatory	approval	in	foreign	jurisdictions.	Â	
â—​	We	may	never	obtain	approval	or	commercialize	such	products	outside	of	the	U.S.	Â		â—​	The	impact	of	healthcare
spending	and	recent	healthcare	reform	legislation	is	currently	unknown.	Â	RisksRelated	to	Ownership	of	Our	Common
Stock	and	warrantsÂ		Â		â—​	We	do	not	expect	to	pay	dividends	in	the	foreseeable	future.	Â		â—​	The	outstanding
warrants	may	never	have	a	market	price	that	exceeds	the	exercise	price	and	holders	have	no	rights	as	stockholders



until	the	warrants	are	exercised.	Â		â—​	The	provisions	of	the	warrants	could	limit	a	holderâ€™s	ability	to	choose	a
judicial	forum	for	disputes.	Â		â—​	Our	failure	to	file	a	registration	statement	to	register	the	Common	Stock	issuable
upon	exercise	of	the	Common	Warrants	that	we	issued	in	August	2024	or	to	timely	hold	a	stockholdersâ€™	meeting	to
obtain	stockholder	approval	may	result	in	a	breach	of	the	Purchase	Agreement,	the	Inducement	Agreement	and/or	the
Placement	Agency	Agreement.	Â		â—​	We	may	be	unable	to	meet	the	continued	listing	requirements	of	The	Nasdaq
Capital	Market.	Â		â—​	Our	stock	price	has	been	volatile	and	thinly	traded	and	may	be	volatile	in	the	future.	Â		â—​	An
investment	in	our	Company	may	involve	tax	implications.	Â		â—​	Our	ability	to	use	our	net	operating	loss	carryforwards
and	certain	other	tax	attributes	may	be	limited.	Â		â—​	Our	Certificate	of	Incorporation	permits	â€œblank	checkâ€​
Preferred	Stock.	Â		â—​	Certain	provisions	in	our	Charter	and	Amended	and	Restated	(â€œA&Râ€​)	Bylaws	could	make	a
merger,	tender	offer,	acquisition	or	proxy	contest	difficult	and	have	anti-takeover	effects.	Â		â—​	Our	Charter	designates
a	state	or	federal	court	located	within	Delaware	as	the	exclusive	forum	for	disputes.	Â		â—​	Certain	provisions	in	our
Charter	and	A&R	Bylaws	may	discourage	stockholder	lawsuit.	Â		â—​	Our	management	collectively	owns	a	substantial
percentage	of	our	Common	Stock.	Â		â—​	Any	inability	to	file	our	financial	results	accurately	and	timely	could	harm	our
reputation	and	stock	price.	Â		3	Â		Â	THEOFFERINGÂ	Thisprospectus	relates	to	the	resale	or	other	disposition	from
time	to	time	by	the	Selling	Stockholders	identified	in	this	prospectus	ofup	to	1,801,944	shares	of	our	Common	Stock.
None	of	the	shares	registered	hereby	are	being	offered	for	sale	by	us.Â		Shares	of	Common	Stock	offered	by	the	Selling
Stockholders	Â		(i)	450,000	shares	of	Common	Stock	issuable	upon	the	exercise	of	the	Common	Warrants;	(ii)	1,302,082
shares	of	Common	Stock	issuable	upon	the	exercise	of	the	Inducement	Warrants;	(iii)	39,062	shares	of	Common	Stock
issuable	upon	the	exercise	the	Inducement	Advisor	Warrants	and	(iv)	10,800	shares	of	Common	Stock	issuable	upon	the
exercise	of	the	Placement	Agent	Warrants.	Â		Â		Â		Common	stock	to	be	outstanding	after	this	offering(1)	Â		15,292,217
shares	of	Common	Stock,	assuming	the	exercise	of	all	of	the	Common	Warrants	Â		Â		Â		Registration	Rights	Â		Under
the	terms	of	the	Purchase	Agreement,	the	Inducement	Agreement	and	the	Placement	Agency	Agreement,	as	applicable
we	agreed	to	file	this	registration	statement	with	respect	to	the	registration	of	the	resale	by	the	Selling	Stockholders	of
the	Common	Warrant	Shares,	as	applicable,	by	the	45th	calendar	day	following	the	date	of	the	applicable	agreement.	In
addition,	we	agreed	that,	upon	the	registration	statement	being	declared	effective	under	the	Securities	Act,	we	will	use
commercially	reasonable	efforts	to	maintain	the	effectiveness	of	the	registration	statement	until	the	date	that	the
Selling	Stockholders	no	longer	own	any	of	the	Common	Warrants	or	Common	Warrant	Shares,	as	applicable.	See
â€œSelling	Stockholdersâ€​	beginning	on	page	40	of	this	prospectus	for	more	information	about	the	Selling
Stockholders.	The	registration	of	the	shares	of	Common	Stock	to	which	this	prospectus	relates	does	not	require	the
Selling	Stockholders	to	sell	any	of	their	shares	of	our	Common	Stock.	Â		Â		Â		Use	of	Proceeds	Â		The	Selling
Stockholders	will	receive	all	of	the	proceeds	of	the	sale	of	shares	of	Common	Stock	offered	from	time	to	time	pursuant
to	this	prospectus.	Accordingly,	we	will	not	receive	any	proceeds	from	the	sale	of	shares	of	Common	Stock	that	may	be
sold	from	time	to	time	pursuant	to	this	prospectus;	however,	we	will	receive	proceeds	from	any	cash	exercise	of	the
Common	Warrants.	See	â€œUse	of	Proceeds.â€​	We	intend	to	use	the	proceeds	from	the	any	cash	exercise	of	the
Common	Warrants	for	working	capital	purposes.	Â		Â	Plan	of	Distribution	Â		The	Selling	Stockholders	named	in	this
prospectus,	or	their	pledgees,	donees,	transferees,	distributees,	beneficiaries	or	other	successors-in-interest,	may	offer
or	sell	the	shares	of	Common	Stock	offered	hereby	from	time	to	time	through	public	or	private	transactions	at
prevailing	market	prices,	at	prices	related	to	prevailing	market	prices	or	at	privately	negotiated	prices.	The	Selling
Stockholders	may	also	resell	the	shares	of	Common	Stock	to	or	through	underwriters,	broker-dealers	or	agents,	who
may	receive	compensation	in	the	form	of	discounts,	concessions	or	commissions.	Â		Risk	Factors	Â		See	â€œRisk
Factorsâ€​	beginning	on	page	7	of	this	prospectus	and	in	the	documents	incorporated	by	reference	in	this	prospectus
and	the	other	information	included	in	this	prospectus	for	a	discussion	of	factors	you	should	carefully	consider	before
investing	in	our	securities.	Â		Nasdaq	Capital	Market	trading	symbol	Â		Our	Common	Stock	is	listed	on	the	Nasdaq
Capital	Market	under	the	symbol	â€œBIAF.â€​	Our	tradeable	warrants	are	listed	on	the	Nasdaq	Capital	Market	under
the	symbol	â€œBIAFW.â€​	Â	(1)The	number	of	shares	of	Common	Stock	outstanding	immediately	after	this	Offering	is
based	on	13,490,273	shares	of	Common	Stock	outstanding	as	of	September	9,	2024	and	excludes:Â	â—​9,573,994	shares
of	Common	Stock	issuable	upon	the	exercise	of	warrants	outstanding	with	a	weighted-average	exercise	price	equal	to
$3.33;â—​337,810	shares	of	Common	Stock	issuable	upon	the	exercise	of	stock	options	issued	under	our	equity	plans
with	a	weighted-average	exercise	price	equal	to	$6.88;	andÂ	â—​1,249,776	shares	of	our	Common	Stock	that	are
reserved	for	equity	awards	that	may	be	granted	under	our	2024	Incentive	Compensation	Plan.	Â		4	Â	
Â	CAUTIONARYNOTE	REGARDING	FORWARD-LOOKING	STATEMENTSÂ	Certainstatements	in	this	prospectus	may
contain	â€œforward-looking	statementsâ€​	within	the	meaning	of	the	federal	securities	laws.Our	forward-looking
statements	include,	but	are	not	limited	to,	statements	about	us	and	our	industry,	as	well	as	statements	regardingour	or
our	management	teamâ€™s	expectations,	hopes,	beliefs,	intentions	or	strategies	regarding	the	future.	Additionally,	any
statementsthat	refer	to	projections,	forecasts	or	other	characterizations	of	future	events	or	circumstances,	including
any	underlying	assumptions,are	forward-looking	statements.	We	intend	the	forward-looking	statements	to	be	covered
by	the	safe	harbor	provisions	of	the	federal	securitieslaws.	Words	such	as	â€œmay,â€​	â€œshould,â€​	â€œcould,â€​
â€œwould,â€​	â€œpredicts,â€​	â€œpotential,â€​â€œcontinue,â€​	â€œexpects,â€​	â€œanticipates,â€​	â€œfuture,â€​
â€œintends,â€​	â€œplans,â€​â€œbelieves,â€​	â€œestimates,â€​	and	similar	expressions,	as	well	as	statements	in	future
tense,	may	identify	forward-lookingstatements,	but	the	absence	of	these	words	does	not	mean	that	a	statement	is	not
forward-looking.Â	Forward-lookingstatements	should	not	be	read	as	a	guarantee	of	future	performance	or	results	and
may	not	be	accurate	indications	of	when	such	performanceor	results	will	be	achieved.	Forward-looking	statements	are
based	on	information	we	have	when	those	statements	are	made	or	managementâ€™sgood	faith	belief	as	of	that	time
with	respect	to	future	events,	and	are	subject	to	significant	risks	and	uncertainties	that	could	causeactual	performance
or	results	to	differ	materially	from	those	expressed	in	or	suggested	by	the	forward-looking	statements.	Importantfactors
that	could	cause	such	differences	include,	but	are	not	limited	to:Â		Â		â—​	our	projected	financial	position	and	estimated
cash	burn	rate;	Â		Â		Â		Â		â—​	our	estimates	regarding	expenses,	future	revenues,	and	capital	requirements;	Â		Â		Â		Â	
â—​	the	success,	cost,	and	timing	of	our	clinical	trials;	Â		Â		Â		Â		â—​	our	ability	to	obtain	funding	for	our	operations
necessary	to	complete	further	development	and	commercialization	of	our	diagnostic	tests	or	therapeutic	product
candidates;	Â		Â		Â		Â		â—​	our	dependence	on	third	parties	in	the	conduct	of	our	clinical	trials;	Â		Â		Â		Â		â—​	our	ability
to	obtain	the	necessary	regulatory	approvals	to	market	and	commercialize	our	diagnostic	tests	or	therapeutic	product
candidates;	Â		Â		Â		Â		â—​	the	potential	that	the	results	of	our	pre-clinical	and	clinical	trials	indicate	our	current
diagnostic	tests	or	any	future	diagnostic	tests	or	therapeutic	product	candidates	we	may	seek	to	develop	are	unsafe	or
ineffective;	Â		Â		Â		Â		â—​	the	results	of	market	research	conducted	by	us	or	others;	Â		Â		Â		Â		â—​	our	ability	to	obtain
and	maintain	intellectual	property	protection	for	our	diagnostic	and	therapeutic	inventions	or	future	diagnostic	and



therapeutic	inventions	to	expand	our	product	offerings;	Â		Â		Â		Â		â—​	our	ability	to	protect	our	intellectual	property
(â€œIPâ€​)	rights	and	the	potential	for	us	to	incur	substantial	costs	from	lawsuits	to	enforce	or	protect	our	IP	rights;	Â	
Â		Â		Â		â—​	the	possibility	that	a	third	party	may	claim	we	or	our	third-party	licensors	have	infringed,	misappropriated,
or	otherwise	violated	their	IP	rights	and	that	we	may	incur	substantial	costs	and	be	required	to	devote	substantial	time
defending	against	such	claims;	Â		Â		Â		Â		â—​	our	reliance	on	third	parties;	Â		Â		Â		Â		â—​	the	success	of	competing
therapies,	diagnostic	tests,	and	therapeutic	products	that	are	or	will	become	available;	Â		Â		Â		Â		â—​	our	ability	to
expand	our	organization	to	accommodate	potential	growth	and	to	retain	and	attract	key	personnel;Â		5	Â		Â		Â		â—​	our
potential	to	incur	substantial	costs	resulting	from	product	liability	lawsuits	against	us	and	the	potential	for	such
lawsuits	to	cause	us	to	limit	the	commercialization	of	our	diagnostic	tests	and	therapeutic	product	candidates;	Â		Â		Â	
Â		â—​	market	acceptance	of	our	diagnostic	tests	and	therapeutic	product	candidates,	the	size	and	growth	of	the
potential	markets	for	our	current	diagnostic	tests	and	therapeutic	product	candidates,	and	any	future	diagnostic	tests
and	therapeutic	product	candidates	we	may	seek	to	develop,	and	our	ability	to	serve	those	markets;	Â		Â		Â		Â		â—​	the
successful	development	of	our	commercialization	capabilities,	including	sales	and	marketing	capabilities;	Â		Â		Â		Â		â—​
compliance	with	government	regulations,	including	environmental,	health,	and	safety	regulations	and	liabilities
thereunder;	Â		Â		Â		Â		â—​	the	impact	of	a	health	epidemic	on	our	business,	our	clinical	trials,	our	research	programs,
healthcare	systems,	or	the	global	economy	as	a	whole;	Â		Â		Â		Â		â—​	general	instability	of	economic	and	political
conditions	in	the	United	States	(â€œU.S.â€​),	including	inflationary	pressures,	increased	interest	rates,	economic
slowdown	or	recession,	and	escalating	geopolitical	tensions;	Â		Â		â—​	our	anticipated	uses	of	net	proceeds	from	our
financings;	Â		Â		Â		Â		â—​	the	increased	expenses	associated	with	being	a	public	company;	and	Â		Â		Â		Â		â—​	other
factors	discussed	elsewhere	in	this	prospectus.	Â	Manyof	the	foregoing	risks	and	uncertainties,	as	well	as	risks	and
uncertainties	that	are	currently	unknown	to	us,	are	or	may	be	exacerbatedby	factors	such	as	the	ongoing	conflict
between	Ukraine	and	Russia,	escalating	tensions	between	China	and	Taiwan,	the	war	in	the	MiddleEast,	increasing
economic	uncertainty	and	inflationary	pressures,	and	any	consequent	worsening	of	the	global	business	and	economic
environment.New	factors	emerge	from	time	to	time,	and	it	is	not	possible	for	us	to	predict	all	such	factors.	Should	one
or	more	of	the	risks	or	uncertaintiesdescribed	in	this	prospectus	or	any	other	filing	with	the	Securities	and	Exchange
Commission	(the	â€œSECâ€​)	occur,	or	shouldthe	assumptions	underlying	the	forward-looking	statements	we	make
herein	and	therein	prove	incorrect,	our	actual	results	and	plans	coulddiffer	materially	from	those	expressed	in	any
forward-looking	statements.	We	undertake	no	obligation	to	update	publicly	any	forward-lookingstatements,	whether	as
a	result	of	new	information,	future	events,	or	otherwise,	except	as	required	by	law.Â	Youshould	read	this	prospectus
and	the	documents	that	we	reference	within	it	with	the	understanding	that	our	actual	future	results,	performance,and
events	and	circumstances	may	be	materially	different	from	what	we	expect.Â	Websiteand	Social	Media
DisclosureÂ	Weuse	our	websites	(www.bioaffinitytech.com	and	ir.bioaffinitytech.com)	to	share	Company	information.
Information	contained	on	or	thatcan	be	accessed	through	our	websites	is	not,	however,	incorporated	by	reference	in
this	prospectus.	Investors	should	not	consider	anysuch	information	to	be	part	of	this	prospectus.Â		6	Â	
Â	RISKFACTORSÂ	Investingin	our	Company	involves	a	high	degree	of	risk.	You	should	carefully	consider	the	following
information	about	these	risks,	together	withthe	other	information	appearing	elsewhere	in	this	Prospectus	before
deciding	to	invest	in	our	Company.	The	occurrence	of	any	of	the	followingrisks	could	have	a	material	and	adverse	effect
on	our	business,	reputation,	financial	condition,	results	of	operations,	and	future	growthprospects,	as	well	as	our	ability
to	accomplish	our	strategic	objectives.	As	a	result,	the	market	value	of	our	Common	Stock	could	decline,and	you	could
lose	all	or	part	of	your	investment.	Additional	risks	and	uncertainties	not	presently	known	to	us	or	that	we
currentlydeem	immaterial	may	also	impair	our	business	operations	and	market	value.Â	RisksRelated	to	this
OfferingÂ	Resalesof	our	Common	Stock	in	the	public	market	by	our	stockholders	as	a	result	of	this	offering	may	cause
the	market	price	of	our	Common	Stockto	fall.Â	Weare	registering	Common	Stock	issuable	upon	the	exercise	of	the
Common	Warrants.	Sales	of	substantial	amounts	of	our	Common	Stock	in	thepublic	market,	or	the	perception	that	such
sales	might	occur,	could	adversely	affect	the	market	price	of	our	Common	Stock.	The	issuanceof	new	shares	of	Common
stock	could	result	in	resales	of	our	Common	Stock	by	our	current	stockholders	concerned	about	the	potential
ownershipdilution	of	their	holdings.	Furthermore,	in	the	future,	we	may	issue	additional	shares	of	Common	Stock	or
other	equity	or	debt	securitiesexercisable	or	convertible	into	Common	Stock.	Any	such	issuance	could	result	in
substantial	dilution	to	our	existing	stockholders	andcould	cause	our	stock	price	to	decline.Â	Investorswho	buy	shares	at
different	times	will	likely	pay	different	prices.Â	Investorswho	purchase	shares	in	this	offering	at	different	times	will
likely	pay	different	prices,	and	so	may	experience	different	levels	of	dilutionand	different	outcomes	in	their	investment
results.Â	Thisoffering	may	cause	the	trading	price	of	our	Common	Stock	to	decrease.Â	Theprice	per	share	of	our
Common	Stock,	together	with	the	number	of	shares	of	Common	Stock	we	propose	to	issue	upon	exercise	of	the
CommonWarrants	and	ultimately	will	issue	if	this	offering	is	completed,	may	result	in	an	immediate	decrease	in	the
market	price	of	our	CommonStock.	This	decrease	may	continue	after	the	completion	of	this	offering.	Sales	of
substantial	amounts	of	our	Common	Stock	in	the	publicmarket,	or	the	perception	that	such	sales	might	occur,	could
adversely	affect	the	market	price	of	our	Common	Stock.Â	Ourmanagement	will	have	broad	discretion	over	the	use	of
the	net	proceeds	from	this	offering,	you	may	not	agree	with	how	we	use	the	proceeds,and	the	proceeds	may	not	be
invested	successfully.Â	Wehave	not	designated	any	portion	of	the	net	proceeds	from	the	exercise	of	Common	Warrants
to	be	used	for	any	particular	purpose.	Accordingly,our	management	will	have	broad	discretion	as	to	the	use	of	the	net
proceeds	and	you	will	be	relying	on	the	judgment	of	our	managementwith	regard	to	the	use	of	these	net	proceeds,	and
you	will	not	have	the	opportunity,	as	part	of	your	investment	decision,	to	assess	whetherthe	proceeds	are	being	used
appropriately.	It	is	possible	that,	pending	their	use,	we	may	invest	the	net	proceeds	in	a	way	that	doesnot	yield	a
favorable,	or	any,	return	for	our	company.	Our	managementâ€™s	judgment	may	not	result	in	positive	returns	on	your
investmentand	you	will	not	have	the	opportunity	to	evaluate	the	economic,	financial	or	other	information	upon	which
our	management	bases	its	decisions.Â	RisksRelated	to	Our	Financial	PositionÂ	Ourbusiness	plan	relies	upon	our	ability
to	obtain	additional	sources	of	capital	and	financing.	If	the	amount	of	capital	we	are	able	toraise	from	financing
activities,	together	with	our	revenues	from	operations,	is	not	sufficient	to	satisfy	our	capital	needs,	we	may	berequired
to	cease	operations.Â	Duringthe	six	months	ended	June	30,	2024	and	June	30,	2023,	we	generated	revenue	of
approximately	$4.8	million	and	$20,659,	respectively,and	for	the	years	ended	December	31,	2023	and	December	31,
2022,	we	generated	revenue	of	approximately	$2.5	million	and	$5,000,respectively.	During	the	six	months	ended	June
30,	2024	and	June	30,	2023,	we	generated	$4.2	million	from	laboratory	patient	services(of	which	approximately
$207,000	related	to	our	first	diagnostic	test,	CyPathÂ®	Lung),	and	approximately	$530,000	fromhistology	laboratory
tests,	approximately	$33,000	from	medical	director	fees,	and	in	connection	with	CyPathÂ®	Lung	testspurchased	by	the
DOD	in	the	approximate	amount	of	$7,000	in	connection	with	CyPathÂ®	Lung	tests	purchased	by	the	DOD	foran



observational	study.	During	the	year	ended	December	31,	2023,	we	generated	$2.2	million	from	laboratory	patient
services	(of	whichapproximately	$37,000	related	to	our	first	diagnostic	test,	CyPathÂ®	Lung),	and	approximately
$273,000	from	histology	laboratorytests,	approximately	$19,000	from	medical	director	fees,	and	in	connection	with
CyPathÂ®	Lung	tests	purchased	by	the	DODin	the	approximate	amount	of	$19,000	for	an	observational
study.Â	Tobecome	and	remain	profitable,	we	must	succeed	in	generating	additional	laboratory	revenue	and	developing
and	commercializing	our	diagnostictests	and	therapeutic	products	that	we	expect	will	generate	significant	income	in
the	planned	timeframe.	This	will	require	us	to	be	successfulin	a	range	of	challenging	activities,	including	completing
preclinical	testing	and	clinical	trials	of	our	diagnostic	and	therapeutictechnologies,	obtaining	regulatory	approval	for
our	diagnostic	and	therapeutic	technologies,	manufacturing,	marketing,	and	selling	anydiagnostic	tests	and	therapeutic
products	for	which	we	may	obtain	regulatory	approval,	and	establishing	and	managing	our	collaborationsat	various
phases	of	each	diagnostic	test	and	therapeutic	product	candidateâ€™s	development.	We	are	in	the	preliminary	phases
ofthese	activities.	We	may	never	succeed	in	these	activities	and,	even	if	we	do,	may	never	generate	sufficient	income	to
achieve	profitability.Â	Tobecome	profitable,	we	must	develop	our	diagnostic	tests	and	therapeutic	products,	which	will
depend	in	large	part	on	our	ability	to:Â		Â		â—​	Develop,	enhance,	and	protect	our	diagnostic	tests	and	therapeutic
products;	Â		7	Â		Â		Â		â—​	Raise	sufficient	funding	to	support	our	diagnostic	tests	and	therapeutic	product	development
program(s);	Â		Â		Â		Â		â—​	Complete	pre-clinical	testing;	Â		Â		â—​	Work	with	our	partners	to	expand	commercialization
of	our	first	diagnostic	test,	CyPathÂ®	Lung,	as	an	LDT	under	the	CAP/CLIA	guidelines	and	regulations	administered	by
CMS	and	CAP;	Â		Â		Â		Â		â—​	Obtain	de	novo	classification	from	FDA	for	our	CyPathÂ®	Lung	as	a	Class	II	in	vitro
diagnostic;	Â		Â		Â		Â		â—​	Work	with	our	partners	to	develop	and	commercialize	our	first	diagnostic	test,	CyPathÂ®
Lung,	as	a	CE-marked	test	in	accordance	with	the	In	Vitro	Diagnostic	Device	Regulation	(the	â€œIVDRâ€​)	of	the	EU;	Â	
Â		Â		Â		â—​	Synthesize,	test,	and	attract	licensing	partners	for	drug	conjugates,	siRNAs,	and	other	therapeutics	(and
methods	for	their	use)	developed	by	us;	Â		Â		Â		Â		â—​	Develop	and	conduct	human	clinical	studies	to	support	the
regulatory	approval	and	marketing	of	our	diagnostic	test(s)	and	therapeutic	product(s);	Â		Â		Â		Â		â—​	Develop	and
manufacture	the	test(s)	and	product(s)	to	FDA	standards,	appropriate	EU	standards,	and	appropriate	standards
required	for	the	commercialization	of	our	tests	and	products	in	countries	in	which	we	seek	to	sell	our	diagnostic	test(s)
and	therapeutic	product(s);	Â		Â		Â		Â		â—​	Obtain	the	necessary	regulatory	approvals	to	market	our	diagnostic	test(s)
and	therapeutic	product(s);	Â		Â		Â		Â		â—​	Secure	the	necessary	personnel	and	infrastructure	to	support	the
development,	commercialization,	and	marketing	of	our	diagnostic	test(s)	and	therapeutic	product(s);	and	Â		Â		Â		Â		â—​
Develop	strategic	relationships	to	support	development,	manufacturing,	and	marketing	of	our	diagnostic	test(s)	and
therapeutic	product(s).	Â	Evenif	we	do	achieve	profitability,	we	may	not	be	able	to	sustain	or	increase	profitability	on	a
quarterly	or	annual	basis.	Our	failure	tobecome	and	remain	profitable	would	depress	the	value	of	our	Company	and
could	impair	our	ability	to	raise	capital,	expand	our	business,maintain	the	research	and	development	efforts,	diversify
our	diagnostic	tests	and	therapeutic	product	offerings,	or	even	continue	ouroperations.	A	decline	in	the	value	of	our
Company	could	also	cause	our	investors	to	lose	all	or	part	of	their	investment.Â	Wemust	raise	additional	capital	to	fund
our	operations	in	order	to	continue	as	a	going	concern.Â	Asof	June	30,	2024,	we	had	an	accumulated	deficit	of	$48.7
million.	As	of	September	9,	2024,	our	cash	and	cash	equivalents	were$1.1	million.	Despite	our	recent	financings,	we
will	need	to	raise	further	capital	through	the	sale	of	additional	equity	or	debtsecurities	or	other	debt	instruments,
strategic	relationships	or	grants,	or	other	arrangements	to	support	our	future	operations.	Ourbusiness	plan	includes
expansion	for	our	commercialization	efforts	which	will	require	additional	funding.	If	we	are	unable	to	improveour
liquidity	position,	we	may	not	be	able	to	continue	as	a	going	concern.	Our	ability	to	continue	as	a	going	concern	is
dependent	uponour	ability	to	generate	revenue	and	raise	capital	from	financing	transactions.	Without	funding	from	the
proceeds	of	a	capital	raise	orstrategic	relationship	or	grant,	management	anticipates	that	our	cash	resources	are
sufficient	to	continue	operations	through	October2024.	Our	future	is	dependent	upon	our	ability	to	obtain	financing	and
upon	future	profitable	operations	from	the	development	ofnew	business	opportunities.	There	can	be	no	assurance	that
we	will	be	successful	in	accomplishing	these	objectives.	Without	such	additionalcapital,	we	may	be	required	to	curtail
or	cease	operations	and	be	required	to	realize	our	assets	and	discharge	our	liabilities	otherthan	in	the	normal	course	of
business	which	could	cause	investors	to	suffer	the	loss	of	all	or	a	substantial	portion	of	their
investment.WithumSmith+Brown,	PC,	our	independent	registered	public	accounting	firm	for	the	fiscal	year	ended
December	31,	2023,	has	included	anexplanatory	paragraph	in	its	opinion	that	accompanies	our	audited	consolidated
financial	statements	as	of	and	for	the	year	ended	December31,	2023,	indicating	that	our	current	liquidity	position	raises
substantial	doubt	about	our	ability	to	continue	as	a	going	concern.Â	Wehave	a	limited	operating	history,	which	makes	it
difficult	to	evaluate	our	current	business	and	future	prospects.Â	Weare	a	company	with	limited	operating	history,	and
our	operations	are	subject	to	all	of	the	risks	inherent	in	establishing	a	new	businessenterprise.	The	likelihood	of	our
success	must	be	considered	in	light	of	the	problems,	expenses,	difficulties,	complications,	and	delaysfrequently
encountered	in	connection	with	the	formation	of	a	new	business,	the	development	of	new	technologies	or	those	subject
to	clinicaltesting,	and	the	competitive	and	regulatory	environment	in	which	we	will	operate.	To	date,	we	have	generated
revenue	from	a	limited	marketlaunch	of	CyPathÂ®	Lung	in	Texas.	There	can	be	no	assurance	that	we	will	be	able	to
successfully	expand	our	commercializationefforts	or	that	we	will	obtain	the	necessary	regulatory	approvals	that	will
allow	us	to	expand	our	marketing	efforts.	We	may	not	be	ableto	maintain	certification	of	CyPathÂ®	Lung	as	an	LDT	in
accordance	with	CAP/CLIA	guidance	and	regulations,	or	obtain	approvalof	our	diagnostic	tests	in	development	by	the
CMS,	the	FDA,	European	Medicines	Agency,	or	Chinese	National	Medical	Products	Administration.Even	if	we	do	so	and
are	also	able	to	commercialize	our	diagnostic	tests,	we	may	never	generate	revenue	sufficient	to	become	profitable.Our
failure	to	generate	revenue	and	profit	would	likely	cause	our	securities	to	decrease	in	value	or	become
worthless.Â	Inaddition,	while	we	anticipate	generating	continued	revenue	from	PPLS,	our	CAP-accredited,	CLIA-
certified	clinical	pathology	laboratory,we	do	not	expect	to	immediately	derive	profit	from	revenue	from	PPLSâ€™
services.	Once	we	begin	to	generate	such	profit,	there	isno	guarantee	that	it	will	be	sufficient	to	realize	the	expected
financial	benefits	of	the	acquisition	and	that	revenue	generated	willcover	necessary	operating	expenses.	In	addition,
since	we	have	limited	experience	operating	a	clinical	laboratory,	we	may	not	accuratelyestimate	the	expenses	we	will
incur.	Ownership	of	a	CAP/CLIA	laboratory	and	related	services	business	may	not	have	the	clinical	valueand
commercial	potential	which	we	envision.	Any	substantive	failure	of	PPLS	laboratory	to	meet	our	expectations	could
have	a	materialnegative	effect	on	our	results	of	operations.	There	can	be	no	assurance	that	the	anticipated	benefits	of
PPLS	will	materialize	or	thatif	they	materialize	will	result	in	increased	stockholder	value	or	revenue	stream	to	the
combined	company.Â		8	Â		Â	Wewill	require	additional	financing	to	implement	our	business	plan,	which	may	not	be
available	on	favorable	terms	or	at	all,	and	we	mayhave	to	accept	financing	terms	that	would	place	restrictions	on
us.Â	Webelieve	that	we	must	raise	additional	funds	to	be	able	to	continue	our	business	operations.	We	may	not	be	able



to	obtain	equity	or	debtfinancing	on	acceptable	terms	or	at	all	to	implement	our	growth	strategy.	As	a	result,	adequate
capital	may	not	be	available	to	financeour	current	development	plan,	take	advantage	of	business	opportunities,	or
respond	to	competitive	pressures.	If	we	are	unable	to	raiseadditional	funds,	we	may	be	forced	to	curtail	or	even
abandon	our	business	plan	and	focus	on	fewer	commercial	opportunities	that	mayresult	in	more	limited	growth	than
forecast.Â	Untilsuch	time,	if	ever,	as	we	can	generate	substantial	income	from	sale	of	our	diagnostic	test(s)	and
therapeutic	product	candidates,	weexpect	to	finance	our	cash	needs	through	a	combination	of	equity	offerings,	debt
financings,	and	license	and	collaboration	agreements.To	the	extent	that	we	raise	additional	capital	through	the	sale	of
equity	or	convertible	debt	securities,	the	ownership	interest	of	existingstockholders	will	be	diluted,	and	the	terms	of
these	securities	may	include	liquidation	or	other	preferences	that	adversely	affect	therights	of	the	holders	of	our
Common	Stock	(the	â€œCommon	Stockholdersâ€​).	In	addition,	the	terms	of	any	future	financing	mayimpose
restrictions	on	our	right	to	declare	dividends	or	on	the	manner	in	which	we	conduct	our	business.	Debt	financing	and
preferredequity	financing,	if	available,	may	involve	agreements	that	include	covenants	limiting	or	restricting	our	ability
to	take	specific	actions,such	as	incurring	additional	debt,	making	capital	expenditures,	declaring	dividends,	or	making
acquisitions	or	significant	asset	sales.Â	Ifwe	raise	additional	funds	through	collaborations,	strategic	alliances	or
marketing,	or	distribution	or	licensing	arrangements	with	thirdparties,	we	may	have	to	relinquish	valuable	rights	to	our
technologies,	future	revenue	streams,	and	research	programs,	or	grant	licenseson	terms	that	may	not	be	favorable	to	us
and/or	that	may	reduce	the	value	of	our	Common	Stock.Â	RisksRelated	to	the	AcquisitionÂ	Thecombined	company	may
not	experience	the	anticipated	strategic	benefits	of	the	PPLS	acquisition.Â	Whilewe	anticipate	benefits	from	the
acquisition	of	PPLS,	we	may	not	be	able	to	realize	the	expected	benefits.	Despite	due	diligence	we	couldassume
previously	unidentified	or	contingent	liabilities.	Ownership	of	a	CAP/CLIA	laboratory	and	related	services	business	may
not	havethe	clinical	value	and	commercial	potential	which	we	envision.	Any	substantive	failure	of	the	acquisition	to
meet	our	expectations	couldhave	a	material	negative	effect	on	our	results	of	operations.	There	can	be	no	assurance	that
the	anticipated	benefits	of	the	acquisitionwill	materialize	or	that	if	they	materialize	will	result	in	increased	stockholder
value	or	revenue	stream	to	the	combined	company.Â	Wemay	not	be	able	to	enforce	claims	with	respect	to	the
representations,	warranties,	and	indemnities	that	Village	Oaks	has	provided	tous	under	the	Asset	Purchase
Agreement.Â	Inconnection	with	the	acquisition,	Village	Oaks	has	given	certain	representations,	warranties,	and
indemnities.	There	can	be	no	assurancewe	will	be	able	to	enforce	any	claims	against	Village	Oaksâ€™	breaches	of	such
representations,	warranties,	or	indemnities.	VillageOaksâ€™	liability	with	respect	to	breaches	of	such	representations,
warranties,	and	indemnities	under	the	Asset	Purchase	Agreementmay	be	limited	or	the	amount	and	coverage	of	any
insurance	obtained	with	respect	to	representations	and	warranties	may	be	limited.	Evenif	we	ultimately	succeed	in
recovering	any	amounts,	we	may	temporarily	be	required	to	bear	these	losses	ourselves.Â	Weare	unable	to	precisely
estimate	when	we	will	begin	to	generate	significant	profit	from	revenue,	if	ever,	from	PPLSâ€™	services,nor	to	estimate
the	amount	of	profit	or	revenue	that	will	be	generated	or	the	expenses	that	will	be	incurred.Â	Wedo	not	expect	to
immediately	derive	profit	from	revenue	from	PPLSâ€™	services.	Once	we	begin	to	generate	such	profit,	there	is
noguarantee	that	it	will	be	sufficient	to	realize	the	expected	financial	benefits	of	the	acquisition.	In	addition,	since	we
have	limitedexperience	operating	a	clinical	laboratory,	we	may	not	accurately	estimate	the	expenses	we	will
incur.Â	Operatinga	clinical	laboratory	is	a	new	business	for	us,	and	the	members	of	our	management	team	have	limited
experience	operating	a	CAP-accredited,CLIA-certified	laboratory,	which	may	limit	the	ability	of	investors	to	make	an
informed	investment	decision.Â	Wehave	never	operated	a	clinical	laboratory.	To	date,	only	our	Chief	Operating	Officer,
Xavier	Reveles,	has	operated	a	CAP-accredited,CLIA-certified	clinical	laboratory	and	therefore	it	may	be	difficult	for
investors	to	analyze	our	ability	to	successfully	operate	a	clinicallaboratory.	Our	management	team	may	not	successfully
or	efficiently	manage	our	transition	to	operating	a	CAP-accredited	and	CLIA-certifiedlaboratory	subject	to	significant
regulatory	oversight	and	reporting	obligations.	However,	to	ease	the	transition,	Roby	Joyce,	MD,	theMedical	Director
and	Laboratory	Director	of	Village	Oaks	prior	to	the	acquisition,	continues	to	serve	as	the	Medical	Director	and
LaboratoryDirector	of	PPLS.	These	new	obligations	and	constituents	will	require	significant	attention	from	our	senior
management	and	could	diverttheir	attention	away	from	the	day-to-day	management	of	our	business,	which	could
adversely	affect	our	business,	financial	condition,and	operating	results.Â	RisksRelated	to	our	Diagnostic
ProductÂ	Untilwe	secure	FDA	clearance	for	our	CyPathÂ®	Lung	as	a	Class	II	in	vitro	diagnostic,	we	may	encounter
physicians	who	will	notorder	an	LDT.Â	Inorder	to	market	our	CyPathÂ®	Lung	as	an	IVD	medical	device,	we	must
receive	de	novo	classification	from	the	FDAas	a	Class	II	in	vitro	diagnostic.	We	intend	to	launch	a	pivotal	trial	later	this
year	in	an	effort	to	attain	such	classification;	however,there	can	be	no	assurance	that	the	trial	will	have	favorable
results	or	that	it	will	generate	the	results	necessary	to	obtain	such	classification.Until	such	time	as	we	receive	de	novo
classification,	which	we	may	never	receive,	our	marketing	efforts	are	limited	to	the	marketingand	sale	of	CyPathÂ®
Lung	as	an	LDT.	Without	clearance	of	CyPathÂ®	Lung	by	the	FDA,	some	physicians	may	notorder	the	test.Â		9	Â	
Â	Ifwe	experience	delays	or	difficulties	in	the	enrollment	of	patients	in	clinical	trials,	our	receipt	of	necessary	regulatory
approvalscould	be	delayed	or	prevented.Â	Wemay	not	be	able	to	initiate	or	continue	clinical	trials	if	we	are	unable	to
locate	and	enroll	a	sufficient	number	of	eligible	patientsto	participate	in	these	trials	as	required	by	the	FDA	or	similar
regulatory	authorities	outside	the	U.S.,	such	as	the	European	MedicinesAgency.Â	Patientenrollment	is	affected	by	many
other	factors,	including:Â		Â		â—​	the	severity	of	the	disease	under	investigation;	Â		Â		Â		Â		â—​	the	patient	eligibility
criteria	for	the	study	in	question;	Â		Â		Â		Â		â—​	the	efforts	to	facilitate	timely	enrollment	in	clinical	trials;	Â		Â		Â		Â		â—​
our	payments	for	conducting	clinical	trials;	Â		Â		Â		Â		â—​	the	patient	referral	practices	of	physicians;	Â		Â		Â		Â		â—​	the
ability	to	monitor	patients	adequately	during	the	trial	period;	and	Â		Â		Â		Â		â—​	the	proximity	and	availability	of	clinical
trial	sites	for	prospective	patients.	Â	Weare	unable	to	forecast	with	precision	our	ability	to	enroll	patients.	Our	inability
to	enroll	a	sufficient	number	of	patients	for	ourclinical	trials	would	result	in	significant	delays	and	could	require	us	to
abandon	one	or	more	clinical	trials	altogether.	Enrollmentdelays	in	our	clinical	trials	may	result	in	increased
development	costs,	which	would	cause	the	value	of	our	Company	to	decline	and	limitour	ability	to	obtain	additional
financing.Â	Clinicaltrials	are	expensive,	time	consuming,	and	may	not	be	successful.Â	Clinicaltrials	are	expensive,	time
consuming,	and	may	not	be	successful.	They	involve	the	evaluation	of	diagnostic	tests	and	testing	of
potentialtherapeutic	agents	and	effective	treatments	in	humans	to	determine	the	safety	and	efficacy	of	the	diagnostic
tests	and	therapeutic	productsnecessary	for	an	approved	diagnostic	and	therapeutic	technology.	Many	tests	and
products	in	human	clinical	trials	fail	to	demonstratethe	desired	safety	and	efficacy	characteristics.	Even	if	our	tests	and
products	progress	successfully	through	initial	or	subsequent	humantesting,	they	may	fail	in	later	phases	of
development.	We	may	engage	others	to	conduct	our	clinical	trials,	including	clinical	researchorganizations	and
government-sponsored	agencies.	These	trials	may	not	start	or	be	completed	as	we	forecast	or	may	not	achieve
desiredresults.Â	Wemay	experience	numerous	unforeseen	events	during	or	as	a	result	of	clinical	trials	that	could	delay



or	prevent	our	ability	to	receivemarketing	authorization	or	commercialize	our	diagnostic	and	therapeutic	technologies,
including:Â		Â		â—​	regulators	or	institutional	review	boards	may	not	authorize	us	or	our	investigators	to	commence	a
clinical	trial	or	conduct	a	clinical	trial	at	a	prospective	trial	site;	Â		Â		Â		Â		â—​	we	may	experience	delays	in	reaching,	or
fail	to	reach,	agreement	on	acceptable	clinical	trial	contracts	or	clinical	trial	protocols	with	prospective	trial	sites;	Â		Â	
Â		Â		â—​	clinical	trials	may	produce	negative	or	inconclusive	results,	and	we	may	decide,	or	regulators	may	require	us,
to	conduct	additional	clinical	trials	or	abandon	product	and	test	development	programs;	Â		Â		Â		Â		â—​	the	number	of
patients	required	for	clinical	trials	may	be	larger	than	we	anticipate,	enrollment	in	these	clinical	trials	may	be	slower
than	we	anticipate,	or	participants	may	drop	out	of	these	clinical	trials	at	a	higher	rate	than	we	anticipate;	Â		Â		Â		Â		â
—​	our	third-party	contractors	may	fail	to	comply	with	regulatory	requirements	or	meet	their	contractual	obligations	to
us	in	a	timely	manner,	or	at	all;	Â		Â		Â		Â		â—​	we	may	have	to	suspend	or	terminate	clinical	trials	for	various	reasons,
including	a	finding	that	the	participants	are	being	exposed	to	unacceptable	health	risks;	Â		Â		â—​	regulators	or
institutional	review	boards	may	require	that	we	or	our	investigators	suspend	or	terminate	clinical	research	for	various
reasons,	including	noncompliance	with	regulatory	requirements	or	a	finding	that	the	participants	are	being	exposed	to
unacceptable	health	risks;	Â		Â		Â		Â		â—​	the	cost	of	clinical	trials	may	be	greater	than	we	anticipate;	or	Â		Â		Â		Â		â—​
regulators	may	revise	the	requirements	for	approving	our	diagnostic	or	therapeutic	technologies,	or	such	requirements
may	not	be	as	we	anticipate.	Â		10	Â		Â	Ifwe	are	required	to	conduct	additional	clinical	trials	or	other	testing	beyond
those	that	we	currently	contemplate,	if	we	are	unable	tosuccessfully	complete	clinical	trials	or	other	testing,	if	the
results	of	these	trials	or	tests	are	not	positive	or	are	only	modestlypositive,	or	if	there	are	safety	concerns,	we	may:Â		Â	
â—​	be	delayed	in	obtaining	marketing	approval;	Â		Â		Â		Â		â—​	not	obtain	marketing	approval	at	all,	which	would
seriously	impair	our	viability;	Â		Â		Â		Â		â—​	obtain	marketing	approval	in	some	countries	and	not	in	others;	Â		Â		Â		Â		â
—​	obtain	approval	for	indications	or	patient	populations	that	are	not	as	broad	as	we	intend	or	desire;	Â		Â		Â		Â		â—​
obtain	approval	with	labeling	that	includes	significant	use	or	distribution	restrictions	or	safety	warnings;	Â		Â		Â		Â		â—​
be	subject	to	additional	post-marketing	testing	requirements;	or	Â		Â		Â		Â		â—​	have	the	diagnostic	test	or	therapeutic
product	removed	from	the	market	after	obtaining	marketing	approval.	Â	Ourproduct	and	test	development	costs	will
increase	if	we	experience	delays	in	clinical	testing	or	marketing	approvals.	We	do	not	know	whetherany	of	our
preclinical	studies	or	clinical	trials	will	begin	as	planned,	will	need	to	be	restructured,	or	will	be	completed	on
scheduleor	at	all.	Significant	preclinical	or	clinical	trial	delays	also	could	shorten	any	periods	during	which	we	may
have	the	exclusive	rightto	commercialize	our	diagnostic	technology	or	allow	our	competitors	to	bring	diagnostic	tests
and	therapeutic	products	to	market	beforewe	do,	potentially	impairing	our	ability	to	successfully	commercialize	our
diagnostic	and	therapeutic	technologies	and	harming	our	businessand	results	of	operations.Â	RisksRelated	to	Our
Diagnostic	TestsÂ	Ifour	tests	do	not	perform	as	expected,	our	operating	results,	reputation	and	business	will
suffer.Â	Oursuccess	depends	on	the	marketâ€™s	confidence	that	PPLS	can	provide	reliable,	high-quality	clinical	testing
services.	There	is	noguarantee	that	the	accuracy	and	reproducibility	that	our	CAP/CLIA	clinical	pathology	laboratory
has	demonstrated	to	date	will	continueas	its	test	volume	increases.	We	believe	that	PPLSâ€™	customers	are	likely	to	be
particularly	sensitive	to	test	limitations	and	errors,including	inaccurate	test	results.	As	a	result,	if	PPLS	does	not
perform	its	diagnostic	services	as	expected,	our	operating	results,reputation	and	business	will	suffer.	We	may	be
subject	to	legal	claims	arising	from	such	limitations,	errors,	or	inaccuracies.Â	Wemay	experience	difficulties	that	delay
or	prevent	our	development,	introduction,	or	marketing	of	enhanced	or	new	tests.Â	Oursuccess	may	also	depend	on	our
ability	to	effectively	introduce	enhanced	or	new	tests.	The	development	of	enhanced	or	new	tests	is	complex,costly,	and
uncertain.	Furthermore,	enhancing	or	developing	new	tests	requires	us	to	anticipate	patientsâ€™,	cliniciansâ€™,
andpayorsâ€™	needs	and	emerging	technology	trends	accurately.	We	may	experience	research	and	development,
regulatory,	marketing,	andother	difficulties	that	could	delay	or	prevent	our	introduction	of	enhanced	or	new	tests.	The
research	and	development	process	in	diagnosticsgenerally	takes	a	significant	amount	of	time	from	the	research	and
design	stage	to	commercialization.	This	process	is	conducted	in	variousstages,	and	each	stage	presents	the	risk	that	we
will	not	achieve	our	goals.	We	may	have	to	abandon	a	test	in	which	we	have	investedsubstantial	resources.	In	order	to
successfully	commercialize	tests	that	we	may	develop	in	the	future,	we	may	need	to	conduct	lengthy,expensive	clinical
trials	and	develop	dedicated	sales	and	marketing	operations	or	enter	into	collaborative	agreements	to	achieve
marketawareness	and	demand.	Any	delay	in	the	research	and	development,	approval,	production,	marketing,	or
distribution	of	enhanced	or	newtests	could	adversely	affect	our	competitive	position,	branding,	and	results	of
operations.Wecannot	be	certain	that:Â		Â		â—​	any	tests	that	we	may	enhance	or	develop	will	prove	to	be	effective	in
clinical	trials;	Â		Â		Â		Â		â—​	we	will	be	able	to	obtain,	in	a	timely	manner	or	at	all,	regulatory	approvals,	if	needed;	Â		Â	
Â		Â		â—​	any	tests	that	we	may	enhance	or	develop	will	be	ordered	and	used	by	healthcare	providers;	Â		Â		Â		Â		â—​	any
tests	that	we	may	enhance	or	develop	can	be	provided	at	acceptable	cost	and	with	appropriate	quality;	or	Â		Â		Â		Â		â—​
any	of	our	tests	can	be	successfully	marketed.	Â	Thesefactors	and	other	factors	beyond	our	control	could	delay	the
launch	of	enhanced	or	new	tests.Â	Ifclinical	testing	of	a	particular	diagnostic	test	or	therapeutic	product	candidate	does
not	yield	successful	results,	we	will	be	unableto	commercialize	that	test	or	product	candidate.Â	Wemust	demonstrate
the	product	safety	and	efficacy	of	our	candidates	for	diagnostic	tests	and	therapeutic	products	in	humans	through
extensiveclinical	testing.	Our	research	and	development	programs	are	at	an	early	stage	of	development.	We	may
experience	numerous	unforeseen	eventsduring,	or	as	a	result	of,	the	testing	process	that	could	delay	or	prevent
commercialization	of	any	test	or	product,	including	the	following:Â		Â		â—​	the	results	of	pre-clinical	studies	may	be
inconclusive,	or	they	may	not	be	indicative	of	results	that	will	be	obtained	in	human	clinical	trials;	Â		11	Â		Â		Â		â—​
safety	and	efficacy	results	attained	in	early	human	clinical	trials	may	not	be	indicative	of	results	that	are	obtained	in
later	clinical	trials;	Â		Â		Â		Â		â—​	after	reviewing	test	results,	we	may	abandon	projects	that	we	might	previously	have
believed	to	be	promising;	Â		Â		Â		Â		â—​	we	or	our	regulators	may	suspend	or	terminate	clinical	trials	because	the
participating	subjects	or	patients	are	being	exposed	to	unacceptable	health	risks;	and	Â		Â		Â		Â		â—​	our	test	or	product
candidates	may	not	have	the	desired	effects	or	may	include	undesirable	side	effects	or	other	characteristics	that
preclude	regulatory	approval	or	limit	their	commercial	use	if	approved.	Â	Evenif	our	diagnostic	tests	or	therapeutic
products	receive	marketing	approval,	they	may	fail	to	achieve	the	degree	of	market	acceptanceby	physicians,	patients,
third-party	payors,	and	others	in	the	medical	community	necessary	for	commercial	success.Â	Evenif	our	products
receive	marketing	approval,	if	needed,	they	may	nonetheless	fail	to	gain	sufficient	market	acceptance	by
physicians,patients,	third-party	payors,	and	others	in	the	medical	community.	If	we	do	not	generate	significant	product
revenues,	we	may	not	becomeprofitable.	The	degree	of	market	acceptance	of	our	products	and	tests,	if	approved	for
commercial	sale,	will	depend	on	a	number	of	factors,including:Â		Â		â—​	their	efficacy,	safety,	and	other	potential
advantages	compared	to	alternative	tests	or	products;	Â		Â		Â		Â		â—​	our	ability	to	offer	them	for	sale	at	competitive
prices;	Â		Â		Â		Â		â—​	their	convenience	and	ease	of	administration	compared	to	alternative	diagnostics	or	treatments;



Â		Â		Â		Â		â—​	the	willingness	of	the	target	patient	population	to	try	new	diagnostic	tests	and	of	physicians	to	order
these	tests;	Â		Â		Â		Â		â—​	the	willingness	of	the	target	patient	population	to	try	new	therapies	and	of	physicians	to
prescribe	these	therapies;	Â		Â		Â		Â		â—​	the	strength	of	marketing	and	distribution	support;	Â		Â		Â		Â		â—​	the
availability	of	governmental	agencies	and	third-party	medical	insurance	and	adequate	reimbursement	for	our	diagnostic
tests	or	therapeutic	products;	Â		Â		Â		Â		â—​	any	restrictions	on	the	use	of	our	diagnostic	tests	or	therapeutic	products
together	with	other	diagnostic	methods	or	therapeutic	treatments;	Â		Â		Â		Â		â—​	any	restrictions	on	the	use	of	our
diagnostic	tests	or	therapeutic	products	together	with	other	medications;	Â		Â		Â		Â		â—​	inability	of	certain	types	of
patients	to	produce	adequate	samples	for	analysis	in	the	use	of	our	diagnostic	tests;	Â		Â		Â		Â		â—​	inability	of	certain
types	of	patients	to	use	our	diagnostic	tests	or	take	our	therapeutic	products;	and	Â		Â		Â		Â		â—​	the	prevalence	and
severity	of	side	effects	from	our	therapeutic	products.	Â	Ifwe	are	unable	to	address	and	overcome	these	and	similar
concerns,	our	business	and	results	of	operations	could	be	substantially	harmed.Â	Ifwe	are	unable	to	establish	effective
sales,	marketing,	and	distribution	capabilities	or	enter	into	agreements	with	third	parties	withsuch	capabilities,	we	may
not	be	successful	in	commercializing	our	diagnostic	tests	or	therapeutic	products	if	and	when	they	are
approved.Â	Wedo	not	have	a	sales	or	marketing	infrastructure	and	have	limited	experience	in	the	sale,	marketing,	or
distribution	of	our	diagnostictests	and	therapeutic	products.	To	achieve	commercial	success	for	any	diagnostic	test	or
therapeutic	product	for	which	we	obtain	marketingapproval,	we	will	need	to	successfully	establish	and	maintain
relationships	directly	and	with	third	parties	to	perform	sales	and	marketingfunctions.Â	Factorsthat	may	inhibit	our
efforts	to	commercialize	our	diagnostic	tests	or	therapeutic	products	on	our	own	include:Â		Â		â—​	our	inability	to
recruit,	train,	and	retain	adequate	numbers	of	effective	sales,	technical	support,	and	marketing	personnel;	Â		Â		Â		Â		â
—​	the	inability	of	sales	personnel	to	obtain	access	to	or	educate	physicians	on	the	benefits	of	our	diagnostic	tests	or
therapeutic	products;	Â		Â		Â		Â		â—​	the	lack	of	complementary	diagnostic	tests	or	therapeutic	products	to	be	offered	by
sales	personnel,	which	may	put	us	at	a	competitive	disadvantage	relative	to	companies	with	more	extensive	diagnostic
tests	or	therapeutic	product	lines;	Â		Â		Â		Â		â—​	unforeseen	costs	and	expenses	associated	with	creating	an
independent	sales,	technical	support,	and	marketing	organization;	and	Â		Â		Â		Â		â—​	the	inability	to	obtain	sufficient
coverage	and	reimbursement	from	third-party	payors	and	governmental	agencies.	Â	Ifwe	do	not	establish	sales,
marketing,	and	distribution	capabilities	successfully,	either	on	our	own	or	in	collaboration	with	third	parties,we	will	not
be	successful	in	commercializing	our	diagnostic	tests	or	therapeutic	products.Â		12	Â		Â	Weare	currently	dependent
upon	our	pathology	laboratory	PPLS	to	offer	and	perform	CyPathÂ®	Lung.Â	PPLSis	currently	the	only	commercial
laboratory	offering	CyPathÂ®	Lung	and,	therefore,	we	are	dependent	upon	our	subsidiaryPPLS	for	the	generation	of
our	revenue.	PPLS	performs	testing	when	ordered	by	physicians	for	their	patients.	PPLS	also	generates	revenuerelated
to	the	use	of	CyPathÂ®	Lung	tests	for	a	DOD	observational	study	titled	â€œDetection	of	Abnormal	RespiratoryCell
Populations	in	Lung	Cancer	Screening	Patients	Using	the	CyPathÂ®	Lung	Assay,â€​	and	when	performed	for	DOD
researchand	development	on	using	bronchoalveolar	lavage	fluid	as	a	biological	sample	to	assess	cardiopulmonary
function	and	exercise	performancein	military	personnel	post	COVID-19	infection.Â	Ifwe	are	unable	to	convince
physicians	of	the	benefits	of	our	proposed	diagnostic	tests	or	therapeutic	products,	we	may	incur	delays	oradditional
expense	in	our	attempt	to	establish	market	acceptance.Â	Broaduse	of	our	proposed	diagnostic	tests	and	products	may
require	pathology	laboratories	and	physicians	to	be	informed	regarding	our	proposeddiagnostic	tests	and	products	and
their	intended	benefits.	Inability	to	carry	out	this	physician	education	process	may	adversely	affectmarket	acceptance
of	our	proposed	diagnostic	tests	or	therapeutic	products.	We	may	be	unable	to	timely	educate	physicians	regarding
ourproposed	diagnostic	tests	or	therapeutic	products	in	sufficient	numbers	to	achieve	our	marketing	plans	or	to	achieve
acceptance	of	ourdiagnostic	tests	or	therapeutic	products.	Any	delay	in	physician	education	may	materially	delay	or
reduce	demand	for	our	diagnostic	testsor	therapeutic	products.	In	addition,	we	may	expend	significant	funds	toward
physician	education	before	any	acceptance	or	demand	forour	proposed	diagnostic	tests	or	therapeutic	products	is
created,	if	at	all.Â	Weface	substantial	competition,	which	may	result	in	others	discovering,	developing,	or
commercializing	competing	diagnostic	tests	or	therapeuticproducts	before	or	more	successfully	than	we
do.Â	Thedevelopment	and	commercialization	of	new	diagnostic	and	therapeutic	technologies	is	highly	competitive.	We
will	always	face	competitionwith	respect	to	any	diagnostic	and	therapeutic	technology	that	we	may	seek	to	develop	or
commercialize	in	the	future	from	major	diagnosticand	pharmaceutical	companies,	LDT	laboratories,	smaller	diagnostic
and	pharmaceutical	companies,	and	biotechnology	companies	worldwide.Â	Asubstantial	number	of	the	companies
against	which	we	are	competing	or	we	may	compete	against	in	the	future	may	have	significantly	greaterfinancial
resources,	established	presence	in	the	market,	and	expertise	in	research	and	development,	manufacturing,	preclinical
testing,conducting	clinical	trials,	obtaining	regulatory	approvals,	and	marketing	approved	diagnostic	tests	or
therapeutic	products.	Mergersand	acquisitions	in	the	diagnostic,	pharmaceutical,	and	biotechnology	industries	may
result	in	even	more	resources	being	concentratedamong	a	smaller	number	of	our	competitors.Â	Smallerand	other	early-
stage	companies	may	also	prove	to	be	significant	competitors,	particularly	through	collaborative	arrangements	with
largeand	established	companies.	These	third	parties	compete	with	us	in	recruiting	and	retaining	qualified	scientific,
sales,	marketing,	andmanagement	personnel,	establishing	clinical	trial	sites	and	patient	registration	for	clinical	trials,
and	acquiring	technologies	complementaryto	or	necessary	for	our	programs.Â	Ourcommercial	opportunity	could	be
reduced	or	eliminated	if	our	competitors	develop	and	commercialize	diagnostic	tests	or	therapeutic	productsthat	are
more	accurate,	more	convenient,	or	less	expensive	than	any	diagnostic	tests	or	therapeutic	products	that	we	may
develop.	Ourcompetitors	also	may	obtain	FDA	or	other	regulatory	approval	for	their	diagnostic	tests	or	therapeutic
products	more	rapidly	than	wemay	obtain	approval	for	ours,	which	could	result	in	our	competitors	establishing	a
stronger	market	position.	In	addition,	our	abilityto	compete	may	be	affected	in	many	cases	by	insurers	or	other	third-
party	payors.Â	Wemay	be	unable	to	compete	in	our	target	marketplaces,	which	could	impair	our	ability	to	generate
revenues,	thus	causing	a	material	adverseimpact	on	our	results	of	operations.Â	Oursuccess	depends	upon	our	ability	to
retain	key	executives	and	to	attract,	retain,	and	motivate	qualified	personnel,	and	the	loss	of	thesepersons	could
adversely	affect	our	operations	and	results.Â	Weare	highly	dependent	on	the	principal	members	of	our	management,
scientific,	and	clinical	teams,	including	Maria	Zannes,	JD,	our	Presidentand	Chief	Executive	Officer,	Xavier	Reveles,	MS,
CG(ASCP)cm,	our	Chief	Operating	Officer,	as	well	as	Roby	Joyce,	MD,	the	MedicalDirector	and	Laboratory	Director	of
PPLS	and	the	principal	of	Village	Oaks.Â	Theloss	of	the	services	of	any	of	our	executive	officers	or	other	members	of
our	management	team	could	impede	the	achievement	of	our	research,development,	and	commercialization	objectives
and	seriously	harm	our	ability	to	successfully	implement	our	business	strategy.	Furthermore,replacing	executive
officers	and	key	employees	may	be	difficult	and	may	take	an	extended	period	of	time	because	of	the	limited	numberof
individuals	in	our	industry	with	the	breadth	of	skills	and	experience	required	to	successfully	develop,	gain	regulatory
approval	of,and	commercialize	diagnostic	tests	or	therapeutic	products.	Competition	to	hire	from	this	limited	pool	is



intense,	and	we	may	be	unableto	hire,	train,	retain,	or	motivate	key	personnel	on	acceptable	terms	given	the
competition	among	numerous	biotechnology	companies	forsimilar	expertise.	We	also	face	competition	from	universities
and	research	institutions	for	qualified	scientific	and	clinical	personnel.In	addition,	we	rely	and	expect	to	continue	to	rely
to	a	significant	degree	on	consultants	and	advisors,	including	scientific	and	clinicaladvisors,	to	assist	us	in	formulating
our	research	and	development	and	commercialization	strategies.	Our	consultants	and	advisors	maybe	engaged	by	other
entities	and	may	have	commitments	under	consulting	or	advisory	contracts	that	may	limit	their	availability	to	us.If	we
are	unable	to	continue	to	attract	and	retain	high-quality	personnel,	our	ability	to	pursue	our	growth	strategy	will	be
limited.Â		13	Â		Â	Ourlack	of	operating	experience	may	make	it	difficult	to	manage	our	growth	which	could	lead	to	our
inability	to	implement	our	business	plan.Â	Wehave	limited	experience	in	marketing	and	selling	diagnostic	tests	and
pharmaceutical	products.	Any	growth	will	require	us	to	expand	ourmanagement	and	our	operational	and	financial
systems	and	controls.	If	we	are	unable	to	do	so,	our	business	and	financial	condition	wouldbe	materially	harmed.	If
rapid	growth	occurs,	it	may	strain	our	operational,	managerial,	and	financial	resources.Â	Ifwe	fail	to	comply	with	our
obligations	imposed	by	any	intellectual	property	licenses	with	third	parties	that	we	may	need	in	the	future,we	could	lose
rights	that	are	important	to	our	business.Â	Wemay	in	the	future	require	licenses	to	third-party	technology	and
materials.	We	had	previously	been	granted	a	license	from	Village	Oaksto	use	its	intellectual	property,	pursuant	to	a
joint	development	and	project	agreement,	to	develop	CyPathÂ®	Lung	for	commercialization.In	connection	with	the
acquisition	of	PPLS,	Village	Oaks	assigned	its	rights	pursuant	to	such	joint	development	and	project	agreementto	PPLS,
as	well	as	the	intellectual	property	that	is	the	subject	of	our	license	under	such	agreement.	Such	licenses	may	not	be
availablein	the	future	or	may	not	be	available	on	commercially	reasonable	terms,	or	at	all,	which	could	have	a	material
adverse	effect	on	ourbusiness	and	financial	condition.	We	may	rely	on	third	parties	from	whom	we	license	proprietary
technology	to	file	and	prosecute	patentapplications	and	maintain	patents	and	otherwise	protect	the	intellectual
property	we	license	from	them.	We	may	have	limited	control	overthese	activities	or	any	other	intellectual	property	that
may	be	related	to	our	in-licensed	intellectual	property.	For	example,	we	cannotbe	certain	that	such	activities	by	these
licensors	will	be	conducted	in	compliance	with	applicable	laws	and	regulations	or	will	resultin	valid	and	enforceable
patents	and	other	intellectual	property	rights.	We	may	have	limited	control	over	the	manner	in	which	our
licensorsinitiate	an	infringement	proceeding	against	a	third-party	infringer	of	the	intellectual	property	rights	or	defend
certain	of	the	intellectualproperty	that	may	be	licensed	to	us.	It	is	possible	that	the	licensorsâ€™	infringement
proceeding	or	defense	activities	may	be	lessvigorous	than	if	we	conduct	them	ourselves.	Even	if	we	acquire	the	right	to
control	the	prosecution,	maintenance,	and	enforcement	ofthe	licensed	and	sublicensed	intellectual	property	relating	to
our	diagnostic	tests	or	therapeutic	product	candidates,	we	may	requirethe	cooperation	of	our	licensors	and	any
upstream	licensor,	which	may	not	be	forthcoming.	Therefore,	we	cannot	be	certain	that	the	prosecution,maintenance,
and	enforcement	of	these	patent	rights	will	be	in	a	manner	consistent	with	the	best	interests	of	our	business.	If	we
orour	licensor	fail	to	maintain	such	patents,	or	if	we	or	our	licensor	lose	rights	to	those	patents	or	patent	applications,
the	rightswe	have	licensed	may	be	reduced	or	eliminated,	and	our	right	to	develop	and	commercialize	any	of	our
diagnostic	tests	or	therapeuticproduct	candidates	that	are	the	subject	of	such	licensed	rights	could	be	adversely
affected.	In	addition	to	the	foregoing,	the	risksassociated	with	patent	rights	that	we	license	from	third	parties	will	also
apply	to	patent	rights	we	may	own	in	the	future.	Further,if	we	fail	to	comply	with	our	diligence,	development	and
commercialization	timelines,	milestone	payments,	royalties,	insurance,	and	otherobligations	under	our	license
agreements,	we	may	lose	our	patent	rights	with	respect	to	such	agreement,	which	would	affect	our	patentrights
worldwide.Â	Ourinability	to	secure	any	future	license	agreements	necessary	for	development	of	our	products	would
reduce	or	eliminate	our	rights	underthese	agreements	and	may	result	in	our	having	to	negotiate	new	or	reinstated
agreements	with	less	favorable	terms	or	cause	us	to	loseour	rights	under	these	agreements,	including	our	rights	to
important	intellectual	property	or	technology.	Any	of	the	foregoing	couldprevent	us	from	commercializing	our	other
diagnostic	tests	or	therapeutic	product	candidates,	which	could	have	a	material	adverse	effecton	our	operating	results
and	overall	financial	condition.Â	Inaddition,	intellectual	property	rights	that	we	in-license	in	the	future	may	be
sublicenses	under	intellectual	property	owned	by	thirdparties,	in	some	cases	through	multiple	tiers.	The	actions	of	our
licensors	may	therefore	affect	our	rights	to	use	our	sublicensed	intellectualproperty,	even	if	we	are	in	compliance	with
all	of	the	obligations	under	our	license	agreements.	Should	our	licensors	or	any	of	the	upstreamlicensors	fail	to	comply
with	their	obligations	under	the	agreements	pursuant	to	which	they	obtain	the	rights	that	are	sublicensed	tous,	or
should	such	agreements	be	terminated	or	amended,	our	ability	to	develop	and	commercialize	our	diagnostic	tests	or
therapeuticproduct	candidates	may	be	materially	harmed.Â	Inthe	future,	we	may	need	to	obtain	additional	licenses	of
third-party	technology	that	may	not	be	available	to	us	or	are	available	onlyon	commercially	unreasonable	terms,	which
may	cause	us	to	operate	our	business	in	a	more	costly	or	otherwise	adverse	manner	that	wasnot
anticipated.Â	Wecurrently	own	intellectual	property	directed	to	our	diagnostic	tests,	therapeutic	product	candidates
and	other	proprietary	technologies.Other	pharmaceutical	companies	and	academic	institutions	may	also	have	filed	or
are	planning	to	file	patent	applications	potentiallyrelevant	to	our	business.	From	time	to	time,	in	order	to	avoid
infringing	these	third-party	patents,	we	may	be	required	to	license	technologyfrom	additional	third	parties	to	further
develop	or	commercialize	our	diagnostic	tests	or	therapeutic	product	candidates.	Should	we	berequired	to	obtain
licenses	to	any	third-party	technology,	including	any	such	patents	required	to	manufacture,	use,	or	sell	our
productcandidates,	such	licenses	may	not	be	available	to	us	on	commercially	reasonable	terms	or	at	all.	The	inability	to
obtain	any	third-partylicense	required	to	develop	or	commercialize	any	of	our	product	candidates	could	cause	us	to
abandon	any	related	efforts,	which	couldseriously	harm	our	business	and	operations.	The	licensing	or	acquisition	of
third-party	intellectual	property	rights	is	a	competitivearea,	and	several	more	established	companies	may	pursue
strategies	to	license	or	acquire	third-party	intellectual	property	rights	wemay	consider	attractive	or	necessary.	These
established	companies	may	have	a	competitive	advantage	over	us	due	to	their	size,	capitalresources,	and	greater
clinical	development	and	commercialization	capabilities.	In	addition,	companies	that	perceive	us	to	be	a	competitormay
be	unwilling	to	assign	or	license	rights	to	us.	Even	if	we	are	able	to	obtain	a	license	under	such	intellectual	property
rights,any	such	license	may	be	non-exclusive,	which	may	allow	our	competitors	access	to	the	same	technologies
licensed	to	us.Â	Moreover,some	of	our	owned	and	in-licensed	patents	or	patent	applications	or	future	patents	may	be
co-owned	with	third	parties.	If	we	are	unableto	obtain	an	exclusive	license	to	any	such	third-party	co-ownersâ€™
interest	in	such	patents	or	patent	applications,	such	co-ownersmay	be	able	to	license	their	rights	to	other	third	parties,
including	our	competitors,	and	our	competitors	could	market	competing	diagnostictests	or	therapeutic	products	and
technology.	In	addition,	we	may	need	the	cooperation	of	any	such	co-owners	of	our	patents	in	orderto	enforce	such
patents	against	third	parties,	and	such	cooperation	may	not	be	provided	to	us.	Furthermore,	our	owned	and	in-
licensedpatents	may	be	subject	to	a	reservation	of	rights	by	one	or	more	third	parties.	Any	of	the	foregoing	could	have	a



material	adverse	effecton	our	competitive	position,	business,	financial	conditions,	results	of	operations,	and
prospects.Â		14	Â		Â	Wewill	depend	on	third	parties	to	manufacture	our	kits,	reagents	and	supplies	and	help	in
marketing	our	diagnostic	tests	and	to	designtrial	protocols,	arrange	for	and	monitor	the	clinical	trials,	and	collect	and
analyze	data.Â	Wedo	not	have,	and	do	not	now	intend	to	develop,	facilities	for	the	manufacture	of	the	contents	of	our
collection	kits	needed	for	clinicalor	commercial	production.	In	addition,	we	are	not	a	party	to	any	long-term	agreement
with	any	of	our	suppliers	such	as	the	reagents	usedin	processing	sputum	samples,	and	accordingly,	we	have	the
products	used	in	our	diagnostic	tests	manufactured	on	a	purchase-order	basisfrom	primary	suppliers.	We	have	entered
into	relationships	with	manufacturers	on	a	contract	basis	but	will	need	to	expand	those	relationships.We	expect	to
depend	on	such	collaborators	to	supply	us	with	reagents	and	other	materials	manufactured	in	compliance	with
standards	imposedby	the	CMS,	FDA,	and	foreign	regulators.Â	Moreover,as	we	develop	our	diagnostic	tests	or
therapeutic	products	eligible	for	clinical	trials,	we	intend	to	contract	with	independent	partiesto	design	the	trial
protocols,	arrange	for	and	monitor	the	clinical	trials,	and	collect	and	analyze	the	data.	In	addition,	certain	clinicaltrials
for	our	products	may	be	conducted	by	government-sponsored	agencies	and	will	be	dependent	on	governmental
participation	and	funding.Our	dependence	on	independent	parties	and	clinical	sites	involves	risks,	including	reduced
control	over	the	timing	and	other	aspectsof	our	clinical	trials.Â	Weare	exposed	to	product	liability	and	pre-clinical	and
clinical	liability	risks	which	could	place	a	substantial	financial	burden	uponus	should	we	be	sued.Â	Ourbusiness	exposes
us	to	potential	product	liability	and	other	liability	risks	that	are	inherent	in	the	testing,	manufacturing,	and	marketingof
diagnostic	tests	and	therapeutic	products.	Such	claims	may	be	asserted	against	us.	In	addition,	using	diagnostic	tests
and	therapeuticproducts	that	may	be	developed	with	potential	collaborators	in	our	clinical	trials	and	the	subsequent
sale	of	these	tests	and	productsby	bioAffinity	or	our	potential	collaborators	may	cause	us	to	bear	a	portion	of	or	all
product	liability	risks.	A	successful	liabilityclaim,	or	series	of	claims,	brought	against	us	could	have	a	material	adverse
effect	on	our	business,	financial	condition,	and	resultsof	operations.Â	Whilewe	have	obtained	product	liability	insurance
covering	CyPathÂ®	Lung	as	a	commercialized	LDT	to	be	sold	by	a	CAP-accredited,CLIA-certified	clinical	pathology
laboratory	(previously	Village	Oaks	and	currently	PPLS),	in	the	future	we	may	not	be	able	to	obtainor	maintain
adequate	product	liability	insurance,	when	needed,	on	acceptable	terms,	if	at	all,	or	such	insurance	may	not	provide
adequatecoverage	against	our	potential	liabilities.	Furthermore,	potential	partners	with	whom	we	intend	to	have
collaborative	or	strategic	agreementsor	our	future	licensees	may	not	be	willing	to	indemnify	us	against	these	types	of
liabilities	and	may	not	themselves	be	sufficientlyinsured	or	have	sufficient	liquidity	to	satisfy	any	product	liability
claims.	Claims	or	losses	in	excess	of	any	product	liability	insurancecoverage	that	we	may	obtain	could	have	a	material
adverse	effect	on	our	business,	financial	condition,	and	results	of	operations.Â	Inaddition,	we	may	be	unable	to	obtain
or	to	maintain	clinical	trial	liability	insurance	on	acceptable	terms,	if	at	all.	Any	inabilityto	obtain	and/or	maintain
insurance	coverage	on	acceptable	terms	could	prevent	or	limit	the	commercialization	of	any	tests	or	productswe
develop.Â	Ourcollection,	use,	and	disclosure	of	personal	information,	including	health	and	employee	information,	is
subject	to	U.S.	state	and	federalprivacy	and	security	regulations,	and	our	failure	to	comply	with	those	regulations	or	to
adequately	secure	the	information	we	hold	couldresult	in	significant	liability	or	reputational	harm.Â	Theprivacy	and
security	of	personal	information	stored,	maintained,	received,	or	transmitted,	including	electronically,	is	a	major	issuein
the	U.S.	and	abroad.	Numerous	federal	and	state	laws	and	regulations,	including	state	privacy,	data	security	and
breach	notificationlaws,	federal	and	state	consumer	protection	and	employment	laws,	the	Health	Insurance	Portability
and	Accountability	Act	of	1996	(â€œHIPAAâ€​),as	amended	by	the	Health	Information	Technology	for	Economic	and
Clinical	Health	Act	of	2009,	and	the	Genetic	Information	NondiscriminationAct	of	2008,	govern	the	collection,
dissemination,	use,	and	confidentiality	of	personal	information,	including	genetic,	biometric,	andhealth	information.
These	laws	and	regulations	are	increasing	in	complexity	and	number,	may	change	frequently,	and	sometimes
conflict.Penalties	for	violations	of	these	laws	vary	but	can	be	severe.Â	Whilewe	strive	to	comply	with	all	applicable
privacy	and	security	laws	and	regulations,	including	our	own	posted	privacy	policies,	these	lawsand	regulations
continue	to	evolve,	and	any	failure	or	perceived	failure	to	comply	may	result	in	proceedings	or	actions	against	us
bygovernment	entities	or	others	or	could	cause	us	to	lose	customers,	which	could	have	a	material	adverse	effect	on	our
business.	Recently,there	has	been	an	increase	in	public	awareness	of	privacy	issues	in	the	wake	of	revelations	about	the
data	collection	activities	of	variousgovernment	agencies	and	in	the	number	of	private	privacy-related	lawsuits	filed
against	companies.	Concerns	about	our	practices	withregard	to	the	collection,	use,	retention,	disclosure,	or	security	of
personal	information	or	other	privacy-related	matters,	even	if	unfoundedand	even	if	we	are	in	compliance	with
applicable	laws,	could	damage	our	reputation	and	harm	our	business.Â	Ifwe	are	unable	to	obtain	adequate
reimbursement	from	third-party	payors	or	governmental	agencies	for	CyPathÂ®	Lung	or	otherdiagnostic	tests	or
therapeutic	products	under	development	or	if	new	restrictive	legislation	is	adopted,	market	acceptance	of	our	testsor
products	may	be	limited,	and	we	may	not	achieve	expected	revenues.Â	Thecontinuing	efforts	of	government	and
insurance	companies,	health	maintenance	organizations	(â€œHMOsâ€​),	and	other	payors	ofhealthcare	costs	to	contain
or	reduce	costs	may	affect	our	future	revenues	and	profitability,	as	well	as	the	future	revenues	and	profitabilityof	our
potential	customers,	suppliers,	and	collaborative	partners	and	the	availability	of	capital.	For	example,	in	certain
internationalmarkets,	pricing	or	profitability	of	diagnostic	tests	and	therapeutic	products	is	subject	to	government
control.	In	the	U.S.,	given	recentfederal	and	state	government	initiatives	directed	at	lowering	the	total	cost	of
healthcare,	the	U.S.	Congress	and	state	legislatureswill	likely	continue	to	focus	on	healthcare	reform,	the	cost	of
medical	devices,	tests,	and	prescription	pharmaceuticals,	and	Medicareand	Medicaid	reforms.	While	we	cannot	predict
whether	any	such	legislative	or	regulatory	proposals	will	be	adopted,	the	announcementor	adoption	of	such	proposals
could	materially	harm	our	business,	financial	condition,	and	results	of	operations.Â	Ourability	to	commercialize	our
tests	or	products	will	depend	in	part	on	the	extent	to	which	appropriate	reimbursement	levels	for	the	costof	our	tests	or
products	are	obtained	by	governmental	authorities,	private	health	insurers,	and	other	organizations	such	as	HMOs.
Governmentalagencies	and	third-party	payors	are	increasingly	challenging	the	prices	charged	for	medical	tests,	drugs,
and	services.	Also,	the	trendtoward	managed	healthcare	in	the	U.S.	and	the	concurrent	growth	of	organizations	such	as
HMOs,	which	could	control	or	significantly	influencethe	purchase	of	healthcare	services,	diagnostics,	and	drugs,	as	well
as	legislative	proposals	to	reform	healthcare	or	reduce	governmentinsurance	programs,	may	all	result	in	lower	prices
for	or	rejection	of	our	tests	or	products.Â		15	Â		Â	Ouremployees,	independent	contractors,	consultants,	commercial
partners,	and	vendors	may	engage	in	misconduct	or	other	improper	activities,including	noncompliance	with	regulatory
standards	and	requirements.Â	Ourbusiness	operations	and	current	and	future	relationships	with	investigators,
healthcare	professionals,	consultants,	third-party	payors,and	customers	will	be	subject,	directly	or	indirectly,	to	federal
and	state	healthcare	fraud	and	abuse	laws,	false	claims	laws,	healthinformation	privacy	and	security	laws,	and	other
healthcare	laws	and	regulations.	If	we	are	unable	to	comply,	or	have	not	fully	complied,with	such	laws,	we	could	face



substantial	penalties.	We	are	exposed	to	the	risk	of	employee	fraud	or	other	illegal	activity	by	our
employees,independent	contractors,	consultants,	commercial	partners,	vendors,	and	agents	acting	on	behalf	of	us	or
our	affiliates.	Misconduct	bythese	parties	could	include	intentional,	reckless,	and/or	negligent	conduct	that	fails	to	(1)
comply	with	the	regulations	of	the	FDAor	foreign	health	authorities;	(2)	provide	true,	complete,	and	accurate
information	to	the	FDA	or	foreign	health	authorities;	(3)	complywith	manufacturing	standards	we	have	established;	(4)
comply	with	healthcare	fraud	and	abuse	laws	in	the	U.S.	and	similar	foreign	fraudulentmisconduct	laws;	or	(5)	report
financial	information	or	data	accurately	or	to	disclose	unauthorized	activities	to	us.Â	Ourbusiness	operations	and
current	and	future	relationships	with	investigators,	healthcare	professionals,	consultants,	third-party	payors,and
customers	are	subject,	directly	or	indirectly,	to	federal	and	state	healthcare	fraud	and	abuse	laws,	transparency	laws,
and	otherhealthcare	laws	and	regulations.	If	we	are	unable	to	comply,	or	have	not	fully	complied,	with	such	laws,	we
could	face	substantial	penalties.Â	Healthcareproviders	and	others	play	a	primary	role	in	the	recommendation,	ordering,
and	prescription	of	any	diagnostic	tests	or	therapeutic	productsfor	which	we	obtain	marketing	approval.	Our	operations
and	current	and	future	arrangements	with	investigators,	healthcare	professionals,customers,	and	third-party	payors	are
subject	to	various	U.S.	federal	and	state	healthcare	laws	and	regulations,	including,	without	limitation,U.S.	federal	Anti-
Kickback	Statute,	the	U.S.	federal	civil	and	criminal	false	claims	laws,	and	the	Physician	Payments	Sunshine	Act
andregulations.	These	laws	may	impact,	among	other	things,	our	current	business	operations,	including	our	clinical
research	activities,and	proposed	sales,	marketing,	and	education	programs	and	constrain	the	business	of	financial
arrangements	and	relationships	with	healthcareproviders	and	other	parties	through	which	we	may	market,	sell,	and
distribute	our	diagnostic	tests	or	therapeutic	products	for	whichwe	obtain	marketing	approval.	In	addition,	we	may	be
subject	to	additional	healthcare,	statutory,	and	regulatory	requirements	and	enforcementby	foreign	regulatory
authorities	in	jurisdictions	in	which	we	conduct	our	business.Â	Ensuringthat	our	internal	operations	and	future	business
arrangements	with	third	parties	comply	with	applicable	healthcare	laws	and	regulationswill	involve	substantial	costs.	It
is	possible	that	governmental	authorities	will	conclude	that	our	business	practices,	including	certainarrangements	with
physicians	who	receive	stock,	warrants,	or	stock	options	as	compensation	for	services	provided	to	us,	do	not	complywith
current	or	future	statutes,	regulations,	agency	guidance,	or	case	law	involving	applicable	fraud	and	abuse	or	other
healthcare	lawsand	regulations.	If	our	operations	are	found	to	be	in	violation	of	any	of	the	laws	described	above	or	any
other	governmental	laws	andregulations	that	may	apply	to	us,	we	may	be	subject	to	significant	penalties,	including	civil,
criminal	and	administrative	penalties,damages,	fines,	exclusion	from	U.S.	government-funded	healthcare	programs,
such	as	Medicare	and	Medicaid,	or	similar	programs	in	othercountries	or	jurisdictions,	disgorgement,	imprisonment,
contractual	damages,	reputational	harm,	diminished	profits,	additional	reportingrequirements,	and	oversight	if	we
become	subject	to	a	corporate	integrity	agreement	or	similar	agreement	to	resolve	allegations	of	non-compliancewith
these	laws,	and	the	delay,	reduction,	termination,	or	restructuring	of	our	operations.	Further,	defending	against	any
such	actionscan	be	costly	and	time	consuming	and	may	require	significant	financial	and	personnel	resources.
Therefore,	even	if	we	are	successfulin	defending	against	any	such	actions	that	may	be	brought	against	us,	our	business
may	be	impaired.	If	any	of	the	physicians	or	otherproviders	or	entities	with	whom	we	expect	to	do	business	are	found
not	to	be	in	compliance	with	applicable	laws,	they	may	be	subjectto	significant	criminal,	civil,	or	administrative
sanctions,	including	exclusions	from	government-funded	healthcare	programs	and	imprisonment.If	any	of	the	above
occur,	it	could	adversely	affect	our	ability	to	operate	our	business	and	our	results	of	operations.Â	Weface	intense
competition	in	the	biotechnology	and	pharmaceutical	industries.Â	Thebiotechnology	and	pharmaceutical	industries	are
intensely	competitive.	We	face	direct	competition	from	U.S.	and	foreign	companies	focusingon	diagnostic	tests	and
pharmaceutical	products,	which	are	rapidly	evolving.	Our	competitors	include	major	multinational	diagnostic
andpharmaceutical	companies,	specialized	biotechnology	firms,	and	universities	and	other	research	institutions.	Many
of	these	competitorshave	greater	financial	and	other	resources,	larger	research	and	development	staffs,	and	more
effective	marketing	and	manufacturing	organizationsthan	we	do.	In	addition,	academic	and	government	institutions	are
increasingly	likely	to	enter	into	exclusive	licensing	agreements	withcommercial	enterprises,	including	our	competitors,
to	market	commercial	tests	or	products	based	on	technology	developed	at	such	institutions.Our	competitors	may
succeed	in	developing	or	licensing	technologies,	tests,	and	products	that	are	more	effective	or	less	costly	thanours	or
succeed	in	obtaining	CAP/CLIA	validation	or	FDA	or	other	regulatory	approvals	for	diagnostic	test	and	therapeutic
product	candidatesbefore	we	do.	Acquisitions	of,	or	investments	in,	competing	diagnostic,	pharmaceutical,	or
biotechnology	companies	by	large	corporationscould	increase	such	competitorsâ€™	financial,	marketing,
manufacturing,	and	other	resources.Â	Themarket	for	our	proposed	tests	and	products	is	competitive	and	rapidly
changing,	and	new	diagnostic	technologies	which	may	be	developedby	others	could	impair	our	ability	to	maintain	and
grow	our	business	and	remain	competitive.Â	Thediagnostic,	pharmaceutical,	and	biotechnology	industries	are	subject	to
rapid	and	substantial	technological	change.	Developments	by	othersmay	render	our	proposed	tests	or	products
noncompetitive	or	obsolete,	or	we	may	be	unable	to	keep	pace	with	technological	developmentsor	other	market	factors.
Technological	competition	from	diagnostic,	pharmaceutical	and	biotechnology	companies,	universities,
governmentalentities,	and	others	diversifying	into	the	field	is	intense	and	is	expected	to	increase.Â	Asa	company
engaged	in	the	development	of	diagnostic	technology	with	limited	revenue	generated	to	date,	our	resources	are	limited,
andwe	may	experience	technical	challenges	inherent	in	such	technologies.	Competitors	have	developed	or	are	in	the
process	of	developingtechnologies	that	are,	or	in	the	future	may	be,	the	basis	for	competition.	Some	of	these
technologies	may	have	an	entirely	differentapproach	or	means	of	accomplishing	similar	diagnostic	efficacy	compared	to
our	proposed	tests	or	products.	Our	competitors	may	developdiagnostic	technologies	that	are	more	effective	or	less
costly	than	our	proposed	tests	or	products	and	therefore	present	a	serious	competitivethreat.Â		16	Â		Â	Thepotential
widespread	acceptance	of	diagnostic	tests	or	therapies	that	are	alternatives	to	ours	may	limit	market	acceptance	of	our
proposedtests	or	products,	even	if	commercialized.	Many	of	our	targeted	diseases	and	conditions	can	also	be	detected
by	other	tests	or	treatedby	other	medications.	These	tests	and	treatments	may	be	widely	accepted	in	medical
communities	and	have	a	longer	history	of	use.	Theestablished	use	of	these	competitive	technologies	may	limit	the
potential	for	our	technologies,	formulations,	tests,	and	products	toreceive	widespread	acceptance	if
commercialized.Â	Healthcarecost	containment	initiatives	and	the	growth	of	managed	care	may	limit	our
returns.Â	Ourability	to	commercialize	our	diagnostic	tests	and	therapeutic	products	successfully	may	be	affected	by	the
ongoing	efforts	of	governmentaland	third-party	payors	to	contain	the	cost	of	healthcare.	These	entities	are	challenging
prices	of	healthcare	products	and	services,denying	or	limiting	coverage	and	reimbursement	amounts	for	new	diagnostic
tests	and	therapeutic	products,	CAP/CLIA-validated	LDTs	andFDA-approved	diagnostic	tests	and	therapeutic	products
considered	experimental	or	investigational	or	which	are	used	for	disease	indicationswithout	FDA	marketing
authorization.	Even	if	we	succeed	in	bringing	any	tests	or	products	to	the	market,	they	may	not	be	considered



costeffective,	and	governmental	or	third-party	reimbursement	might	not	be	available	or	sufficient.	If	adequate
governmental	or	third-partycoverage	is	not	available,	we	may	not	be	able	to	maintain	price	levels	sufficient	to	realize	an
appropriate	return	on	our	investmentin	research	and	development	for	new	tests	and	products.	In	addition,	legislation
and	regulations	affecting	the	pricing	of	diagnostictests,	pharmaceuticals,	or	healthcare	services	may	change	in	ways
adverse	to	us	before	or	after	any	of	our	proposed	tests	and	productsare	approved	for	marketing.Â	Ourcompetitive
position	depends	on	protection	of	our	intellectual	property.Â	Developmentand	protection	of	our	intellectual	property
are	critical	to	our	business.	If	we	do	not	adequately	protect	our	intellectual	property,or	if	competitors	develop
technologies	incorporating	the	same	or	similar	technologies	that	already	are	in	the	public	domain,	those
competitorsmay	be	able	to	develop	similar	technologies	to	our	own.	Our	success	depends	in	part	on	our	ability	to	obtain
patent	protection	for	ourdiagnostic	tests,	therapeutic	products,	or	processes	in	the	U.S.	and	other	countries,	protect
trade	secrets,	and	prevent	others	frominfringing	on	our	proprietary	rights.Â	Sincepatent	applications	in	the	U.S.	are
maintained	in	secrecy	for	at	least	portions	of	their	pendency	periods	(published	on	U.S.	patent	issuanceor,	if	earlier,	18
months	from	earliest	filing	date	for	most	applications)	and	since	other	publication	of	discoveries	in	the	scientificor
patent	literature	often	lags	behind	actual	discoveries,	we	cannot	be	certain	that	we	are	or	will	be	the	first	to	make	the
inventionsto	be	covered	by	our	patent	applications.	The	patent	position	of	biopharmaceutical	and	biotechnology	firms
generally	is	highly	uncertainand	involves	complex	legal	and	factual	questions.	The	U.S.	Patent	and	Trademark	Office
has	not	established	a	consistent	policy	regardingthe	breadth	of	claims	that	it	will	allow	in	biotechnology
patents.Â	Thepatent	applications	we	file,	including	applications	that	will	follow	the	filing	of	provisional	patents,	may	not
issue	as	patents	or	theclaims	of	any	issued	patents	may	not	afford	meaningful	protection	for	our	technologies,	tests,	or
products.	In	addition,	patents	issuedto	us	or	to	any	future	licensors	may	be	challenged	and	subsequently	narrowed,
invalidated,	or	circumvented.	Patent	litigation	is	widespreadin	the	biotechnology	industry	and	could	harm	our	business.
Litigation	might	be	necessary	to	protect	our	patent	position	or	to	determinethe	scope	and	validity	of	third-party
proprietary	rights,	and	we	may	not	have	the	required	resources	to	pursue	such	litigation	or	toprotect	our	patent
rights.Â	Althoughwe	have	executed	assignment	of	invention	agreements	with	current	scientific	and	technical	employees
and	in	the	future	will	require	ourscientific	and	technical	employees	and	consultants	to	enter	into	broad	assignment	of
invention	agreements,	and	require	all	of	our	employees,consultants,	and	corporate	partners	with	access	to	proprietary
information	to	enter	into	confidentiality	agreements,	these	agreementsmay	not	be	honored.Â	Diagnostictests	and
therapeutic	products	we	develop	could	be	subject	to	infringement	claims	asserted	by	others.Â	Wecannot	assure	that
diagnostic	tests	and	therapeutic	products	based	on	our	patents	or	intellectual	property	that	we	license	from	otherswill
not	be	challenged	by	a	third-party	claiming	infringement	of	its	proprietary	rights.	If	we	are	not	able	to	successfully
defend	patentsthat	may	be	issued	to	us,	that	we	may	acquire,	or	that	we	may	license	in	the	future,	we	may	have	to	pay
substantial	damages	or	licensingfees,	possibly	including	treble	damages,	for	past	infringement.Â	Wemay	become
involved	in	lawsuits	to	protect	or	enforce	our	patents	or	other	intellectual	property,	which	could	be	expensive,	time
consuming,and	ultimately	unsuccessful.Â	Competitorsmay	infringe	our	issued	patents	or	other	intellectual	property.	To
counter	infringement	or	unauthorized	use,	we	intend	to	file	infringementclaims,	which	can	be	expensive	and	time
consuming.	Any	claims	we	assert	against	perceived	infringers	could	provoke	these	parties	to	assertcounterclaims
against	us	alleging	that	we	infringe	their	intellectual	property.	In	addition,	in	a	patent	infringement	proceeding,	a
courtmay	decide	that	a	patent	of	ours	is	invalid	or	unenforceable,	in	whole	or	in	part,	construe	the	patentâ€™s	claims
narrowly,	or	refuseto	stop	the	other	party	from	using	the	technology	at	issue	on	the	grounds	that	our	patents	do	not
cover	the	technology	in	question.	Anadverse	result	in	any	litigation	proceeding	could	put	one	or	more	of	our	patents	at
risk	of	being	invalidated	or	interpreted	narrowly,which	could	adversely	affect	us.Â	Ifwe	are	unable	to	protect	the
confidentiality	of	our	trade	secrets,	our	business	and	competitive	position	would	be	harmed.Â	Inaddition	to	seeking
patents	for	some	of	our	technology,	we	also	intend	to	rely	on	trade	secrets,	including	unpatented	know-how,
technology,and	other	proprietary	information,	to	maintain	our	competitive	position.	We	have	executed	and	will	continue
to	seek	to	protect	thesetrade	secrets,	in	part,	by	entering	into	non-disclosure	and	confidentiality	agreements	with
parties	who	have	access	to	them,	such	asour	employees,	corporate	collaborators,	outside	scientific	collaborators,
contract	manufacturers,	consultants,	advisors,	and	other	thirdparties.	We	also	have	executed	and	will	continue	to	seek
to	enter	into	confidentiality	and	invention	or	patent	assignment	agreementswith	our	employees	and	consultants.
Despite	these	efforts,	any	of	these	parties	may	breach	the	agreements	and	disclose	our	proprietaryinformation,
including	our	trade	secrets,	and	we	may	not	be	able	to	obtain	adequate	remedies	for	such	breaches.	Our	trade	secrets
mayalso	be	obtained	by	third	parties	by	other	means,	such	as	breaches	of	our	physical	or	computer	security	systems.Â	
17	Â		Â	Enforcinga	claim	that	a	party	illegally	disclosed	or	misappropriated	a	trade	secret	is	difficult,	expensive,	and
time	consuming,	and	the	outcomeis	unpredictable.	In	addition,	some	courts	inside	and	outside	the	U.S.	are	less	willing
or	unwilling	to	protect	trade	secrets.	If	anyof	our	trade	secrets	were	to	be	lawfully	obtained	or	independently	developed
by	a	competitor,	we	would	have	no	right	to	prevent	them,or	those	to	whom	they	communicate	it,	from	using	that
technology	or	information	to	compete	with	us.	If	any	of	our	trade	secrets	wereto	be	disclosed	to	or	independently
developed	by	a	competitor,	our	competitive	position	would	be	harmed.Â	Ourinternal	information	technology	systems,	or
those	of	our	third-party	clinical	research	organizations	or	other	contractors	or	consultants,may	fail	or	suffer	security
breaches,	loss	or	leakage	of	data,	and	other	disruptions,	which	could	result	in	a	material	disruption	ofour	diagnostic
testsâ€™	or	therapeutic	product	candidatesâ€™	development	programs,	compromise	sensitive	information	related
toour	business,	or	prevent	us	from	accessing	critical	information,	potentially	exposing	us	to	liability	or	otherwise
adversely	affectingour	business.Â	Weare	increasingly	dependent	upon	information	technology	systems,	infrastructure,
and	data	to	operate	our	business.	In	the	ordinary	courseof	business,	we	collect,	store,	and	transmit	confidential
information	(including	but	not	limited	to	intellectual	property,	proprietarybusiness	information,	and	personal
information).	It	is	critical	that	we	do	so	in	a	secure	manner	to	maintain	the	confidentiality	andintegrity	of	such
confidential	information.	We	have	also	outsourced	elements	of	our	operations	to	third	parties,	and	as	a	result	we
managea	number	of	third-party	contractors	who	have	access	to	our	confidential	information.Â	Despitethe
implementation	of	security	measures,	given	their	size	and	complexity	and	the	increasing	amounts	of	confidential
information	thatthey	maintain,	our	internal	information	technology	systems	and	those	of	our	third-party	clinical
research	organizations	and	other	contractorsand	consultants	are	potentially	vulnerable	to	breakdown	or	other	damage
or	interruption	from	service	interruptions,	system	malfunction,natural	disasters,	terrorism,	war,	and	telecommunication
and	electrical	failures,	as	well	as	security	breaches	from	inadvertent	or	intentionalactions	by	our	employees,
contractors,	consultants,	business	partners,	and/or	other	third	parties,	or	from	cyberattacks	by	maliciousthird	parties
(including	the	deployment	of	harmful	malware,	ransomware,	extortion,	account	takeover	attacks,	degradation	of	service
attacks,denial-of-service	attacks,	â€œphishing,â€​	or	social	engineering	and	other	means	to	affect	service	reliability	and



threaten	theconfidentiality,	integrity,	and	availability	of	information),	which	may	compromise	our	system	infrastructure
or	lead	to	data	leakage.We	have	technology	security	initiatives	and	disaster	recovery	plans	in	place	to	mitigate	our	risk
to	these	vulnerabilities,	but	thesemeasures	may	not	be	adequately	designed	or	implemented	to	ensure	that	our
operations	are	not	disrupted	or	that	data	security	breachesdo	not	occur.	To	the	extent	that	any	disruption	or	security
breach	were	to	result	in	a	loss	of	or	damage	to	our	data	or	applications,or	inappropriate	disclosure	of	confidential	or
proprietary	information,	we	could	incur	liability	and	reputational	damage.Â	Hackersand	data	thieves	are	increasingly
sophisticated	and	operate	large-scale	and	complex	automated	attacks	which	may	remain	undetected	untilafter	they
occur.	We	cannot	assure	you	that	our	data	protection	efforts	and	our	investment	in	information	technology	will	prevent
significantbreakdowns,	data	leakages,	breaches	in	our	systems,	or	other	cyber	incidents	that	could	have	a	material
adverse	effect	upon	our	reputation,business,	operations,	or	financial	condition.	For	example,	if	such	an	event	were	to
occur	and	cause	interruptions	in	our	operations,it	could	result	in	a	material	disruption	of	our	programs	and	the
development	of	our	diagnostic	tests	and	therapeutic	product	candidatescould	be	delayed.	In	addition,	the	loss	of	clinical
trial	data	for	our	diagnostic	tests	and	therapeutic	product	candidates	could	resultin	delays	in	our	marketing	approval
efforts	and	significantly	increase	our	costs	to	recover	or	reproduce	the	data.	Furthermore,	significantdisruptions	of	our
internal	information	technology	systems	or	security	breaches	could	result	in	the	loss,	misappropriation,	and/or
unauthorizedaccess,	use,	or	disclosure	of,	or	the	prevention	of	access	to,	confidential	information	(including	trade
secrets	or	other	intellectualproperty,	proprietary	business	information,	and	personal	information),	which	could	result	in
financial,	legal,	business,	and	reputationalharm	to	us.	Like	all	businesses	we	may	be	increasingly	subject	to
ransomware	or	other	malware	that	could	significantly	disrupt	our	businessoperations	or	disable	or	interfere	with
necessary	access	to	essential	data	or	processes.	Numerous	recent	attacks	of	this	nature	havealso	involved	exfiltration
and	disclosure	of	sensitive	or	confidential	personal	or	proprietary	information,	or	intellectual	property,when	victim
companies	have	not	paid	the	cyber	criminals	substantial	ransom	payments.	For	example,	any	such	event	that	leads	to
unauthorizedaccess,	use,	disclosure,	unavailability,	or	compromised	integrity	of	personal	or	other	sensitive	or	essential
information,	includingpersonal	information	regarding	our	clinical	trial	subjects	or	employees,	could	harm	our	reputation
directly,	compel	us	to	comply	withfederal	and/or	state	breach	notification	laws	and	foreign	law	equivalents,	subject	us
to	mandatory	corrective	action,	increase	the	costswe	incur	to	protect	against	such	information	security	breaches,	such
as	increased	investment	in	technology,	render	key	personnel	unableto	perform	duties	or	communicate	throughout	the
organization,	and	otherwise	subject	us	to	fines	and	other	liability	under	laws	and	regulationsthat	protect	the	privacy
and	security	of	personal	information,	which	could	result	in	significant	legal	and	financial	exposure	and
reputationaldamages	that	could	potentially	have	an	adverse	effect	on	our	business.Â	Thecosts	of	mitigating
cybersecurity	risks	are	significant	and	are	likely	to	increase	in	the	future.	These	costs	include,	but	are	not	limitedto,
retaining	the	services	of	cybersecurity	providers;	compliance	costs	arising	out	of	existing	and	future	cybersecurity,	data
protectionand	privacy	laws	and	regulations;	and	costs	related	to	maintaining	redundant	networks,	data	backups	and
other	damage-mitigation	measures.We	also	cannot	be	certain	that	our	existing	insurance	coverage	will	continue	to	be
available	on	acceptable	terms	or	in	amounts	sufficientto	cover	the	potentially	significant	losses	that	may	result	from	a
security	incident	or	breach	or	that	the	insurer	will	not	deny	coverageof	any	future	claim.Â	Declininggeneral	economic
or	business	conditions	may	have	a	negative	impact	on	our	business.Â	Continuingconcerns	over	U.S.	healthcare	reform
legislation	and	energy	costs,	geopolitical	issues,	the	availability	and	cost	of	credit	and	governmentstimulus	programs	in
the	U.S.	and	other	countries	have	contributed	to	increased	volatility	and	diminished	expectations	for	the
globaleconomy.	These	factors,	combined	with	low	business	and	consumer	confidence,	could	precipitate	an	economic
slowdown	and	recession.	Additionally,political	changes	in	the	U.S.	and	elsewhere	in	the	world	have	created	a	level	of
uncertainty	in	the	markets.	If	the	economic	climatedeteriorates,	our	business,	as	well	as	the	financial	condition	of	our
suppliers	and	our	third-party	payors,	could	be	adversely	affected,resulting	in	a	negative	impact	on	our	business,
financial	condition,	and	results	of	operations.Â	Further,due	to	increasing	inflation,	operating	costs	for	many	businesses
have	increased	and	in	the	future	could	impact	demand	or	pricing	manufacturingof	our	drug	candidates	or	services
providers.	Inflation	rates,	particularly	in	the	U.S.,	have	increased	recently	to	levels	not	seen	inyears,	and	increased
inflation	may	result	in	increases	in	our	operating	costs	(including	employee	wages),	reduced	liquidity,	and	limitson	our
ability	to	access	credit	or	otherwise	raise	capital.	In	addition,	the	Federal	Reserve	has	raised,	and	may	again	raise,
interestrates	in	response	to	concerns	about	inflation,	which	coupled	with	reduced	government	spending	and	volatility	in
financial	markets	mayhave	the	effect	of	further	increasing	economic	uncertainty	and	heightening	these	risks.Â		18	Â	
Â	Actualevents	involving	reduced	or	limited	liquidity,	defaults,	non-performance,	or	other	adverse	developments	that
affect	financial	institutionsor	other	companies	in	the	financial	services	industry	or	the	financial	services	industry
generally,	or	concerns	or	rumors	about	any	eventsof	these	kinds,	have	in	the	past	and	may	in	the	future	lead	to	market-
wide	liquidity	problems.	For	example,	on	March	10,	2023,	SiliconValley	Bank	was	closed	by	the	California	Department
of	Financial	Protection	and	Innovation,	which	appointed	the	Federal	Deposit	InsuranceCorporation	as	receiver.
Although	we	did	not	have	any	cash	or	cash	equivalent	balances	on	deposit	with	Silicon	Valley	Bank,	uncertaintyand
liquidity	concerns	in	the	broader	financial	services	industry	remain,	and	the	failure	of	Silicon	Valley	Bank	and	its
potential	near-and	long-term	effects	on	the	biotechnology	industry	and	its	participants,	such	as	our	vendors,	suppliers,
and	investors,	may	also	adverselyaffect	our	operations	and	stock	price.Â	Inaddition,	the	global	macroeconomic
environment	could	be	negatively	affected	by,	among	other	things,	a	resurgence	of	COVID-19	or	otherpandemics	or
epidemics,	instability	in	global	economic	markets,	increased	U.S.	trade	tariffs	and	trade	disputes	with	other
countries,instability	in	the	global	credit	markets,	supply	chain	weaknesses,	instability	in	the	geopolitical	environment	as
a	result	of	the	withdrawalof	the	United	Kingdom	from	the	European	Union,	the	Russian	invasion	of	Ukraine,	the	war	in
the	Middle	East	and	other	political	tensions,and	foreign	governmental	debt	concerns.	Such	challenges	have	caused,	and
may	continue	to	cause,	uncertainty	and	instability	in	localeconomies	and	in	global	financial	markets.Â	Weare	actively
monitoring	the	effects	these	disruptions	and	increasing	inflation	could	have	on	our	operations.	These	conditions	make
itextremely	difficult	for	us	to	accurately	forecast	and	plan	future	business	activities.Â	Globalclimate	change	and	related
regulations	could	negatively	affect	our	business.Â	Theeffects	of	climate	change,	such	as	extreme	weather	conditions,
create	financial	risks	to	our	business.	For	example,	the	demand	for	ourproducts	may	be	affected	by	unseasonable
weather	conditions.	The	effects	of	climate	change	could	also	disrupt	our	operations	by	impactingthe	availability	and
cost	of	materials	needed	for	manufacturing	and	could	increase	insurance	and	other	operating	costs.	We	could	alsoface
indirect	financial	risks	passed	through	the	supply	chain	and	disruptions	that	could	result	in	increased	prices	for	our
productsand	the	resources	needed	to	produce	them.Â	RisksRelated	to	the	Operation	of	a	CAP/CLIA
LaboratoryÂ	Theoperations	of	PPLS	will	depend	in	part	upon	Roby	Joyce,	MD,	and	his	relationship	with	existing
customers	and	our	ability	to	establishrelationships	with	these	customers.Â	PPLSâ€™future	success	will	depend	in



significant	part	upon	the	continued	relationships	with	existing	customers,	many	of	whom	have	developedprofessional
relationships	with	Roby	Joyce,	MD.	While	Dr.	Joyce	is	the	Medical	Director	and	Laboratory	Director	of	PPLS	and	a
memberof	our	Board	of	Directors,	we	cannot	assure	you	that	we	will	be	able	to	retain	his	services.	Although	we	have
entered	into	a	three-yearemployment	agreement	with	him,	there	can	be	no	assurance	that	the	agreement	will	not	be
terminated	prior	to	its	expiration.	We	do	nothave	an	insurance	policy	on	the	life	of	Dr.	Joyce,	and	we	do	not	have
â€œkey	personâ€​	life	insurance	policies	for	any	of	ourother	officers	or	advisors.	The	loss	of	the	technical	knowledge
and	management	and	industry	expertise	of	Dr.	Joyce	or	any	of	our	keypersonnel	could	result	in	delays	in	services,	loss
of	customers	and	sales,	and	diversion	of	management	resources,	which	could	adverselyaffect	our	operating
results.Â	PPLSmay	be	unable	to	effectively	maintain	equipment	or	generate	revenue	when	its	equipment	is	not
operational.Â	Timely,effective	service	is	essential	to	maintaining	the	reputation	and	high	use	rates	of	our	CAP/CLIA
laboratory,	PPLS.	Although	it	has	agreementswith	a	third-party	equipment	service	providers	pursuant	to	which	such
service	providers	maintain	and	repair	its	equipment,	the	agreementdoes	not	compensate	it	for	loss	of	revenue	when	its
systems	are	not	fully	operational,	and	its	business	interruption	insurance	may	notprovide	sufficient	coverage	for	the
loss	of	revenue.	Also,	third-party	equipment	service	providers	may	not	be	able	to	perform	repairsor	supply	needed	parts
in	a	timely	manner,	which	could	result	in	a	loss	of	revenue.	Therefore,	if	PPLS	experiences	more	equipment
malfunctionsthan	anticipated	or	if	it	is	unable	to	promptly	obtain	the	service	necessary	to	keep	its	equipment
functioning	effectively,	or	whereits	business	or	data	is	compromised	on	account	of	equipment	malfunctions	or	a
cybersecurity-related	attack,	PPLSâ€™s	ability	to	provideservices	and	to	fulfill	its	contractual	arrangements	would	be
adversely	affected	and	our	revenue	could	decline.Â	Ifour	sole	laboratory	facility	becomes	damaged	or	inoperable,	loses
its	accreditation,	or	is	required	to	vacate	the	facility,	PPLSâ€™ability	to	sell	its	products	or	provide	diagnostic	assays
and	pursue	its	research	and	development	efforts	may	be	jeopardized.Â	PPLSâ€™facilities	and	equipment	could	be
harmed	or	rendered	inoperable	by	natural	or	man-made	disasters,	including	fire,	earthquake,	flooding,and	power
outages,	which	may	render	it	difficult	or	impossible	for	it	to	provide	pathology	services	or	perform	our	diagnostic
assaysfor	some	period	of	time.	The	inability	to	of	PPLS	to	perform	its	services	for	customers	if	PPLSâ€™	facility	is
inoperable	for	evena	short	period	of	time	may	result	in	the	loss	of	customers	or	harm	to	its	reputation	or	relationships
with	its	customers,	and	it	maybe	unable	to	regain	those	customers	or	repair	its	reputation	in	the	future.	Furthermore,
PPLSâ€™	facilities	and	the	equipment	ituses	to	perform	its	services	could	be	costly	and	time-consuming	to	repair	or
replace.Â	Further,if	PPLSâ€™	current	or	future	CLIA-certified,	CAP-accredited,	and	state-licensed	laboratory	becomes
inoperable	or	unqualified	in	anyway,	it	may	not	be	able	to	license	or	transfer	its	technology	to	another	facility	with	the
necessary	qualifications,	including	statelicensure	and	CLIA	certification,	under	the	scope	of	which	its	current	assays
and	its	planned	future	assays	could	be	performed.	Evenif	PPLS	finds	a	facility	with	such	qualifications	to	perform	its
assays,	it	may	not	be	available	to	PPLS	on	commercially	reasonable	terms.Â	Todate,	substantially	all	of	our	revenue	has
been	derived	from	the	operations	of	the	laboratory.	The	inability	of	PPLS	to	perform	its	servicesfor	its	customers	if
PPLSâ€™	facility	is	inoperable	would	significantly	impact	our	ability	to	generate	revenue.Â		19	Â		Â	PPLSrelies	on
commercial	courier	delivery	services	to	transport	sputum	samples	for	processing	the	CyPathÂ®	Lung	test	in	a
timelyand	cost-efficient	manner,	and	if	these	delivery	services	are	disrupted,	its	business	will	be
harmed.Â	PPLSâ€™business	depends	on	its	ability	to	quickly	and	reliably	deliver	test	results	to	its	customers.	Sputum
samples	are	received	overnightwithin	the	U.S.	for	analysis	at	the	laboratory	facility	located	in	San	Antonio,	Texas.
Disruptions	in	delivery	service,	whether	due	tobad	weather,	natural	disaster,	terrorist	acts	or	threats,	or	for	other
reasons	could	adversely	affect	specimen	integrity	and	its	abilityto	process	samples	in	a	timely	manner	and	to	service	its
customers,	and	ultimately	its	reputation	and	its	business.	In	addition,	if	PPLSis	unable	to	continue	to	obtain	expedited
delivery	services	on	commercially	reasonable	terms,	its	operating	results	may	be	adverselyaffected.Â	Securitybreaches,
loss	of	data,	and	other	disruptions	could	compromise	sensitive	information	related	to	PPLSâ€™	business	or	prevent	it
fromaccessing	critical	information	and	expose	it	to	liability,	which	could	adversely	affect	its	business	and
reputation.Â	Inthe	ordinary	course	of	its	business,	PPLS	collects	and	stores	sensitive	data,	including	legally	protected
health	information,	creditcard	information,	and	personally	identifiable	information,	such	as	data	collected	in	connection
with	the	CyPathÂ®	Lunglaboratory	test	results.	PPLS	also	stores	sensitive	intellectual	property	and	other	proprietary
business	information,	including	thatof	its	customers,	payors,	and	collaboration	partners.	PPLS	manages	and	maintains
its	applications	and	data	utilizing	a	combination	ofon-site	systems,	managed	data	center	systems,	and	cloud-based	data
center	systems.	These	applications	and	data	encompass	a	wide	varietyof	business-critical	information,	including
research	and	development	information,	commercial	information,	and	business	and	financialinformation.	PPLS	is	highly
dependent	on	information	technology	networks	and	systems,	including	the	internet,	to	securely	process,	transmit,and
store	this	critical	information.	Although	its	policies	and	practices	adhere	to	the	requirements	of	HIPAA	and	PPLS
employs	measuresto	protect	sensitive	information	from	unauthorized	access	or	disclosure,	its	information	technology
and	infrastructure,	and	that	of	itsthird-party	billing	and	collections	provider,	may	be	vulnerable	to	attacks	by	hackers	or
viruses	or	breached	due	to	employee	error,	malfeasance,or	other	disruptions.Â	Asecurity	breach	or	privacy	violation
that	leads	to	disclosure	or	modification	of	or	prevents	access	to	patient	information,	includingpersonally	identifiable
information	or	protected	health	information,	could	harm	PPLSâ€™	reputation,	compel	PPLS	to	comply	with	statebreach
notification	laws,	subject	PPLS	to	mandatory	corrective	action,	require	PPLS	to	verify	the	correctness	of	database
contents	andotherwise	subject	PPLS	to	liability	under	laws	that	protect	personal	data,	resulting	in	increased	costs	or
loss	of	revenue.	If	PPLS	isunable	to	prevent	such	security	breaches	or	privacy	violations	or	implement	satisfactory
remedial	measures,	its	operations	could	be	disrupted,and	it	may	suffer	loss	of	reputation,	financial	loss,	and	other
regulatory	penalties	because	of	lost	or	misappropriated	information,including	sensitive	patient	data.	In	addition,	these
breaches	and	other	inappropriate	access	can	be	difficult	to	detect,	and	any	delayin	identifying	them	may	lead	to
increased	harm	of	the	type	described	above.Â	Anysuch	breach	or	interruption	could	compromise	PPLSâ€™	networks,
and	the	information	stored	there	could	be	inaccessible	or	could	beaccessed	by	unauthorized	parties,	publicly	disclosed,
lost,	or	stolen.	Any	such	interruption	in	access,	improper	access,	disclosure,modification	of,	or	other	loss	of	information
could	result	in	legal	claims	or	proceedings,	liability	under	laws	that	protect	the	privacyof	personal	information,	such	as
HIPAA,	and	regulatory	penalties.	Unauthorized	access,	loss,	or	dissemination	could	also	disrupt	PPLSâ€™operations,
including	its	ability	to	perform	tests,	provide	test	results,	bill	payors	or	patients,	process	claims	and	appeals,
providecustomer	assistance	services,	conduct	research	and	development	activities,	develop	and	commercialize	tests,
collect,	process	and	preparecompany	financial	information,	provide	information	about	tests,	educate	patients	and
clinicians	about	services,	and	manage	the	administrativeaspects	of	its	business,	any	of	which	could	damage	its
reputation	and	adversely	affect	our	business.	Any	such	breach	could	also	resultin	the	compromise	of	PPLSâ€™	trade
secrets	and	other	proprietary	information,	which	could	adversely	affect	our	competitive	position.Â	Inaddition,	the



interpretation	and	application	of	health-related,	privacy,	and	data	protection	laws	in	the	U.S.,	Europe,	and	elsewhereare
often	uncertain,	contradictory,	and	in	flux.	It	is	possible	that	these	laws	may	be	interpreted	and	applied	in	a	manner
that	is	inconsistentwith	PPLSâ€™	practices.	If	so,	this	could	result	in	government-imposed	fines	or	orders	requiring	that
it	change	its	practices,	whichcould	adversely	affect	our	business	and	its	reputation.	Complying	with	these	various	laws
could	cause	us	to	incur	substantial	costs	orrequire	PPLS	to	change	its	business	practices	and	compliance	procedures	in
a	manner	adverse	to	our	business.Â	IfPPLS	uses	hazardous	chemicals	in	a	manner	that	causes	injury,	PPLS	could	be
liable	for	damages.Â	PPLSâ€™activities	currently	require	the	controlled	use	of	potentially	harmful	chemicals.	PPLS
cannot	eliminate	the	risk	of	accidental	contaminationor	injury	to	employees	or	third	parties	from	the	use,	storage,
handling,	or	disposal	of	these	materials.	In	the	event	of	contaminationor	injury,	PPLS	could	be	held	liable	for	any
resulting	damages,	and	any	liability	could	exceed	its	resources	or	any	applicable	insurancecoverage	it	may	have.
Additionally,	PPLS	is	subject	to,	on	an	ongoing	basis,	federal,	state	and	local	laws	and	regulations	governingthe	use,
storage,	handling,	and	disposal	of	these	materials	and	specified	waste	products.	The	cost	of	compliance	with	these	laws
andregulations	may	become	significant	and	could	have	a	material	adverse	effect	on	its,	and	therefore	our,	financial
condition,	results	ofoperations	and	cash	flows.	In	the	event	of	an	accident	or	if	PPLS	otherwise	fails	to	comply	with
applicable	regulations,	it	could	loseits	permits	or	approvals	or	be	held	liable	for	damages	or	penalized	with
fines.Â	IfPPLS	are	unable	to	successfully	scale	its	operations	to	support	demand	for	CyPathÂ®	Lung,	its	business	could
suffer.Â	Astest	volume	of	CyPathÂ®	Lung	grows,	PPLS	will	need	to	continue	to	ramp	up	its	testing	capacity,	implement
increases	inscale	and	related	processing,	customer	service,	billing	and	systems	process	improvements,	and	expand	its
internal	quality	assurance	programand	technology	platform	to	support	testing	on	a	larger	scale.	PPLS	will	also	need
additional	equipment	and	certified	laboratory	personnelto	process	higher	volumes	of	our	tests.	We	cannot	assure	you
that	any	increases	in	scale,	related	improvements,	and	quality	assurancewill	be	successfully	implemented	by	PPLS	or
that	equipment	and	appropriate	personnel	will	be	available.	As	additional	tests	are	developed,PPLS	may	need	to	bring
new	equipment	on-line,	implement	new	systems,	technology,	controls	and	procedures,	and	hire	personnel	with
differentqualifications.Â		20	Â		Â	Thevalue	of	CyPathÂ®	Lung	depends,	in	large	part,	on	PPLSâ€™	ability	to	perform	the
tests	accurately	and	on	a	timely	basisand	on	its	reputation	for	such	timeliness	and	accuracy.	Failure	to	implement
necessary	procedures	or	to	hire	the	necessary	personnelcould	impact	its	ability	to	meet	market	demand.	There	can	be
no	assurance	that	it	will	be	able	to	perform	tests	on	a	timely	basis	ata	level	consistent	with	demand,	that	its	efforts	to
scale	its	commercial	operations	will	not	negatively	affect	the	quality	of	test	results,or	that	it	will	be	successful	in
responding	to	the	growing	complexity	of	testing	operations.Â	Inaddition,	PPLSâ€™	growth	may	place	a	significant
strain	on	its	management,	operating	and	financial	systems	and	its	sales,	marketing,and	administrative	resources.	As	a
result	of	its	growth,	PPLSâ€™	operating	costs	may	escalate	even	faster	than	planned,	and	someof	its	internal	systems
may	need	to	be	enhanced	or	replaced.	If	we	cannot	effectively	manage	PPLSâ€™	expanding	operations	and	itscosts,	we
may	not	be	able	to	grow	effectively	or	we	may	grow	at	a	slower	pace,	and	our	business	could	be	adversely
affected.Â	Billingfor	PPLSâ€™	services	is	complex,	and	PPLS	must	dedicate	substantial	time	and	resources	to	the
billing	process	to	be	paid.Â	Billingfor	clinical	laboratory	services	is	complex,	time	consuming	and	expensive.	Depending
on	the	billing	arrangement	and	applicable	law,	PPLSbills	various	payors,	including	Medicare,	insurance	companies,	and
patients,	all	of	which	have	different	billing	requirements.	It	generallybills	third-party	payors	for	its	diagnostic	assays
and	pursues	reimbursement	on	a	case-by-case	basis	where	pricing	contracts	or	Medicarereimbursement	is	not	in	place.
To	the	extent	laws	or	contracts	require	it	to	bill	patient	co-payments	or	co-insurance,	PPLS	must	alsocomply	with	these
requirements.	PPLS	may	also	face	increased	risk	in	its	collection	efforts,	including	potential	write-offs	of
doubtfulaccounts	and	long	collection	cycles,	which	could	adversely	affect	its	business,	results	of	operations,	and
financial	condition.Â	Severalfactors	make	the	billing	process	complex,	including:Â		Â		â—​	the	reimbursement	rates	of
payors;	Â		â—​	compliance	with	complex	federal	and	state	regulations	related	to	billing	Medicare;	Â		â—​	risk	of
government	audits	related	to	billing	Medicare;	Â		â—​	disputes	among	payors	as	to	which	party	is	responsible	for
payment;	Â		â—​	differences	in	coverage	and	in	information	and	billing	requirements	among	payors,	including	the	need
for	prior	authorization	and/or	advanced	notification;	Â		â—​	the	effect	of	patient	co-payments	or	co-insurance;	Â		â—​
changes	to	billing	codes	and/or	coverage	policies	that	apply	to	PPLSâ€™	assays;	Â		â—​	incorrect	or	missing	billing
information;	and	Â		â—​	the	resources	required	to	manage	the	billing	and	claims	appeals	process.	Â	PPLSuses	standard
industry	billing	codes,	known	as	Current	Procedural	Terminology	(â€œCPTâ€​)	codes,	to	bill	for	its	diagnostic
assays.These	codes	can	change	over	time.	When	codes	change,	there	is	a	risk	of	an	error	being	made	in	the	claim
adjudication	process.	Theseerrors	can	occur	with	claims	submission,	third-party	transmission,	or	in	the	processing	of
the	claim	by	the	payor.	Claim	adjudicationerrors	may	result	in	a	delay	in	payment	processing	or	a	reduction	in	the
amount	of	the	payment	received.	Coding	changes,	therefore,	mayhave	an	adverse	effect	on	PPLSâ€™	revenues.	There
can	be	no	assurance	that	payors	will	recognize	these	codes	in	a	timely	manner	orthat	the	process	of	transitioning	to
such	a	code	and	updating	their	billing	systems	will	not	result	in	errors,	delays	in	payments,	anda	related	increase	in
accounts	receivable	balances.Â	AsPPLS	introduces	new	assays,	PPLS	will	need	to	add	new	codes	to	its	billing	process	as
well	as	its	financial	reporting	systems.	Failureor	delays	in	effecting	these	changes	in	external	billing	and	internal
systems	and	processes	could	negatively	affect	its	collection	rates,revenue,	and	cost	of
collecting.Â	Additionally,PPLSâ€™	billing	activities	require	its	third-party	billing	provider	to	implement	compliance
procedures	and	oversight,	train	and	monitorits	employees,	challenge	coverage	and	payment	denials,	assist	patients	in
appealing	claims,	and	require	PPLS	to	undertake	audits	to	evaluatecompliance	with	applicable	laws	and	regulations	as
well	as	internal	compliance	policies	and	procedures.	Payors	also	conduct	externalaudits	to	evaluate	payments,	which
add	further	complexity	to	the	billing	process.	If	the	payor	makes	an	overpayment	determination,	thereis	a	risk	that
PPLS	may	be	required	to	return	some	portion	of	prior	payments	it	has	received.	These	billing	complexities	and	the
relateduncertainty	in	obtaining	payment	for	its	assays	could	negatively	affect	its	revenue	and	cash	flow,	its	ability	to
achieve	profitability,and	the	consistency	and	comparability	of	its,	and	therefore	our,	results	of	operations.Â	PPLSrelies
on	a	third-party	billing	provider	and	an	in-house	billing	function	to	transmit	claims	to	payors,	and	any	delay	in
transmittingclaims	could	have	an	adverse	effect	on	its	revenue.Â	WhilePPLS	manages	the	overall	processing	of	claims,
it	relies	on	a	third-party	billing	provider	to	transmit	the	actual	claims	to	payors	basedon	the	specific	payor	billing
format.	Claims	processing	could	be	delayed	if	its	third-party	provider	makes	changes	to	its	invoicing
system.Additionally,	coding	for	diagnostic	assays	may	change,	and	such	changes	may	cause	short-term	billing	errors
that	may	take	significanttime	to	resolve.	If	claims	are	not	submitted	to	payors	on	a	timely	basis	or	are	erroneously
submitted,	or	if	PPLS	is	required	to	switchto	a	different	provider	to	handle	claim	submissions,	it	may	experience	delays
in	its	ability	to	process	these	claims	and	receipt	of	paymentsfrom	payors,	or	possibly	denial	of	claims	for	lack	of	timely
submission,	which	would	have	an	adverse	effect	on	its,	and	therefore	our,revenue	and	business.Â		21	Â		Â	RisksRelated



to	Intellectual	Property	RightsÂ	Intellectualproperty	rights	do	not	necessarily	address	all	potential	threats	to	our
competitive	advantage.Â	Thedegree	of	future	protection	afforded	by	our	intellectual	property	rights	is	uncertain
because	intellectual	property	rights	have	limitationsand	may	not	adequately	protect	our	business	or	permit	us	to
maintain	our	competitive	advantage.	For	example:Â		Â		â—​	others	may	be	able	to	make	diagnostic	tests	and	therapeutic
product	candidates	that	are	the	same	as	or	similar	to	ours	but	that	are	not	covered	by	the	claims	of	the	patents	that	we
own	or	have	exclusively	licensed;	Â		Â		Â		Â		â—​	we	or	our	licensors	or	future	collaborators	might	not	have	been	the	first
to	make	the	inventions	covered	by	the	issued	patent	or	pending	patent	application	that	we	own	or	have	exclusively
licensed;	Â		Â		Â		Â		â—​	we	or	our	licensors	or	future	collaborators	might	not	have	been	the	first	to	file	patent
applications	covering	certain	of	our	inventions;	Â		Â		Â		Â		â—​	others	may	independently	develop	similar	or	alternative
technologies	or	duplicate	any	of	our	technologies	without	infringing	our	intellectual	property	rights;	Â		Â		Â		Â		â—​	it	is
possible	that	noncompliance	with	the	U.S.	Patent	and	Trademark	Office	(â€œUSPTOâ€​)	and	foreign	governmental
patent	agencies	requirement	for	a	number	of	procedural,	documentary,	fee	payment,	and	other	provisions	during	the
patent	process	can	result	in	abandonment	or	lapse	of	a	patent	or	patent	application,	and	partial	or	complete	loss	of
patent	rights	in	the	relevant	jurisdiction;	Â		Â		Â		Â		â—​	it	is	possible	that	our	pending	patent	applications	will	not	lead
to	issued	patents;	Â		Â		Â		Â		â—​	issued	patents	that	we	own	or	have	exclusively	licensed	may	be	revoked,	modified,	or
held	invalid	or	unenforceable,	as	a	result	of	legal	challenges	by	our	competitors;	Â		Â		Â		Â		â—​	our	competitors	might
conduct	research	and	development	activities	in	countries	where	we	do	not	have	patent	rights	and	then	use	the
information	learned	from	such	activities	to	develop	competitive	tests	and	products	for	sale	in	our	major	commercial
markets;	Â		Â		Â		Â		â—​	we	may	not	develop	additional	proprietary	technologies	that	are	patentable;	Â		Â		Â		Â		â—​	we
cannot	predict	the	scope	of	protection	of	any	patent	issuing	based	on	our	patent	applications,	including	whether	the
patent	applications	that	we	own	or	in-license	will	result	in	issued	patents	with	claims	that	are	directed	to	our	diagnostic
tests	and	product	candidates	or	uses	thereof	in	the	U.S.	or	foreign	countries;	Â		Â		Â		Â		â—​	there	may	be	significant
pressure	on	the	U.S.	government	and	international	governmental	bodies	to	limit	the	scope	of	patent	protection	both
inside	and	outside	the	U.S.	for	disease	treatments	that	prove	successful,	as	a	matter	of	public	policy	regarding
worldwide	health	concerns;	Â		Â		Â		Â		â—​	countries	other	than	the	U.S.	may	have	patent	laws	less	favorable	to
patentees	than	those	upheld	by	U.S.	courts,	allowing	foreign	competitors	a	better	opportunity	to	create,	develop,	and
market	competing	diagnostic	tests	and	product	candidates;	Â		Â		Â		Â		â—​	the	claims	of	any	patent	issuing	based	on	our
patent	applications	may	not	provide	protection	against	competitors	or	any	competitive	advantages,	or	may	be
challenged	by	third	parties;	and	Â		Â		Â		Â		â—​	if	enforced,	a	court	may	not	hold	that	our	patents	are	valid,	enforceable,
and	infringed.	Â	Changesin	patent	law	in	the	United	States	and	other	jurisdictions	could	diminish	the	value	of	patents	in
general,	thereby	impairing	our	abilityto	protect	our	diagnostic	tests	and	therapeutic	product	candidates.Â	Asis	the	case
with	other	biopharmaceutical	companies,	our	success	is	heavily	dependent	on	intellectual	property,	particularly
patents.Obtaining	and	enforcing	patents	in	the	biopharmaceutical	industry	involves	both	technological	and	legal
complexity	and	is	therefore	costly,time	consuming	and	inherently	uncertain.	Changes	in	either	the	patent	laws	or
interpretation	of	the	patent	laws	in	the	U.S.	could	increasethe	uncertainties	and	costs,	and	may	diminish	our	ability	to
protect	our	inventions,	obtain,	maintain,	and	enforce	our	intellectual	propertyrights	and,	more	generally,	could	affect
the	value	of	our	intellectual	property	or	narrow	the	scope	of	our	owned	and	licensed	patents.Patent	reform	legislation
in	the	U.S.	and	other	countries,	including	the	Leahy-Smith	America	Invents	Act	(the	â€œLeahy-Smith	Actâ€​),signed	into
law	on	September	16,	2011,	could	increase	those	uncertainties	and	costs	surrounding	the	prosecution	of	our	patent
applicationsand	the	enforcement	or	defense	of	our	issued	patents.	The	Leahy-Smith	Act	includes	a	number	of	significant
changes	to	U.S.	patent	law.These	include	provisions	that	affect	the	way	patent	applications	are	prosecuted,	redefine
prior	art,	and	provide	more	efficient	and	cost-effectiveavenues	for	competitors	to	challenge	the	validity	of	patents.
These	include	allowing	third-party	submission	of	prior	art	to	the	USPTOduring	patent	prosecution	and	additional
procedures	to	attack	the	validity	of	a	patent	by	USPTO-administered	post-grant	proceedings,including	post-grant
review,	inter	partes	review,	and	derivation	proceedings.	Further,	because	of	a	lower	evidentiary	standardin	these
USPTO	post-grant	proceedings	compared	to	the	evidentiary	standard	in	U.S.	federal	courts	necessary	to	invalidate	a
patent	claim,a	third	party	could	potentially	provide	evidence	in	a	USPTO	proceeding	sufficient	for	the	USPTO	to	hold	a
claim	invalid	even	though	thesame	evidence	would	be	insufficient	to	invalidate	the	claim	if	first	presented	in	a	district
court	action.	Accordingly,	a	third	partymay	attempt	to	use	the	USPTO	procedures	to	invalidate	our	patent	claims	that
would	not	have	been	invalidated	if	first	challenged	by	thethird	party	as	a	defendant	in	a	district	court	action.	Thus,	the
Leahy-Smith	Act	and	its	implementation	could	increase	the	uncertaintiesand	costs	surrounding	the	prosecution	of	our
patent	applications	and	the	enforcement	or	defense	of	our	issued	patents,	all	of	which	couldhave	a	material	adverse
effect	on	our	business,	financial	condition,	results	of	operations,	and	prospects.Â		22	Â		Â	AfterMarch	2013,	under	the
Leahy-Smith	Act,	the	U.S.	transitioned	to	a	â€œfirst	inventor	to	fileâ€​	system	in	which,	assuming	thatthe	other
statutory	requirements	are	met,	the	first	inventor	to	file	a	patent	application	will	be	titled	to	the	patent	on	an
inventionregardless	of	whether	a	third	party	was	the	first	to	invent	the	claimed	invention.	A	third	party	that	files	a
patent	application	in	theUSPTO	after	March	2013,	but	before	we	file	an	application	covering	the	same	invention,	could
therefore	be	awarded	a	patent	covering	aninvention	of	ours	even	if	we	had	made	the	invention	before	it	was	made	by
such	third	party.	This	will	require	us	to	be	cognizant	goingforward	of	the	time	from	invention	to	filing	of	a	patent
application,	but	circumstances	could	prevent	us	from	promptly	filing	patentapplications	on	our	inventions.	Since	patent
applications	in	the	U.S.	and	most	other	countries	are	confidential	for	a	period	of	timeafter	filing	or	until	issuance,	we
cannot	be	certain	that	we	or	our	licensors	were	the	first	to	either	(1)	file	any	patent	applicationrelated	to	our	diagnostic
tests	and	therapeutic	product	candidates	and	other	proprietary	technologies	we	may	develop	or	(2)	invent	anyof	the
inventions	claimed	in	our	or	our	licensorâ€™s	patents	or	patent	applications.	Even	where	we	have	a	valid	and
enforceable	patent,we	may	not	be	able	to	exclude	others	from	practicing	the	claimed	invention	where	the	other	party
can	show	that	they	used	the	inventionin	commerce	before	our	filing	date.	Thus	the	Leahy-Smith	Act	and	its
implementation	could	increase	the	uncertainties	and	costs	surroundingthe	prosecution	of	our	patent	applications	and
the	enforcement	or	defense	of	our	issued	patents,	all	of	which	could	have	a	material	adverseeffect	on	our	business,
financial	condition,	results	of	operations,	and	prospects.Â	Inaddition,	the	patent	positions	of	companies	in	the
development	and	commercialization	of	biologics	and	pharmaceuticals	are	particularlyuncertain.	The	U.S.	Supreme
Court	has	ruled	on	several	patent	cases	in	recent	years,	either	narrowing	the	scope	of	patent	protectionavailable	in
certain	circumstances	or	weakening	the	rights	of	patent	owners	in	certain	situations.	Depending	on	future	actions	by
theU.S.	Congress,	the	U.S.	courts,	the	USPTO	and	the	relevant	law-making	bodies	in	other	countries,	the	laws	and
regulations	governing	patentscould	change	in	unpredictable	ways	that	would	weaken	our	ability	to	obtain	new	patents
or	to	enforce	our	existing	patents	and	patentsthat	we	might	obtain	in	the	future.	For	example,	in	the	2013	case	Assoc.



for	Molecular	Pathology	v.	Myriad	Genetics,	Inc.,	theU.S.	Supreme	Court	held	that	certain	claims	to	DNA	molecules	are
not	patentable.	While	we	do	not	believe	that	any	of	the	patents	ownedor	licensed	by	us	will	be	found	invalid	based	on
this	decision,	we	cannot	predict	how	future	decisions	by	the	courts,	Congress	or	theUSPTO	may	impact	the	value	of	our
patents.Â	Obtainingand	maintaining	patent	protection	depends	on	compliance	with	various	procedural,	document
submissions,	fee	payment,	and	other	requirementsimposed	by	governmental	patent	agencies,	and	our	patent	protection
could	be	reduced	or	eliminated	for	non-compliance	with	these	requirements.Â	Periodicmaintenance	fees,	renewal	fees,
annuities	fees,	and	various	other	governmental	fees	on	patents	and/or	patent	applications	are	due	tobe	paid	to	the
USPTO	and	foreign	patent	agencies	in	several	stages	over	the	lifetime	of	the	patent	and/or	patent	application.	The
USPTOand	various	foreign	governmental	patent	agencies	also	require	compliance	with	a	number	of	procedural,
documentary,	fee	payment,	and	othersimilar	provisions	during	the	patent	application	process.	While	an	inadvertent
lapse	can	in	many	cases	be	cured	by	payment	of	a	latefee	or	by	other	means	in	accordance	with	the	applicable	rules,
there	are	situations	in	which	noncompliance	can	result	in	abandonmentor	lapse	of	the	patent	or	patent	application,
resulting	in	partial	or	complete	loss	of	patent	rights	in	the	relevant	jurisdiction.	Non-complianceevents	that	could	result
in	abandonment	or	lapse	of	a	patent	or	patent	application	include,	but	are	not	limited	to,	failure	to	respondto	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	diagnostic	tests	or	therapeutic
product	candidates,	our	competitiveposition	would	be	adversely	affected.Â	Patentterms	may	be	inadequate	to	protect
our	competitive	position	on	our	diagnostic	tests	or	therapeutic	product	candidates	for	an	adequateamount	of
time.Â	Theterm	of	any	individual	patent	depends	on	applicable	law	in	the	country	where	the	patent	is	granted.	In	the
U.S.,	provided	all	maintenancefees	are	timely	paid,	a	patent	generally	has	a	term	of	20	years	from	its	application	filing
date	or	earliest	claimed	non-provisionalfiling	date.	Extensions	may	be	available	under	certain	circumstances,	but	the
life	of	a	patent	and,	correspondingly,	the	protection	itaffords	is	limited.	Even	if	we	or	our	licensors	obtain	patents
covering	our	diagnostic	tests	and	therapeutic	product	candidates,	whenthe	terms	of	all	patents	covering	a	diagnostic
test	or	therapeutic	product	expire,	our	business	may	become	subject	to	competition	fromcompetitive	medications,
including	generic	medications.	Given	the	amount	of	time	required	for	the	development,	testing,	and	regulatoryreview
and	approval	of	new	diagnostic	test	or	therapeutic	product	candidates,	patents	protecting	such	candidates	may	expire
before	orshortly	after	such	candidates	are	commercialized.	As	a	result,	our	owned	and	licensed	patent	portfolio	may	not
provide	us	with	sufficientrights	to	exclude	others	from	commercializing	diagnostic	tests	and	therapeutic	products
similar	or	identical	to	ours.Â	Issuedpatents	covering	our	product	candidates	could	be	found	invalid	or	unenforceable	if
challenged	in	court	or	the	USPTO.Â	Ifwe	or	a	licensee	initiate	legal	proceedings	against	a	third	party	to	enforce	a
patent	covering	one	of	our	diagnostic	tests	or	therapeuticproduct	candidates,	the	defendant	could	counterclaim	that	the
patent	covering	our	diagnostic	tests	or	therapeutic	product	candidate,as	applicable,	is	invalid	and/or	unenforceable.	In
patent	litigation	in	the	U.S.,	defendant	counterclaims	alleging	invalidity	and/orunenforceability	are	commonplace,	and
there	are	numerous	grounds	upon	which	a	third	party	can	assert	invalidity	or	unenforceability	ofa	patent.	Third	parties
may	also	raise	similar	claims	before	administrative	bodies	in	the	U.S.	or	abroad,	even	outside	the	context	oflitigation.
Such	mechanisms	include	re-examination,	inter	partes	review,	post	grant	review,	and	equivalent	proceedings	in
foreignjurisdictions	(i.e.,	opposition	proceedings).	Such	proceedings	could	result	in	revocation	or	amendment	to	our
patents	in	such	a	way	thatthey	no	longer	cover	our	diagnostic	tests	or	therapeutic	product	candidates.	The	outcome
following	legal	assertions	of	invalidity	andunenforceability	is	unpredictable.	With	respect	to	the	validity	question,	for
example,	we	cannot	be	certain	that	there	is	no	invalidatingprior	art,	of	which	we,	our	patent	counsel,	and	the	patent
examiner	were	unaware	during	prosecution.	If	a	defendant	were	to	prevail	ona	legal	assertion	of	invalidity	and/or
unenforceability,	we	would	lose	at	least	part,	and	perhaps	all,	of	the	patent	protection	on	ourdiagnostic	tests	or
therapeutic	product	candidates.	Such	a	loss	of	patent	protection	could	have	a	material	adverse	impact	on	our
business.Â	Ifwe	do	not	obtain	patent	term	extension	in	the	United	States	under	the	Hatch-Waxman	Act	and	in	foreign
countries	under	similar	legislation,thereby	potentially	extending	the	term	of	marketing	exclusivity	for	our	diagnostic
tests	or	therapeutic	product	candidates,	our	businessmay	be	harmed.Â	Inthe	U.S.,	a	patent	that	covers	an	FDA-
approved	drug	or	biologic	may	be	eligible	for	a	term	extension	designed	to	restore	the	period	ofthe	patent	term	that	is
lost	during	the	premarket	regulatory	review	process	conducted	by	the	FDA.	Depending	upon	the	timing,	duration,and
conditions	of	FDA	marketing	authorization	of	our	diagnostic	tests	or	therapeutic	product	candidates,	one	or	more	of	our
U.S.	patentsmay	be	eligible	for	limited	patent	term	extension	under	the	Drug	Price	Competition	and	Patent	Term
Restoration	Act	of	1984	(the	â€œHatch-WaxmanActâ€​),	which	permits	a	patent	term	extension	of	up	to	five	years	for	a
patent	covering	an	approved	diagnostic	test	or	therapeuticproduct	as	compensation	for	effective	patent	term	lost
during	diagnostic	test	or	therapeutic	product	development	and	the	FDA	regulatoryreview	process.	A	patent	term
extension	cannot	extend	the	remaining	term	of	a	patent	beyond	a	total	of	14	years	from	the	date	of	diagnostictest	or
therapeutic	product	approval,	and	only	claims	covering	such	approved	diagnostic	test	or	drug	product,	a	method	for
using	it,or	a	method	for	manufacturing	it	may	be	extended.	In	Europe,	our	diagnostic	test	or	therapeutic	product
candidates	may	be	eligible	forterm	extensions	based	on	similar	legislation.	In	either	jurisdiction,	however,	we	may	not
receive	an	extension	if	we	fail	to	apply	withinapplicable	deadlines,	fail	to	apply	prior	to	expiration	of	relevant	patents,	or
otherwise	fail	to	satisfy	applicable	requirements.	Evenif	we	are	granted	such	an	extension,	the	duration	of	such
extension	may	be	less	than	our	request.	If	we	are	unable	to	obtain	a	patentterm	extension,	or	if	the	term	of	any	such
extension	is	less	than	our	request,	the	period	during	which	we	can	enforce	our	patent	rightsfor	that	product	will	be	in
effect	shortened,	and	our	competitors	may	obtain	approval	to	market	competing	diagnostic	tests	or	productssooner.	The
resulting	reduction	of	years	of	revenue	from	applicable	diagnostic	tests	or	products	could	be	substantial.Â		23	Â	
Â	Weenjoy	only	limited	geographical	protection	with	respect	to	certain	patents,	and	we	may	not	be	able	to	protect	our
intellectual	propertyrights	throughout	the	world.Â	Filing,prosecuting,	and	defending	patents	covering	our	diagnostic
tests	and	therapeutic	product	candidates	in	all	countries	throughout	the	worldwould	be	prohibitively	expensive,	and
even	in	countries	where	we	have	sought	protection	for	our	intellectual	property,	such	protectioncan	be	less	extensive
than	it	is	in	the	U.S.	The	requirements	for	patentability	may	differ	in	certain	countries,	particularly
developingcountries,	and	the	breadth	of	patent	claims	allowed	can	be	inconsistent.	In	addition,	the	laws	of	some	foreign
countries	do	not	protectintellectual	property	rights	to	the	same	extent	as	federal	and	state	laws	in	the	U.S.	In-licensing
patents	covering	our	diagnostic	testsand	therapeutic	product	candidates	in	all	countries	throughout	the	world	may
similarly	be	prohibitively	expensive,	if	such	opportunitiesare	available	at	all.	And	in-licensing	or	filing,	prosecuting,	and
defending	patents	even	in	only	those	jurisdictions	in	which	we	developor	commercialize	our	diagnostic	tests	and
therapeutic	product	candidates	may	be	prohibitively	expensive	or	impractical.	Competitors	mayuse	our	and	our
licensorsâ€™	technologies	in	jurisdictions	where	we	have	not	obtained	patent	protection	or	licensed	patents	to



developtheir	own	diagnostic	tests	and	therapeutic	products	and	further	may	export	otherwise	infringing	products	to
territories	where	we	andour	licensors	have	patent	protection,	but	where	enforcement	is	not	as	strong	as	that	in	the	U.S.
or	Europe.	These	diagnostic	tests	andproducts	may	compete	with	our	diagnostic	tests	and	therapeutic	product
candidates,	and	our	or	our	licensorsâ€™	patents	or	other	intellectualproperty	rights	may	not	be	effective	or	sufficient	to
prevent	them	from	competing.Â	Thelaws	of	some	jurisdictions	do	not	protect	intellectual	property	rights	to	the	same
extent	as	the	laws	or	regulations	in	the	U.S.	andEurope,	and	many	companies	have	encountered	significant	difficulties
in	protecting	and	defending	proprietary	rights	in	such	jurisdictions.Moreover,	the	legal	systems	of	certain	countries,
particularly	certain	developing	countries,	do	not	favor	the	enforcement	of	patents,trade	secrets,	or	other	forms	of
intellectual	property,	particularly	those	relating	to	biotechnology	tests	and	products,	which	couldmake	it	difficult	for	us
to	prevent	competitors	in	some	jurisdictions	from	marketing	competing	tests	and	products	in	violation	of	ourproprietary
rights	generally.	Proceedings	to	enforce	our	patent	rights	in	foreign	jurisdictions,	whether	or	not	successful,	are	likelyto
result	in	substantial	costs	and	divert	our	efforts	and	attention	from	other	aspects	of	our	business,	and	additionally	could
put	atrisk	our	or	our	licensorsâ€™	patents	of	being	invalidated	or	interpreted	narrowly,	could	increase	the	risk	of	our	or
our	licensorsâ€™patent	applications	not	issuing,	or	could	provoke	third	parties	to	assert	claims	against	us.	We	may	not
prevail	in	any	lawsuits	thatwe	initiate,	while	damages	or	other	remedies	may	be	awarded	to	the	adverse	party,	which
may	be	commercially	significant.	If	we	prevail,damages	or	other	remedies	awarded	to	us,	if	any,	may	not	be
commercially	meaningful.	Accordingly,	our	efforts	to	enforce	our	intellectualproperty	rights	around	the	world	may	be
inadequate	to	obtain	a	significant	commercial	advantage	from	the	intellectual	property	that	wedevelop	or	license.
Furthermore,	while	we	intend	to	protect	our	intellectual	property	rights	in	our	expected	significant	markets,	wecannot
ensure	that	we	will	be	able	to	initiate	or	maintain	similar	efforts	in	all	jurisdictions	in	which	we	may	wish	to	market	our
diagnostictests	and	product	candidates.	Accordingly,	our	efforts	to	protect	our	intellectual	property	rights	in	such
countries	may	be	inadequate,which	may	have	an	adverse	effect	on	our	ability	to	successfully	commercialize	our
diagnostic	tests	and	product	candidates	in	all	of	ourexpected	significant	foreign	markets.	If	we	or	our	licensors
encounter	difficulties	in	protecting,	or	are	otherwise	precluded	from	effectivelyprotecting,	the	intellectual	property
rights	important	for	our	business	in	such	jurisdictions,	the	value	of	these	rights	may	be	diminished,and	we	may	face
additional	competition	in	those	jurisdictions.Â	Insome	jurisdictions,	including	European	countries,	compulsory	licensing
laws	compel	patent	owners	to	grant	licenses	to	third	parties.In	addition,	some	countries	limit	the	enforceability	of
patents	against	government	agencies	or	government	contractors.	In	these	countries,the	patent	owner	may	have	limited
remedies,	which	could	materially	diminish	the	value	of	such	patent.	If	we	or	any	of	our	licensors	areforced	to	grant	a
license	to	third	parties	under	patents	relevant	to	our	business,	or	if	we	or	our	licensors	are	prevented	from
enforcingpatent	rights	against	third	parties,	our	competitive	position	may	be	substantially	impaired	in	such
jurisdictions.Â	Ifour	trademarks	and	trade	names	are	not	adequately	protected,	we	may	not	be	able	to	build	name
recognition	in	our	markets	of	interest,and	our	business	may	be	adversely	affected.Â	Ourcurrent	or	future	trademarks	or
trade	names	may	be	challenged,	infringed,	circumvented,	declared	generic	or	descriptive	or	determinedto	be	infringing
on	other	marks.	We	may	not	be	able	to	protect	our	rights	to	these	trademarks	and	trade	names	or	may	be	forced	to
stopusing	these	names,	which	we	need	for	name	recognition	by	potential	partners	or	customers	in	our	markets	of
interest.	During	trademarkregistration	proceedings,	we	may	receive	rejections	of	our	applications	by	the	USPTO	or	in
other	foreign	jurisdictions.Â	Althoughwe	would	be	given	an	opportunity	to	respond	to	those	rejections,	we	may	be
unable	to	overcome	such	rejections.	In	addition,	in	the	USPTOand	in	comparable	agencies	in	many	foreign	jurisdictions,
third	parties	are	given	an	opportunity	to	oppose	pending	trademark	applicationsand	to	seek	to	cancel	registered
trademarks.	Opposition	or	cancellation	proceedings	may	be	filed	against	our	trademarks,	and	our	trademarksmay	not
survive	such	proceedings.	If	we	are	unable	to	establish	name	recognition	based	on	our	trademarks	and	trade	names,	we
may	notbe	able	to	compete	effectively	and	our	business	may	be	adversely	affected.	We	may	license	our	trademarks	and
tradenames	to	third	parties,such	as	distributors.	Although	these	license	agreements	may	provide	guidelines	for	how	our
trademarks	and	tradenames	may	be	used,	a	breachof	these	agreements	or	misuse	of	our	trademarks	and	tradenames	by
our	licensees	may	jeopardize	our	rights	in	or	diminish	the	goodwillassociated	with	our	trademarks	and	trade	names.Â	
24	Â		Â	Moreover,any	name	we	have	proposed	to	use	with	our	therapeutic	product	candidate	in	the	U.S.	must	be
approved	by	the	FDA,	regardless	of	whetherwe	have	registered	it,	or	applied	to	register	it,	as	a	trademark.	The	FDA
typically	conducts	a	review	of	proposed	product	names,	includingan	evaluation	of	potential	for	confusion	with	other
product	names.	If	the	FDA,	or	an	equivalent	administrative	body	in	a	foreign	jurisdiction,objects	to	any	of	our	proposed
proprietary	product	names,	we	may	be	required	to	expend	significant	additional	resources	in	an	effortto	identify	a
suitable	substitute	name	that	would	qualify	under	applicable	trademark	laws,	not	infringe	the	existing	rights	of
thirdparties	and	be	acceptable	to	the	FDA.	Furthermore,	in	many	countries,	owning	and	maintaining	a	trademark
registration	may	not	providean	adequate	defense	against	a	subsequent	infringement	claim	asserted	by	the	owner	of	a
senior	trademark.	At	times,	competitors	or	otherthird	parties	may	adopt	trade	names	or	trademarks	similar	to	ours,
thereby	impeding	our	ability	to	build	brand	identity	and	possiblyleading	to	market	confusion.	In	addition,	there	could	be
potential	trade	name	or	trademark	infringement	claims	brought	by	owners	of	otherregistered	trademarks	or
trademarks	that	incorporate	variations	of	our	registered	or	unregistered	trademarks	or	trade	names.	If	we
asserttrademark	infringement	claims,	a	court	may	determine	that	the	marks	we	have	asserted	are	invalid	or
unenforceable,	or	that	the	partyagainst	whom	we	have	asserted	trademark	infringement	has	superior	rights	to	the
marks	in	question.	In	this	case,	we	could	ultimatelybe	forced	to	cease	use	of	such	trademarks.Â	RisksRelated	to
Government	RegulationsÂ	CyPathÂ®Lung	is	currently	being	offered	as	an	LDT	by	PPLS.	Should	the	FDA	disagree	that
CyPathÂ®	Lung	is	an	LDT,	or	if	theFDAâ€™s	regulatory	approach	to	LDTs	should	change	in	the	future,	our
commercialization	strategy	may	be	adversely	affected,	whichwould	negatively	affect	our	results	of	operations	and
financial	condition.Â	TheFDA	considers	an	LDT	to	be	a	test	that	is	developed,	validated,	and	performed	within	a	single
laboratory.	The	FDA	has	historically	assertedits	authority	to	regulate	LDTs	as	medical	devices	under	the	FDCA,	but	it
has	generally	exercised	enforcement	discretion	with	regard	toLDTs.	This	means	that	even	though	the	FDA	believes	it
can	impose	regulatory	requirements	on	LDTs,	such	as	requirements	to	obtain	premarketapproval,	de	novo
classification,	or	clearance	of	LDTs,	it	has	generally	chosen	not	to	enforce	those	requirements.	The	FDA	has,on
occasion,	sent	warning	letters	to	laboratories	offering	LDTs	that	the	agency	believed	were	not	eligible	for	enforcement
discretionbecause	of	how	they	were	developed,	validated,	performed,	or	marketed	and	consequent	risks	to	the
public.Â	InSeptember	2023,	the	FDA	announced	a	proposed	rule	to	ensure	the	safety	and	effectiveness	of	LDTs	by
amending	regulations	to	explicitlysay	that	IVDs	offered	as	LDTs	fall	under	the	FDCA	and	phase	out	its	general
enforcement	discretion	approach	for	most	LDTs.	The	proposedpolicy	makes	it	clear	that	the	FDA	intends	to	provide
greater	oversight	of	LDTs.	The	FDA	plans	to	finalize	its	ruling	in	April	2024	andinitiate	a	phased	implementation



process	in	which	it	will	require	laboratories	to	register	their	LDTs	and	begin	the	premarket	reviewprocess	over	the	next
four	years.	Any	future	rulemaking,	guidance,	or	other	oversight	of	LDTs	and	clinical	laboratories	that	developand
perform	them,	if	and	when	finalized,	may	affect	the	sales	of	our	products	and	how	customers	use	our	products,	and	may
require	usto	change	our	business	model	in	order	to	maintain	compliance	with	these	laws.Â	Therehave	been	numerous
legislative	proposals	to	clarify	the	FDAâ€™s	regulatory	authority	over	medical	devices.	In	2021,	two	bills
werereintroduced	in	the	U.S.	Congress:	the	Verifying	Accurate,	Leading-edge	IVCT	Development	Act	of	2020	(the
â€œVALID	Actâ€​),	whichwould	have	expressly	granted	the	FDA	authority	to	regulate	LDTs	under	a	risk-based
framework;	and	the	Verified	Innovative	Testing	inAmerican	Laboratories	Act	of	2020	(the	â€œVITAL	Actâ€​),	which
would	have	assigned	LDTs	to	regulation	solely	under	CLIA	and	wouldhave	directed	CMS	to	update	its	CLIA	regulations.
Neither	of	these	bills	were	enacted.	The	VALID	Act	was	reintroduced	in	March	2023.We	cannot	predict	if	either	of	these
bills	will	be	enacted	in	their	current	(or	any	other)	form	and	cannot	quantify	the	effect	of	thesebills	on	our
business.Â	Enactmentof	legislation	directing	FDA	to	regulate	LDTs	or	promulgation	of	new	regulations	for	LDT
oversight	by	FDA	could	materially	and	adverselyaffect	our	business,	financial	condition,	and	results	of	operations.	If
FDA	premarket	review,	classification,	or	approval	is	requiredfor	CyPathÂ®	Lung	before	we	obtain	de	novo
classification,	our	phased	strategy	for	market	entry	would	be	adverselyaffected.	Our	laboratory	licensee,	PPLS,	could	be
forced	to	stop	offering	CyPathÂ®	Lung	as	an	LDT	while	we	work	to	obtainde	novo	classification.	Our	business,	results
of	operations,	and	financial	condition	would	be	negatively	affected	unless	and	untilsuch	review	were	completed	and	our
request	for	de	novo	classification	were	granted.Â	Althoughwe	do	intend	to	conduct	clinical	trials	in	order	to	receive	de
novo	classification	from	the	FDA	as	a	Class	II	in	vitro	diagnostic,there	can	be	no	assurance	that	the	trial	will	have
favorable	results	or	that	it	will	generate	the	results	necessary	to	obtain	such	clearance.Â	Delayby	or	failure	of	the	FDA
to	grant	our	request	for	de	novo	classification,	or	failure	on	our	part	to	comply	with	applicable	requirements,would
adversely	affect	our	business,	results	of	operations,	and	financial	condition.Â	TheFDCA	requires	that	medical	devices
introduced	to	the	U.S.	market,	unless	exempted	by	regulation,	be	authorized	by	the	FDA	pursuant	toeither	the
premarket	notification	pathway,	known	as	510(k)	clearance,	the	de	novo	classification	pathway,	or	the	premarket
approval(â€œPMAâ€​)	pathway.	We	plan	to	seek	de	novo	classification	for	the	CyPathÂ®	Lung	test	in	the	second
quarterof	2026.	The	FDA	may	not	agree	that	CyPathÂ®	Lung	meets	the	criteria	for	de	novo	classification,	in	which	case
wewould	be	required	to	submit	a	PMA	to	obtain	marketing	authorization,	which	would	require	manufacturing
information	and	a	pre-approvalinspection	of	the	manufacturing	facilities	and	could	require	review	by	an	FDA	advisory
panel	comprised	of	experts	outside	the	FDA.	Anydelay	by	or	failure	of	the	FDA	to	grant	our	de	novo	request	or	PMA
could	adversely	affect	our	consolidated	revenues,	results	ofoperations	and	financial	condition.Â	Additionally,obtaining
FDA	marketing	authorization,	approval,	or	de	novo	classification	for	diagnostics	can	be	expensive,	time	consuming
anduncertain,	and	for	higher-risk	devices	can	take	several	years	and	require	detailed	and	comprehensive	scientific	and
clinical	data.	Inaddition,	medical	devices	are	subject	to	ongoing	FDA	obligations	and	continued	regulatory	oversight	and
review.	Ongoing	compliance	withFDA	regulations	increases	the	cost	of	conducting	our	business	and	subjects	us	to
heightened	regulation	by	the	FDA	and	penalties	for	failureto	comply	with	these	requirements.Â	Failureby	our
laboratory	to	comply	with	applicable	laws	pertaining	to	LDTs	or	IVDs	could	adversely	affect	our	business,	results	of
operations,and	financial	condition.Â	Theclinical	laboratory	testing	sector	is	highly	regulated	in	the	U.S.	PPLS,	our
laboratory,	is	accredited	by	CAP	and	holds	a	CLIA	certificateof	accreditation.	Any	failure	by	our	laboratory	licensee	to
comply	with	CLIA/CAP	requirements	could	result	in	adverse	findings	on	inspectionthat,	if	not	timely	corrected,	could
result	in	loss	of	accreditation	and	the	inability	to	perform	laboratory	testing.Â		25	Â		Â	Additionally,certain	states,
including	California,	Maryland,	Nevada,	Pennsylvania,	and	Rhode	Island,	require	laboratories	testing	specimens	from
theirjurisdictions	to	hold	an	out-of-state	laboratory	license	or	permit.	New	York	is	exempt	from,	and	imposes
requirements	in	addition	to,CLIA,	including	a	requirement	for	test-specific	permits	of	LDTs	before	they	can	be	used	to
test	specimens	from	patients	in	New	York.The	failure	of	our	laboratory	to	obtain	state	licenses	or	permits,	where
required,	could	interfere	with	our	strategy	for	a	national	rolloutof	CyPathÂ®	Lung.Â	ICUMedical	is	providing	the
AcapellaÂ®	Choice	Blue	device	to	assist	patients	in	expelling	sputum	out	of	the	lungs	into	a	collectioncup
noninvasively.	This	device	is	510(k)	cleared	as	a	positive	expiratory	pressure	device	to	help	mobilize	lung	secretions	in
peoplewith	certain	lung	conditions.	The	device	does	not	have	a	cleared	indication	for	use	as	a	specimen	collection
device.	Promotion	of	thedevice	by	us	or	our	partners	for	use	of	the	device	for	specimen	collection	could	cause	the	FDA
to	consider	the	device	to	be	adulteratedor	misbranded	in	violation	of	the	FDCA	and	to	require	a	510(k)	clearance	for	a
specimen	collection	indication	as	a	condition	of	distributingthe	device.	Any	disruption	to	our	ability	to	distribute	the
AcapellaÂ®	Choice	Blue	could	interfere	with	our	ability	tocollect	adequate	patient	samples	necessary	for	CyPathÂ®
Lung.Â	CyPathÂ®Lung	also	relies	on	a	proprietary	algorithm	to	develop	and	validate	software	integrated	into	the	test
procedure	that	generatesthe	quantitative	and	qualitative	diagnostic	results	that	are	included	in	the	laboratory	report.
Certain	types	of	standalone	diagnosticssoftware	are	subject	to	FDA	regulation	as	a	medical	device	(specifically,
software	as	a	medical	device	or	â€œSaMDâ€​).Some	types	of	SaMD	are	subject	to	premarket	authorization
requirements.	If	the	FDA	were	to	conclude	that	we	are	required	to	obtain	premarketauthorization	for	the	software,	our
ability	to	offer	CyPathÂ®	Lung	as	an	LDT	could	be	delayed	or	prevented,	which	wouldadversely	affect	our
business.Â	Thethird-party	licensors	of	our	future	therapeutic	products,	when	ready,	may	be	unable	to	obtain	regulatory
approval.	The	denial	or	delayof	any	such	approval	would	delay	commercialization	of	our	future	therapeutic	products
and	have	a	material	adverse	effect	on	our	potentialto	generate	revenue,	our	business,	and	our	results	of
operations.Â	Weplan	to	license	our	therapeutic	candidates	to	third	parties	for	development	including	clinical	testing,
manufacturing,	labeling,	packaging,approval,	promotion,	advertising,	storage,	recordkeeping,	marketing,	distribution,
post-approval	monitoring	and	reporting,	and	exportand	import.	These	activities	that	are	to	be	undertaken	by	third-party
licensees	of	our	future	therapeutic	products	are	subject	to	extensiveregulation	by	the	FDA	and	by	foreign	health
authorities	in	other	countries.	These	regulations	differ	from	country	to	country.	In	theU.S.,	we	are	not	permitted	to
market	our	therapeutic	product	candidates	until	we	receive	regulatory	approval	from	the	FDA.	The	processof	obtaining
regulatory	approval	is	expensive,	often	takes	many	years	following	research	and	development	and	thereafter	the
commencementof	clinical	trials,	and	can	vary	substantially	based	upon	the	type,	complexity,	and	novelty	of	the	product
candidates	involved,	as	wellas	the	target	indications	and	patient	population.	Despite	the	time	and	expense	invested	in
clinical	development	of	product	candidates,regulatory	approval	is	never	guaranteed.	For	our	licensors	to	gain	approval
to	market	our	product	candidates,	they	must	provide	clinicaldata	that	adequately	demonstrate	the	safety	and	efficacy	of
the	product	for	the	intended	indication.	We	or	any	third	party	has	not	yetobtained	regulatory	approval	to	market	any	of
our	product	candidates	in	the	U.S.	or	any	other	country.	Our	business	depends	upon	licensingour	therapeutic	products
to	third-party	pharmaceutical	companies	that	would	obtain	these	regulatory	approvals.	The	FDA	can	delay,	limit,or	deny



approval	of	these	product	candidates	for	many	reasons,	including:Â		Â		â—​	the	inability	of	our	licensors	to	satisfactorily
demonstrate	that	the	product	candidates	have	acceptable	safety	and	efficacy	profiles	for	the	requested	indication;	Â		Â	
Â		Â		â—​	the	FDAâ€™s	disagreement	with	the	trial	designs	of	our	licensors	or	the	interpretation	of	data	from	preclinical
studies	or	clinical	trials;	Â		Â		Â		Â		â—​	the	population	studied	in	the	clinical	trial	may	not	be	sufficiently	broad	or
representative	to	assess	safety	in	the	full	population	for	which	we	seek	approval;	Â		Â		Â		Â		â—​	the	licensorsâ€™
inability	to	demonstrate	that	clinical	or	other	benefits	of	our	product	candidates	outweigh	any	safety	or	other	perceived
risks;	Â		Â		Â		Â		â—​	the	FDAâ€™s	determination	that	additional	preclinical	or	clinical	trials	are	required;	Â		Â		Â		Â		â—​
the	FDAâ€™s	non-approval	of	the	formulation,	labeling,	or	specifications	of	our	product	candidates;	Â		Â		Â		Â		â—​	the
FDAâ€™s	failure	to	accept	the	manufacturing	processes,	drug	product	characteristics,	or	facilities	of	third-party
manufacturers	with	which	we	or	the	third-party	licensors	contract;	or	Â		Â		Â		Â		â—​	the	potential	for	approval	policies
or	regulations	of	the	FDA	to	significantly	change	in	a	manner	rendering	clinical	data	related	to	any	therapeutic	product
candidate	insufficient	for	approval.	Â	Evenif	clinical	testing	approval	of	any	regulatory	filing	for	our	product	candidates
eventually	is	completed,	the	FDA	may	grant	approvalcontingent	on	the	performance	of	costly	additional	post-approval
clinical	trials.	The	FDA	may	also	approve	our	product	candidates	fora	more	limited	indication	or	a	narrower	patient
population	than	the	third	party	originally	requested,	and	the	FDA	may	not	approve	thelabeling	that	we	believe	is
necessary	or	desirable	for	the	successful	commercialization	of	our	product	candidates.	If	the	FDA	requiresthe	licensors
to	narrow	the	indications	to	smaller	patient	subsets,	the	market	opportunities	for	our	product	candidates,	if
approved,and	the	ability	to	generate	revenues	and	royalties	may	be	materially	limited.	To	the	extent	the	licensors	seeks
regulatory	approval	inforeign	countries,	they	may	face	challenges	similar	to	those	described	above	with	regulatory
authorities	in	applicable	jurisdictions.Â		26	Â		Â	Obtainingand	maintaining	regulatory	approval	of	our	diagnostic	tests	or
therapeutic	product	candidates	in	one	jurisdiction	does	not	mean	thatwe	will	be	successful	in	obtaining	regulatory
approval	of	our	product	candidates	in	other	jurisdictions.	Failure	to	obtain	regulatoryapproval	in	foreign	jurisdictions
would	prevent	our	product	candidates	from	being	marketed	abroad.Â	Inaddition	to	regulations	in	the	U.S.,	to	market
and	sell	our	diagnostic	tests	and	therapeutic	products	in	the	EU,	many	Asian	countries,and	other	jurisdictions,	we	must
obtain	separate	regulatory	approvals	and	comply	with	numerous	and	varying	regulatory	requirements,	bothfrom	a
clinical	and	manufacturing	perspective.	Approval	by	the	FDA	does	not	ensure	approval	by	regulatory	or	payor
authorities	in	othercountries	or	jurisdictions,	and	approval	by	one	regulatory	or	payor	authority	outside	the	U.S.	does
not	ensure	approval	by	regulatoryauthorities	in	other	countries	or	jurisdictions	or	by	the	FDA.	However,	a	failure	or
delay	in	obtaining	regulatory	approval	in	one	jurisdictionmay	have	a	negative	effect	on	the	regulatory	approval	process
in	others.	For	example,	even	if	the	FDA	grants	marketing	authorizationof	a	diagnostic	test	or	therapeutic	product
candidate,	comparable	regulatory	authorities	in	foreign	jurisdictions	must	also	approve	themanufacturing,	marketing,
and	promotion	of	the	diagnostic	test	or	therapeutic	product	candidate	in	those	countries.	Approval	proceduresvary
among	jurisdictions	and	can	involve	requirements	and	administrative	review	periods	different	from,	and	greater	than,
those	in	theU.S.,	including	additional	preclinical	studies	or	clinical	trials	as	clinical	trials	conducted	in	one	jurisdiction
may	not	be	acceptedby	regulatory	authorities	in	other	jurisdictions.	In	many	jurisdictions	outside	the	U.S.,	a	diagnostic
test	or	therapeutic	product	candidatemust	be	approved	for	reimbursement	before	it	can	be	approved	for	sale	in	that
jurisdiction.	In	some	cases,	the	price	that	we	intend	tocharge	for	our	diagnostic	tests	or	therapeutic	products	is	also
subject	to	approval.	A	diagnostic	test	or	therapeutic	product	candidatethat	has	been	approved	for	sale	in	a	particular
country	may	not	receive	reimbursement	approval	in	that	country.	We	may	not	be	able	toobtain	approvals	from
regulatory	authorities	or	payor	authorities	outside	the	U.S.	on	a	timely	basis,	if	at	all.Â	Wemay	also	submit	marketing
applications	in	other	countries,	such	as	countries	in	Europe	or	Asia.	We	may	not	be	able	to	file	for	regulatoryapprovals
and	may	not	receive	necessary	approvals	to	commercialize	our	diagnostic	tests	or	therapeutic	products	in	any
jurisdiction.Regulatory	authorities	in	jurisdictions	outside	of	the	U.S,	have	requirements	for	approval	of	diagnostic	tests
or	therapeutic	productcandidates	with	which	we	must	comply	prior	to	marketing	in	those	jurisdictions.	Obtaining
foreign	regulatory	approvals	and	compliancewith	foreign	regulatory	requirements	could	result	in	significant	delays,
difficulties,	and	costs	for	us	and	could	delay	or	prevent	theintroduction	of	our	diagnostic	tests	or	therapeutic	products
in	certain	countries.	We	do	not	have	any	diagnostic	tests	or	therapeuticproduct	candidates	approved	for	sale	in	any
foreign	jurisdiction,	including	international	markets,	and	we	do	not	have	experience	in	obtainingregulatory	approval	in
international	markets.	If	we	are	unable	to	obtain	approval	of	any	of	our	diagnostic	tests	or	therapeutic
productcandidates	by	regulatory	or	payor	authorities	in	the	EU,	Asia,	or	elsewhere,	or	if	we	fail	to	comply	with	the
regulatory	requirementsin	foreign	jurisdictions,	the	commercial	prospects	of	that	diagnostic	test	or	therapeutic	product
candidate	may	be	significantly	diminished,and	our	target	market	will	be	reduced	and	our	ability	to	realize	the	full
market	potential	of	our	diagnostic	tests	or	therapeutic	productcandidates	will	be	harmed.Â	Evenif	we	obtain	FDA
approval	of	any	of	our	diagnostic	tests	or	therapeutic	product	candidates,	we	may	never	obtain	approval	or
commercializesuch	products	outside	of	the	United	States,	which	would	limit	our	ability	to	realize	their	full	market
potential.Â	Inorder	to	market	any	diagnostic	test	or	therapeutic	product	outside	of	the	U.S.,	we	must	establish	and
comply	with	numerous	and	varyingregulatory	requirements	of	other	countries	regarding	safety	and	efficacy.	Clinical
trials	conducted	in	one	country	may	not	be	acceptedby	regulatory	authorities	in	other	countries,	and	regulatory
approval	in	one	country	does	not	mean	that	regulatory	approval	will	be	obtainedin	any	other	country.	Approval
procedures	vary	among	countries	and	can	involve	additional	diagnostic	and	therapeutic	product	testingand	validation
and	additional	administrative	review	periods.	Seeking	foreign	regulatory	approvals	could	result	in	significant
delays,difficulties,	and	costs	for	us	and	may	require	additional	preclinical	studies	or	clinical	trials,	which	would	be
costly	and	time-consuming.Regulatory	requirements	can	vary	widely	from	country	to	country	and	could	delay	or	prevent
the	introduction	of	our	diagnostic	tests	ortherapeutic	products	in	those	countries.	Satisfying	these	and	other	regulatory
requirements	is	costly,	time	consuming,	uncertain,	andsubject	to	unanticipated	delays.	In	addition,	our	failure	to	obtain
regulatory	approval	in	any	country	may	delay	or	have	negative	effectson	the	process	for	regulatory	approval	in	other
countries.	We	do	not	have	any	diagnostic	test	or	therapeutic	product	candidate	approvedfor	sale	in	any	jurisdiction,
including	international	markets,	and	we	do	not	have	experience	in	obtaining	regulatory	approval	in
internationalmarkets.	If	we	fail	to	comply	with	regulatory	requirements	in	international	markets	or	fail	to	obtain	and
maintain	required	approvals,our	ability	to	realize	the	full	market	potential	of	our	diagnostic	tests	or	therapeutic
products	will	be	harmed.Â	Theimpact	of	recent	healthcare	reform	legislation,	other	changes	in	the	healthcare	industry,
and	in	healthcare	spending	is	currently	unknownand	may	adversely	affect	our	business	model.Â	Ourrevenue	prospects
could	be	affected	by	changes	in	healthcare	spending	and	policy	in	the	U.S.	and	abroad.	We	operate	in	a	highly
regulatedindustry,	and	new	laws,	regulations,	judicial	decisions,	or	new	interpretations	of	existing	laws,	regulations,	or
decisions	related	tohealthcare	availability,	the	method	of	delivery,	or	payment	for	healthcare	tests,	products,	and



services	could	negatively	impact	ourbusiness,	operations,	and	financial	condition.Â	Therehave	been,	and	likely	will
continue	to	be,	legislative	and	regulatory	proposals	at	the	foreign,	federal,	and	state	levels	directed	atbroadening	the
availability	of	healthcare	and	containing	or	lowering	the	cost	of	healthcare,	including	proposals	aimed	at	lowering
prescriptiondrug	prices	and	increasing	competition	for	prescription	drugs,	as	well	as	additional	regulation	on
pharmaceutical	transparency	and	reportingrequirements,	any	of	which	could	negatively	impact	our	future	profitability
and	increase	our	compliance	burden.	We	cannot	predict	theinitiatives	that	may	be	adopted	in	the	future,	including
future	challenges	or	significant	revisions	to	the	Affordable	Care	Act.	The	continuingefforts	of	the	government,	insurance
companies,	managed	care	organizations,	and	other	payors	to	contain	or	reduce	costs	of	healthcareand/or	impose	price
controls	may	adversely	affect:Â		Â		â—​	the	demand	for	our	diagnostic	tests	or	therapeutic	product	candidates,	if	we	or
our	licensors	obtain	regulatory	approval;	Â		Â		Â		Â		â—​	the	ability	to	set	a	price	that	we	believe	is	fair	for	our	diagnostic
tests	and	therapeutic	products;	Â		Â		Â		Â		â—​	the	ability	to	obtain	coverage	and	reimbursement	approval	for	a
diagnostic	test	and	therapeutic	product;	Â		Â		Â		Â		â—​	our	ability	to	generate	revenue	and	achieve	or	maintain
profitability;	Â		Â		Â		Â		â—​	the	level	of	taxes	that	we	are	required	to	pay;	and	Â		Â		Â		Â		â—​	the	availability	of	capital.	Â	
27	Â		Â	Anyreduction	in	reimbursement	from	Medicare	or	other	government	programs	may	result	in	a	similar	reduction
in	payments	from	private	payors,which	may	adversely	affect	our	future	profitability.Â	RisksRelated	to	Ownership	of	Our
Common	Stock	and	WarrantsÂ	Wedo	not	expect	to	pay	dividends	in	the	foreseeable	future.	Any	return	on	investment
may	be	limited	to	the	value	of	our	Common	Stock.Â	Wedo	not	anticipate	paying	cash	dividends	on	our	Common	Stock	in
the	foreseeable	future.	The	payment	of	dividends	on	our	Common	Stock	willdepend	on	earnings,	financial	condition,
and	other	business	and	economic	factors	affecting	it	at	such	time	as	our	Board	of	Directors(our	â€œBoardâ€​)	may
consider	relevant.	If	we	do	not	pay	dividends,	our	Common	Stock	may	be	less	valuable	because	a	return	onyour
investment	will	occur	only	if	our	stock	price	appreciates.Â	Ourwarrants	may	never	have	a	market	price	that	exceeds	the
exercise	price.Â	EachTradeable	Warrant	and	Non-Tradeable	Warrant	that	we	issued	in	our	initial	public	offering	has	an
exercise	price	of	$3.0625.	Each	commonwarrant	that	we	issued	in	March	2024	has	an	exercise	price	equal	to	$1.64.	In
the	event	our	Common	Stock	price	does	not	exceed	the	exerciseprice	of	the	warrants	during	the	period	when	they	are
exercisable,	the	warrants	may	not	have	any	value.Â	Holdersof	warrants	have	no	rights	as	stockholders	other	than	as	set
forth	in	the	warrants	until	such	holders	exercise	their	warrants	and	acquireour	shares	of	Common	Stock.Â	Untilholders
of	our	warrants	acquire	shares	of	Common	Stock	upon	exercise	thereof,	such	holders	will	have	no	rights	with	respect	to
the	sharesof	Common	Stock	underlying	the	warrants	other	than	as	set	forth	in	the	warrants.	Upon	exercise	of	the
warrants,	the	holders	will	be	titledto	exercise	the	rights	of	a	stockholder	only	as	to	matters	for	which	the	record	date
occurs	after	the	date	they	were	entered	in	the	registerof	members	of	the	Company	as	a	stockholder.Â	Thewarrant
certificates	governing	our	warrants	designate	the	state	and	federal	courts	of	the	State	of	New	York	sitting	in	the	City	of
NewYork,	Borough	of	Manhattan,	as	the	exclusive	forum	for	actions	and	proceedings	with	respect	to	all	matters	arising
out	of	the	warrants,which	could	limit	a	warrant	holderâ€™s	ability	to	choose	the	judicial	forum	for	disputes	arising	out
of	the	warrants.Â	Thewarrant	certificates	governing	our	warrants	provide	that	all	legal	proceedings	concerning	the
interpretations,	enforcement,	and	defenseof	the	transactions	contemplated	by	the	warrant	certificate	(whether	brought
against	a	party	to	the	warrant	certificate	or	their	respectiveaffiliates,	directors,	officers,	shareholders,	partners,
members,	employees,	or	agents)	shall	be	commenced	exclusively	in	the	state	andfederal	courts	sitting	in	the	City	of
New	York.	The	warrant	certificates	further	provide	that	we	and	the	warrant	holders	irrevocablysubmit	to	the	exclusive
jurisdiction	of	the	state	and	federal	courts	sitting	in	the	City	of	New	York,	Borough	of	Manhattan,	for	the	adjudicationof
any	dispute	under	the	warrant	certificate	or	in	connection	with	it	or	with	any	transaction	contemplated	by	it	or
discussed	in	it.Furthermore,	we	and	the	warrant	holders	irrevocably	waive,	and	agree	not	to	assert	in	any	suit,	action,
or	proceeding,	any	claim	thatwe	or	they	are	not	personally	subject	to	the	jurisdiction	of	any	such	court,	that	such	suit,
action,	or	proceeding	is	improper	or	isan	inconvenient	venue	for	such	proceeding.	With	respect	to	any	complaint
asserting	a	cause	of	action	arising	under	the	Securities	Actor	the	rules	and	regulations	promulgated	thereunder,	we
note,	however,	that	there	is	uncertainty	as	to	whether	a	court	would	enforcethis	provision	and	that	investors	cannot
waive	compliance	with	the	federal	securities	laws	and	the	rules	and	regulations	thereunder.Section	22	of	the	Securities
Act	creates	concurrent	jurisdiction	for	state	and	federal	courts	over	all	suits	brought	to	enforce	any	dutyor	liability
created	by	the	Securities	Act	or	the	rules	and	regulations	thereunder.	Section	27	of	the	Exchange	Act	creates
exclusivefederal	jurisdiction	over	all	suits	brought	to	enforce	any	duty	or	liability	created	by	the	Exchange	Act	or	the
rules	and	regulationsthereunder.	As	a	result,	the	exclusive	forum	provision	in	the	warrant	certificates	expressly	does
not	apply	to	suits	brought	to	enforceany	duty	or	liability	created	by	the	Exchange	Act.Â	Anyperson	or	entity	purchasing
or	otherwise	acquiring	or	holding	or	owning	(or	continuing	to	hold	or	own)	any	interest	in	any	of	our	warrantsshall	be
deemed	to	have	notice	of	and	consented	to	the	foregoing	provisions.	Although	we	believe	this	exclusive	forum	provision
benefitsus	by	providing	increased	consistency	in	the	application	of	the	governing	law	in	the	types	of	lawsuits	to	which	it
applies,	the	exclusiveforum	provision	may	limit	a	warrant	holderâ€™s	ability	to	bring	a	claim	in	a	judicial	forum	of	its
choosing	for	disputes	with	usor	any	of	our	directors,	officers,	other	employees,	stockholders,	or	others	which	may
discourage	lawsuits	with	respect	to	such	claims.Our	warrant	holders	will	not	be	deemed	to	have	waived	our	compliance
with	the	federal	securities	laws	and	the	rules	and	regulations	thereunderas	a	result	of	this	exclusive	forum	provision.
Further,	in	the	event	a	court	finds	the	exclusive	forum	provision	contained	in	our	warrantcertificates	to	be
unenforceable	or	inapplicable	in	an	action,	we	may	incur	additional	costs	associated	with	resolving	such	action	inother
jurisdictions,	which	could	harm	our	results	of	operations.Â	Ourfailure	to	file	a	registration	statement	to	register	the
shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrants	that	weissued	in	August	2024,	or	to	timely
hold	a	stockholdersâ€™	meeting	to	obtain	stockholder	approval	of	the	issuance	of	shares	of	CommonWarrant	Shares,
will	result	in	a	breach	of	the	terms	of	the	Purchase	Agreement,	Inducement	Agreement	and/or	the	Placement	Agency
Agreement,as	applicable.Â	Pursuantto	the	terms	of	each	of	the	Purchase	Agreement,	Inducement	Agreement	and/or	the
Placement	Agency	Agreement,	as	applicable.in	August	2024,we	are	obligated	to	file	a	registration	statement	to	register
the	shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrantswithin	45	days	of	the	date	of	such
agreements	and	to	use	commercially	reasonable	efforts	to	keep	the	registration	statement	effectiveat	all	times	while	the
purchasers	own	any	Common	Warrants	or	shares	of	Common	Stock	issuable	upon	exercise	of	the	Warrants.	We	are
alsoobligated	to	hold	a	stockholdersâ€™	meeting	90	days	after	the	closing	date	and,	if	approval	is	not	obtained	at	the
stockholdersâ€™meeting,	every	six	months	thereafter	seeking	approval	of	the	exercise	of	the	Private	Warrants	and	the
Inducement	Warrants	until	the	earlierof	the	date	stockholder	approval	is	obtained	or	the	Private	Warrants	and	the
Inducement	Warrants	are	no	longer	outstanding.Â		28	Â		Â	Thefinancial	and	operational	projections	that	we	may	make
from	time	to	time	are	subject	to	inherent	risks.Â	Theprojections	that	we	provide	herein	or	our	management	may	provide
from	time	to	time	(including,	but	not	limited	to,	those	relating	topotential	peak	sales	amounts,	clinical	and	regulatory



timelines,	production	and	supply	matters,	commercial	launch	dates,	and	other	financialor	operational	matters)	reflect
numerous	assumptions	made	by	management,	including	assumptions	with	respect	to	our	specific	as	well	asgeneral
business,	regulatory,	economic,	market,	and	financial	conditions	and	other	matters,	all	of	which	are	difficult	to	predict
andmany	of	which	are	beyond	our	control.	Accordingly,	there	is	a	risk	that	the	assumptions	made	in	preparing	the
projections,	or	the	projectionsthemselves,	will	prove	inaccurate.	There	may	be	differences	between	actual	and	projected
results,	and	actual	results	may	be	materiallydifferent	from	those	contained	in	the	projections.Â	Ourfailure	to	meet	the
continued	listing	requirements	of	The	Nasdaq	Capital	Market	could	result	in	a	de-listing	of	our	Common
Stock.Â	Theshares	of	our	Common	Stock	are	listed	for	trading	on	The	Nasdaq	Capital	Market	under	the	symbol
â€œBIAFâ€​	and	our	TradeableWarrants	are	listed	under	the	symbol	â€œBIAFW.â€​	If	we	fail	to	satisfy	the	continued
listing	requirements	of	The	Nasdaq	CapitalMarket,	such	as	the	corporate	governance	requirements,	the
stockholderâ€™s	equity	requirement,	or	the	minimum	closing	bid	price	requirement,The	Nasdaq	Capital	Market	may
take	steps	to	de-list	our	Common	Stock	or	Warrants.	Such	a	de-listing	or	even	notification	of	failure	tocomply	with	such
requirements	would	likely	have	a	negative	effect	on	the	price	of	our	Common	Stock	and	Warrants	and	would	impair
yourability	to	sell	or	purchase	our	Common	Stock	when	you	wish	to	do	so.	In	the	event	of	a	de-listing,	we	would	take
actions	to	restore	ourcompliance	with	The	Nasdaq	Capital	Marketâ€™s	listing	requirements,	but	we	can	provide	no
assurance	that	any	such	action	taken	byus	would	allow	our	Common	Stock	to	become	listed	again,	stabilize	the	market
price,	improve	the	liquidity	of	our	Common	Stock,	preventour	Common	Stock	from	dropping	below	The	Nasdaq	Capital
Market	minimum	bid	price	requirement,	or	prevent	future	non-compliance	with	TheNasdaq	Capital	Marketâ€™s	listing
requirements.Â	TheNational	Securities	Markets	Improvement	Act	of	1996,	which	is	a	federal	statute,	prevents	or
preempts	the	states	from	regulating	thesale	of	certain	securities,	which	are	referred	to	as	â€œcovered	securities.â€​
Because	our	Common	Stock	is	listed	on	The	NasdaqCapital	Market,	it	is	a	covered	security.	Although	the	states	are
preempted	from	regulating	the	sale	of	covered	securities,	the	federalstatute	does	allow	the	states	to	investigate
companies	if	there	is	a	suspicion	of	fraud,	and,	if	there	is	a	finding	of	fraudulent	activity,then	the	states	can	regulate	or
bar	the	sale	of	covered	securities	in	a	particular	case.	Further,	if	we	were	to	be	delisted	from	TheNasdaq	Capital
Market,	our	Common	Stock	would	cease	to	be	recognized	as	a	covered	security	and	we	would	be	subject	to	regulation
in	eachstate	in	which	we	offer	our	securities.Â	Ourstock	price	has	fluctuated	in	the	past,	has	recently	been	volatile,	and
may	be	volatile	in	the	future,	and	as	a	result,	investors	inour	Common	Stock	could	incur	substantial
losses.Â	Investorsshould	consider	an	investment	in	our	Common	Stock	risky	and	invest	only	if	they	can	withstand	a
significant	loss	and	wide	fluctuationsin	the	market	value	of	their	investment.	Investors	who	purchase	our	Common
Stock	may	not	be	able	to	sell	their	shares	at	or	above	thepurchase	price.	Our	stock	price	has	been	volatile	and	may	be
volatile	in	the	future.	The	stock	market	in	general	has	been,	and	the	marketprice	of	our	Common	Stock	or	Tradeable
Warrants	in	particular,	will	likely	be	subject	to	fluctuation,	whether	due	to,	or	irrespectiveof,	our	operating	results	and
financial	condition.	The	market	price	of	our	Common	Stock	or	Tradeable	Warrants	may	fluctuate	as	a	resultof	a	number
of	factors,	some	of	which	are	beyond	our	control,	including,	but	not	limited	to:Â		Â		â—​	actual	or	anticipated	variations
in	our	and	our	competitorsâ€™	results	of	operations	and	financial	condition;	Â		Â		Â		Â		â—​	market	acceptance	of	our
diagnostic	tests	and	therapeutic	products;	Â		Â		Â		Â		â—​	the	mix	of	products	that	we	sell	and	related	services	that	we
provide;	Â		Â		Â		Â		â—​	changes	in	earnings	estimates	or	recommendations	by	securities	analysts,	if	our	Common	Stock
is	covered	by	analysts;	Â		Â		Â		Â		â—​	development	of	technological	innovations	or	new	competitive	diagnostic	tests	or
therapeutic	products	by	others;	Â		Â		Â		Â		â—​	announcements	of	technological	innovations	or	new	diagnostic	tests	or
therapeutic	products	by	us;	Â		Â		â—​	our	failure	to	achieve	a	publicly	announced	milestone;	Â		Â		Â		Â		â—​	delays
between	our	expenditures	to	develop	and	market	new	or	enhanced	diagnostic	tests	or	therapeutic	products	and	the
generation	of	sales	from	those	diagnostic	tests	and	therapeutic	products;	Â		Â		Â		Â		â—​	developments	concerning
intellectual	property	rights,	including	our	involvement	in	litigation;	Â		Â		â—​	regulatory	developments	and	the	decisions
of	regulatory	authorities	as	to	the	approval	or	rejection	of	new	or	modified	diagnostic	tests	or	therapeutic	products;	Â	
Â		Â		Â		â—​	changes	in	the	amounts	that	we	spend	to	develop,	acquire,	or	license	new	diagnostic	tests	or	therapeutic
products,	technologies,	or	businesses;	Â		Â		Â		Â		â—​	changes	in	our	expenditures	to	promote	our	diagnostic	tests	or
therapeutic	products;	Â		Â		Â		Â		â—​	our	sale	or	proposed	sale,	or	the	sale	by	our	significant	shareholders,	of	our
Common	Stock	or	other	securities	in	the	future;	Â		Â		Â		Â		â—​	changes	in	key	personnel;	Â		Â		Â		Â		â—​	success	or
failure	of	our	research	and	development	projects	or	those	of	our	competitors;	Â		Â		Â		Â		â—​	the	trading	volume	of	our
Common	Stock;	and	Â		Â		Â		Â		â—​	general	economic	and	market	conditions	and	other	factors,	including	factors
unrelated	to	our	operating	performance.	Â		29	Â		Â	Thesefactors	and	any	corresponding	price	fluctuations	may
materially	and	adversely	affect	the	market	price	of	our	Common	Stock	or	TradeableWarrants	and	result	in	substantial
losses	being	incurred	by	our	investors.	In	the	past,	following	periods	of	market	volatility,	publiccompany	shareholders
have	often	instituted	securities	class	action	litigation.	If	we	were	involved	in	securities	litigation,	it	couldimpose	a
substantial	cost	upon	us	and	divert	the	resources	and	attention	of	our	management	from	our	business.Â	OurCommon
Stock	has	often	been	thinly	traded,	so	investors	may	be	unable	to	sell	at	or	near	ask	prices	or	at	all	if	investors	need	to
sellshares	to	raise	money	or	otherwise	desire	to	liquidate	their	shares.Â	Todate,	there	have	been	many	days	on	which
limited	trading	of	our	Common	Stock	took	place.	We	cannot	predict	the	extent	to	which	investorsâ€™interests	will	lead
to	an	active	trading	market	for	our	Common	Stock	or	whether	the	market	price	of	our	Common	Stock	will	be	volatile.If
an	active	trading	market	does	not	develop,	investors	may	have	difficulty	selling	our	Common	Stock.	We	are	likely	to	be
too	small	toattract	the	interest	of	many	brokerage	firms	and	analysts.	We	cannot	give	investors	any	assurance	that	an
active	public	trading	marketfor	our	Common	Stock	will	develop	or	be	sustained.	The	market	price	of	our	Common	Stock
could	be	subject	to	wide	fluctuations	in	responseto	quarterly	variations	in	our	revenues	and	operating	expenses,
announcements	of	new	products	or	services	by	us,	significant	sales	ofour	Common	Stock,	including	â€œshortâ€​	sales,
the	operating	and	stock	price	performance	of	other	companies	that	investors	maydeem	comparable	to	us,	and	news
reports	relating	to	trends	in	our	markets	or	general	economic	conditions.Â	Aninvestment	in	our	Company	may	involve
tax	implications,	and	you	are	encouraged	to	consult	your	own	advisors	as	neither	we	nor	any	relatedparty	is	offering
any	tax	assurances	or	guidance	regarding	our	Company	or	your	investment.Â	Theformation	of	our	Company,	as	well	as
an	investment	in	our	Company	generally,	involves	complex	federal,	state,	and	local	income	tax	considerations.Neither
the	Internal	Revenue	Service	nor	any	state	or	local	taxing	authority	has	reviewed	the	transactions	described	herein	and
may	takedifferent	positions	than	the	ones	contemplated	by	management.	You	are	strongly	urged	to	consult	your	own
tax	and	other	advisors	priorto	investing,	as	neither	we	nor	any	of	our	officers,	directors,	or	related	parties	can	offer	tax
or	similar	advice,	nor	are	any	suchpersons	making	any	representations	and	warranties	regarding	such
matters.Â	Ourability	to	use	our	net	operating	loss	carryforwards	and	certain	other	tax	attributes	may	be
limited.Â	UnderSection	382	of	the	Internal	Revenue	Code	of	1986,	as	amended,	if	a	corporation	undergoes	an



â€œownership	changeâ€​	(generallydefined	as	a	greater	than	50%	change	(by	value)	in	its	equity	ownership	over	a
three-year	period),	the	corporationâ€™s	ability	touse	its	pre-change	net	operating	loss	carryforwards	and	other	pre-
change	tax	attributes	(such	as	research	tax	credits)	to	offset	itspost-change	income	may	be	limited.	We	may	experience
ownership	changes	in	the	future	as	a	result	of	subsequent	shifts	in	our	stock	ownership,including	the	completion	of	any
offering	taken	together	with	other	transactions	we	may	consummate	in	the	succeeding	three-year	period.As	a	result,	if
we	earn	net	taxable	income,	our	ability	to	use	our	pre-change	net	operating	loss	carryforwards	to	offset	U.S.
federaltaxable	income	may	be	subject	to	limitations,	which	potentially	could	result	in	increased	future	tax
liability.Â	OurCertificate	of	Incorporation	permits	â€œblank	checkâ€​	Preferred	Stock,	which	can	be	designated	by	our
Board	without	stockholderapproval.Â	Weare	authorized	to	issue	20,000,000	shares	of	Preferred	Stock.	The	shares	of
our	Preferred	Stock	may	be	issued	from	time	to	time	in	oneor	more	series,	each	of	which	shall	have	a	distinctive
designation	or	title	as	is	determined	by	our	Board	prior	to	the	issuance	of	anyshares	thereof.	The	Preferred	Stock	may
have	such	voting	powers,	full,	enhanced	or	limited,	or	no	voting	powers,	and	such	preferencesand	relative,
participating,	optional,	or	other	special	rights	and	such	qualifications,	limitations,	or	restrictions	thereof	as	adoptedby
the	Board,	which	may	include	enhanced	dividend	rights,	rights	of	redemption,	sinking	funds	to	pay	dividends,
liquidation,	and	otherrights	that	would	be	different	than,	and	preferential	to,	the	rights	of	the	Common	Stockholders.
Because	our	Board	is	able	to	designatethe	powers	and	preferences	of	the	Preferred	Stock	without	the	vote	of	a	majority
of	our	stockholders,	Common	Stockholders	will	have	nocontrol	over	what	designations	and	preferences	our	Preferred
Stock	will	have.	If	Preferred	Stock	is	designated	and	issued,	then	dependingupon	the	designation	and	preferences,	the
holders	of	the	Preferred	Stock	may	exercise	voting	control.	As	a	result,	our	stockholders	wouldhave	no	control	over	the
operations	of	our	Company.Â	Provisionsin	our	corporate	charter	documents	and	under	Delaware	law	could	make	an
acquisition	of	the	Company,	which	may	be	beneficial	to	our	stockholders,more	difficult	and	may	prevent	attempts	by
our	stockholders	to	replace	or	remove	our	current	management.Â	Provisionsin	our	certificate	of	incorporation,	as
amended	(our	â€œCharterâ€​)	and	amended	and	restated	bylaws	(â€œA&R	Bylawsâ€​)may	discourage,	delay	or	prevent
a	merger,	acquisition,	or	other	change	in	control,	that	stockholders	may	consider	favorable,	includingtransactions	in
which	you	might	otherwise	receive	a	premium	for	your	shares.	These	provisions	also	could	limit	the	price	that
investorsmight	be	willing	to	pay	in	the	future	for	shares	of	our	Common	Stock,	thereby	depressing	the	market	price	of
our	Common	Stock.	In	addition,because	our	Board	is	responsible	for	appointing	the	members	of	our	management	team,
these	provisions	may	frustrate	or	prevent	any	attemptsby	our	stockholders	to	replace	or	remove	our	current
management	by	making	it	more	difficult	for	stockholders	to	replace	members	of	ourBoard.	Among	other	things,	these
provisions:Â		Â		â—​	allow	the	authorized	number	of	our	directors	to	be	changed	only	by	resolution	of	our	Board;	Â		Â		Â	
Â		â—​	establish	advance	notice	requirements	for	stockholder	proposals	that	can	be	acted	on	at	stockholder	meetings
and	nominations	to	our	Board;Â		30	Â		Â		Â		â—​	require	that	stockholder	actions	must	be	effected	at	a	duly	called
stockholder	meeting	and	prohibit	actions	by	our	stockholders	by	written	consent;	Â		Â		Â		Â		â—​	prohibit	our
stockholders	from	calling	a	special	meeting	of	our	stockholders;	and	Â		Â		Â		Â		â—​	authorize	our	Board	to	issue
Preferred	Stock	without	stockholder	approval,	which	could	be	used	to	institute	a	stockholder	rights	plan,	or	so-called
â€œpoison	pill,â€​	that	would	work	to	dilute	the	stock	ownership	of	a	potential	hostile	acquirer,	effectively	preventing
acquisitions	that	have	not	been	approved	by	our	Board.	Â	Moreover,because	we	are	incorporated	in	Delaware,	we	are
governed	by	the	provisions	of	Section	203	of	the	Delaware	General	Corporation	Law	(theâ€œDGCLâ€​),	which	prohibits
a	person	who	owns	15%	or	more	of	our	outstanding	voting	stock	from	merging	or	combining	with	usfor	a	period	of
three	years	after	the	date	of	the	transaction	in	which	the	person	acquired	15%	or	more	of	our	outstanding	voting
stock,unless	the	merger	or	combination	is	approved	in	a	prescribed	manner.	These	provisions	could	discourage
potential	acquisition	proposalsand	could	delay	or	prevent	a	change	in	control	transaction.	They	could	also	have	the
effect	of	discouraging	others	from	making	tenderoffers	for	our	Common	Stock,	including	transactions	that	may	be	in
your	best	interests.	These	provisions	may	also	prevent	changes	inour	management	or	limit	the	price	that	investors	are
willing	to	pay	for	our	stock.Â	Certainprovisions	in	our	Charter	and	A&R	Bylaws	could	make	a	merger,	tender	offer,	or
proxy	contest	difficult,	thereby	depressing	the	tradingprice	of	our	Common	Stock.Â	OurCharter	and	A&R	Bylaws
contain	provisions	that	could	depress	the	trading	price	of	our	Common	Stock	by	acting	to	discourage,	delay,or	prevent
a	change	of	control	of	our	Company	or	changes	in	our	management	that	the	stockholders	of	our	Company	may	deem
advantageous.These	provisions	include	the	following:Â		Â		â—​	permit	the	Board	to	establish	the	number	of	directors	and
fill	any	vacancies	and	newly	created	directorships;	Â		Â		Â		Â		â—​	authorize	the	issuance	of	â€œblank	checkâ€​	preferred
stock	that	our	Board	could	use	to	implement	a	stockholder	rights	plan;	Â		Â		â—​	prohibit	stockholders	from	calling
special	meetings	of	stockholders;	Â		Â		Â		Â		â—​	prohibit	stockholder	action	by	written	consent,	which	requires	all
stockholder	actions	to	be	taken	at	a	meeting	of	our	stockholders;	Â		Â		Â		Â		â—​	provide	that	the	Board	is	expressly
authorized	to	adopt,	amend,	alter,	or	repeal	our	bylaws;	Â		Â		Â		Â		â—​	restrict	the	forum	for	certain	litigation	against	us
to	Delaware;	and	Â		Â		Â		Â		â—​	establish	advance	notice	requirements	for	nominations	for	election	to	our	Board	or	for
proposing	matters	that	can	be	acted	upon	by	stockholders	at	annual	stockholder	meetings.	Â	Anyprovision	in	our
Charter	or	A&R	Bylaws	that	has	the	effect	of	delaying	or	deterring	a	change	in	control	could	limit	the	opportunityfor
our	stockholders	to	receive	a	premium	for	their	shares	of	our	Common	Stock	and	could	also	affect	the	price	that	some
investors	arewilling	to	pay	for	our	Common	Stock.Â	Certainprovisions	of	the	DGCL	may	have	anti-takeover	effects	that
could	delay,	defer,	or	discourage	another	party	from	acquiring	control	ofthe	Company,	prevent	changes	in	our	Board	or
management,	and	make	certain	transactions	more	challenging	that	stockholders	might	otherwisebelieve	to	be	in	their
best	interests.Â	Weare	subject	to	the	provisions	of	Section	203	of	the	DGCL,	which	generally	prohibits	us	from
engaging	in	a	â€œbusiness	combination,â€​meaning	a	merger,	asset	sale,	or	other	transaction	resulting	in	a
stockholderâ€™s	financial	benefit,	with	an	â€œinterested	stockholderâ€​for	a	three-year	period	following	the	time	that
such	stockholder	becomes	an	interested	stockholder,	unless	the	business	combination	isapproved	in	a	manner
prescribed	by	Section	203.	Section	203	defines	an	â€œinterested	stockholderâ€​	as	a	person	who,	togetherwith	affiliates
and	associates,	owns,	or	within	three	years	did	own,	15%	or	more	of	a	corporationâ€™s	outstanding	voting	stock.
Theseprovisions	may	have	the	effect	of	delaying,	deferring,	or	preventing	changes	in	control	of	our	Company	and	of
averting	changes	in	ourBoard	or	management.	They	are	expected	to	discourage	certain	types	of	coercive	takeover
practices	and	inadequate	takeover	bids,	and	asa	consequence,	they	might	also	inhibit	temporary	fluctuations	in	the
market	price	of	our	Common	Stock	that	often	result	from	actual	orrumored	hostile	takeover	attempts.	These	provisions
could	make	it	more	difficult	to	accomplish	transactions	that	stockholders	might	otherwisedeem	to	be	in	their	best
interests.Â	OurCharter	designates	a	state	or	federal	court	located	within	the	state	of	Delaware	as	the	exclusive	forum
for	substantially	all	disputesbetween	us	and	our	stockholders,	which	could	limit	our	stockholdersâ€™	ability	to	choose
the	judicial	forum	for	disputes	with	usor	our	directors,	officers,	or	employees.Â	OurCharter	provides	that,	unless	we



consent	in	writing	to	the	selection	of	an	alternative	forum,	to	the	fullest	extent	permitted	by	law,the	sole	and	exclusive
forum	for	(1)	any	derivative	action	or	proceeding	brought	on	our	behalf,	(2)	any	action	asserting	a	claim	of	breachof	a
fiduciary	duty	owed	by	any	of	our	directors,	officers,	stockholders,	or	employees	to	us	or	our	stockholders,	or	(3)	any
action	assertinga	claim	arising	pursuant	to	any	provision	of	the	DGCL,	our	Charter,	or	our	A&R	Bylaws	or	as	to	which
the	DGCL	confers	jurisdictionon	the	Court	of	Chancery	of	the	State	of	Delaware,	shall	be	the	Court	of	Chancery	of	the
State	of	Delaware	(or,	if	the	Court	of	Chancerydoes	not	have	jurisdiction,	the	federal	district	court	for	the	District	of
Delaware)	in	all	cases	subject	to	the	court	having	jurisdictionover	indispensable	parties	named	as	defendants.	These
exclusive-forum	provisions	do	not	apply	to	claims	under	the	Securities	Act.Â		31	Â		Â	Section27	of	the	Exchange	Act
creates	exclusive	federal	jurisdiction	over	all	suits	brought	to	enforce	any	duty	or	liability	created	by	theExchange	Act
or	the	rules	and	regulations	thereunder.	As	a	result,	the	exclusive	forum	provision	will	not	apply	to	suits	brought	to
enforceany	duty	or	liability	created	by	the	Exchange	Act	or	any	other	claim	for	which	the	federal	courts	have	exclusive
jurisdiction.	Section22	of	the	Securities	Act	creates	concurrent	jurisdiction	for	federal	and	state	courts	over	all	suits
brought	to	enforce	any	duty	or	liabilitycreated	by	the	Securities	Act	or	the	rules	and	regulations	thereunder.	However,
our	Charter	and	our	A&R	Bylaws	contain	a	federalforum	provision	which	provides	that	unless	we	consent	in	writing	to
the	selection	of	an	alternative	forum,	the	federal	district	courtsof	the	U.S.	will	be	the	exclusive	forum	for	the	resolution
of	any	complaint	asserting	a	cause	of	action	arising	under	the	SecuritiesAct.	We	note,	however,	that	there	is	uncertainty
as	to	whether	a	court	would	enforce	this	provision	and	that	investors	cannot	waive	compliancewith	the	federal
securities	laws	and	the	rules	and	regulations	thereunder.Â	Anyperson	or	entity	purchasing	or	otherwise	acquiring	any
interest	in	any	of	our	securities	shall	be	deemed	to	have	notice	of	and	consentedto	this	provision.	This	exclusive	forum
provision	may	limit	a	stockholderâ€™s	ability	to	bring	a	claim	in	a	judicial	forum	of	itschoosing	for	disputes	with	us	or
our	directors,	officers,	or	other	employees,	which	may	discourage	lawsuits	against	us	and	our	directors,officers,	and
other	employees.	If	a	court	were	to	find	the	exclusive	forum	provision	in	our	Charter	to	be	inapplicable	or
unenforceablein	an	action,	we	may	incur	additional	costs	associated	with	resolving	the	dispute	in	other	jurisdictions,
which	could	harm	our	resultsof	operations.Â	Certainlimitation-of-liability	and	indemnification	provisions	in	our	Charter
and	A&R	Bylaws	may	discourage	stockholders	from	bringing	alawsuit	against	our	directors	and	officers	for	breaches	of
their	fiduciary	duties,	may	reduce	the	likelihood	of	derivative	litigationagainst	our	directors	and	officers,	even	though
an	action,	if	successful,	might	benefit	the	Company	and	other	stockholders,	and	may	adverselyimpact	stockholdersâ€™
investments	to	the	extent	that	the	Company	pays	the	costs	of	settlement	and	damage	awards	against	directorsand
officers	as	required	by	these	indemnification	provisions.Â	OurCharter	contains	provisions	that	limit	the	liability	of	our
directors	for	monetary	damages	to	the	fullest	extent	permitted	by	the	DGCL.Consequently,	our	directors	will	not	be
personally	liable	to	us	or	our	stockholders	for	monetary	damages	for	any	breach	of	fiduciaryduties	as	directors,	except
liability	for:Â		Â		â—​	any	breach	of	the	directorâ€™s	duty	of	loyalty	to	us	or	our	stockholders;	Â		Â		Â		Â		â—​	any	act	or
omission	not	in	good	faith	or	that	involves	intentional	misconduct	or	a	knowing	violation	of	law;	Â		Â		Â		Â		â—​	unlawful
payments	of	dividends	or	unlawful	stock	repurchases	or	redemptions	as	provided	in	Section	174	of	the	DGCL;	or	Â		Â	
Â		Â		â—​	any	transaction	from	which	the	director	derived	an	improper	personal	benefit.	Â	OurCharter	and	our	A&R
Bylaws	require	us	to	indemnify	our	directors	and	officers	and	allow	us	to	indemnify	other	employees	and	agentsto	the
fullest	extent	permitted	by	the	DGCL.	Subject	to	certain	limitations	and	limited	exceptions,	our	Charter	and	A&R
Bylaws	alsorequire	us	to	advance	expenses	incurred	by	our	directors	and	officers	for	the	defense	of	any	action	for
which	indemnification	is	requiredor	permitted.Â	Whilewe	believe	that	including	the	limitation-of-liability	and
indemnification	provisions	in	our	Charter,	A&R	Bylaws,	and	indemnificationagreements	is	necessary	to	attract	and
retain	qualified	persons	such	as	directors,	officers,	and	key	employees,	those	provisions	maydiscourage	stockholders
from	bringing	a	lawsuit	against	our	directors	and	officers	for	breaches	of	their	fiduciary	duties.	They	may	alsoreduce
the	likelihood	of	derivative	litigation	against	our	directors	and	officers,	even	though	an	action,	if	successful,	might
benefitus	and	other	stockholders.	Further,	a	stockholderâ€™s	investment	may	be	adversely	affected	to	the	extent	that
we	pay	the	costs	ofsettlement	and	damage	awards	against	directors	and	officers	as	required	by	these	indemnification
provisions.Â	Ourmanagement	collectively	owns	a	substantial	percentage	of	our	Common	Stock.Â	Basedon	the
provisions	for	determining	beneficial	ownership	in	accordance	with	Rule	13d-3	and	Item	403	of	Regulation	S-K	under
the	ExchangeAct,	as	of	September	9,	2024,	our	officers	and	directors	own	or	exercise	control	of	approximately	33.35%
of	the	votingpower	of	our	outstanding	Common	Stock.	As	a	result,	investors	may	be	prevented	from	affecting	matters
involving	our	Company,	including:Â		Â		â—​	the	composition	of	our	Board	and,	through	it,	any	determination	with
respect	to	our	business	direction	and	policies,	including	the	appointment	and	removal	of	officers;	Â		Â		Â		Â		â—​	any
determinations	with	respect	to	mergers	or	other	business	combinations;	Â		Â		Â		Â		â—​	our	acquisition	or	disposition	of
assets;	and	Â		Â		Â		Â		â—​	our	corporate	financing	activities.	Â	Furthermore,this	concentration	of	voting	power	could
have	the	effect	of	delaying,	deterring,	or	preventing	a	change	of	control	or	other	businesscombination	that	might
otherwise	be	beneficial	to	our	stockholders.	This	significant	concentration	of	share	ownership	may	also	adverselyaffect
the	trading	price	for	our	Common	Stock	because	investors	may	perceive	disadvantages	in	owning	stock	in	a	company
that	is	controlledby	a	small	number	of	stockholders.Â		32	Â		Â	Ifsecurities	or	industry	analysts	do	not	publish	research
or	publish	inaccurate	or	unfavorable	research	about	our	business,	our	stock	priceand	trading	volume	could
decline.Â	Thetrading	market	for	our	Common	Stock	will	depend	in	part	on	the	research	and	reports	that	securities	or
industry	analysts	publish	aboutus	or	our	business.	Securities	and	industry	analysts	do	not	currently,	and	may	never,
publish	research	on	our	Company.	If	no	or	onlyvery	few	securities	analysts	commence	coverage	of	us,	or	if	industry
analysts	cease	coverage	of	us,	the	trading	price	for	our	CommonStock	would	be	negatively	affected.	If	one	or	more	of
the	analysts	who	cover	us	downgrade	our	Common	Stock	or	publish	inaccurate	or	unfavorableresearch	about	our
business,	our	Common	Stock	price	would	likely	decline.	If	one	or	more	of	these	analysts	cease	coverage	of	us	or	failto
publish	reports	on	us	regularly,	demand	for	our	Common	Stock	could	decrease,	which	might	cause	our	Common	Stock
price	and	tradingvolume	to	decline.Â	Ifwe	fail	to	establish	and	maintain	an	effective	system	of	internal	control	or
disclosure	controls	and	procedures	are	not	effective,	wemay	not	be	able	to	report	our	financial	results	accurately	and
timely	or	to	prevent	fraud.	Any	inability	to	report	and	file	our	financialresults	accurately	and	timely	could	harm	our
reputation	and	adversely	impact	the	trading	price	of	our	Common	Stock.Â	Effectiveinternal	controls	are	necessary	for
us	to	provide	reliable	financial	reports	and	effectively	prevent	fraud.	Section	404	of	the	Sarbanes-OxleyAct	of	2002
(â€œSOXâ€​)	requires	us	to	evaluate	and	report	on	our	internal	controls	over	financial	reporting	and,	depending	onour
future	growth,	may	require	our	independent	registered	public	accounting	firm	to	annually	attest	to	our	evaluation,	as
well	as	issueits	own	opinion	on	our	internal	controls	over	financial	reporting.	The	process	of	implementing	and
maintaining	proper	internal	controlsand	complying	with	Section	404	is	expensive	and	time	consuming.	We	cannot	be
certain	that	the	measures	we	will	undertake	will	ensurethat	we	will	maintain	adequate	controls	over	our	financial



processes	and	reporting	in	the	future.	Furthermore,	if	we	are	able	to	rapidlygrow	our	business,	the	internal	controls
that	we	will	need	may	become	more	complex,	and	significantly	more	resources	will	be	requiredto	ensure	our	internal
controls	remain	effective.	Failure	to	implement	required	controls	or	difficulties	encountered	in	their
implementationcould	harm	our	operating	results	or	cause	us	to	fail	to	meet	our	reporting	obligations.	If	we	or	our
auditors	discover	a	material	weaknessin	our	internal	controls,	the	disclosure	of	that	fact,	even	if	the	weakness	is	quickly
remedied,	could	diminish	investorsâ€™	confidencein	our	financial	statements	and	harm	our	stock	price.	In	addition,
non-compliance	with	Section	404	could	subject	us	to	a	variety	of	administrativesanctions,	including	the	suspension	of
trading,	ineligibility	for	future	listing	on	one	of	the	Nasdaq	Stock	Markets	or	national	securitiesexchanges,	and	the
inability	of	registered	broker-dealers	to	make	a	market	in	our	Common	Stock,	which	may	reduce	our	stock	price.Â		33
Â		Â	THEPRIVATE	PLACEMENTSÂ	WarrantInducement	Private	PlacementÂ	OnAugust	2,	2024,	we	entered	into	the
Inducement	Agreement	with	the	Warrant	Inducement	Holders	that	had	previously	purchased	warrants	topurchase
shares	of	our	Common	Stock	in	a	private	placement	offering	that	closed	on	March	8,	2024	(the	â€œExisting
Warrantsâ€​).Pursuant	to	the	Inducement	Agreement,	the	Warrant	Inducement	Holders	agreed	to	exercise	for	cash	the
Existing	Warrants	to	purchase	upto	an	aggregate	of	1,041,667	shares	of	Common	Stock,	at	the	lower	exercise	price	of
$1.25	per	share	(reduced	from	the	initial	exerciseprice	of	$1.64	per	share).	The	offer	and	resale	of	the	shares	of
Common	Stock	underlying	the	Existing	Warrants	(the	â€œExisting	WarrantSharesâ€​)	was	registered	pursuant	to	our
registration	statement	Form	S-1	(File	No.	333-278512).Â	Thetransactions	contemplated	by	the	Inducement	Agreement
closed	on	August	5,	2024.	We	received	aggregate	gross	proceeds	of	approximately$1.3	million	for	the	exercise	of	the
Existing	Warrants,	before	deducting	placement	agent	fees	and	other	expenses	payable	by	us.Â	Inconsideration	of	the
Warrant	Inducement	Holdersâ€™	immediate	exercise	of	the	Existing	Warrants	(the	â€œExisting	Warrant	Exerciseâ€​),at
the	exercise	price	of	$1.25	per	share,	in	accordance	with	the	Inducement	Agreement,	we	issued	to	the	Warrant
Inducement	Holders	newwarrants	to	purchase	an	aggregate	of	1,302,082	shares	of	Common	Stock,	equal	to	125%	of
the	number	of	Existing	Warrant	Shares,	at	anexercise	price	of	$1.50	per	share.	The	issuance	of	the	Inducement
Warrants	and	the	Inducement	Warrant	Shares	issuable	upon	exercise	ofthe	Inducement	Warrants	were	not	registered
under	the	Securities	Act.	This	registration	statements	registers	the	resale	of	the	InducementWarrant	Shares.	The
Inducement	Warrants	will	be	exercisable	commencing	on	the	effective	date	of	stockholder	approval	of	the	issuanceof
the	Inducement	Warrant	Shares	issuable	upon	exercise	of	the	Inducement	Warrants	(the	â€œInducement	Stockholder
Approval	Dateâ€​)and	will	expire	on	the	fifth	anniversary	of	the	Inducement	Stockholder	Approval	Date.Â	Weagreed	in
the	Inducement	Agreement	to	file	a	registration	statement	on	Form	S-1	to	register	the	resale	of	the	Inducement
Warrant	Sharesas	soon	as	practicable	(and	in	any	event	within	45	calendar	days	following	the	date	of	the	Inducement
Agreement)	and	to	use	commerciallyreasonable	efforts	to	have	such	registration	statement	effective	at	all	times	until	no
Inducement	Warrant	Holder	owns	any	InducementWarrants	or	Inducement	Warrant	Shares.Â	WallachBethserved	as
our	exclusive	financial	advisor	in	connection	with	the	Existing	Warrant	Exercise	and	other	transactions	described	in	the
InducementAgreement.	Pursuant	to	the	terms	of	an	engagement	letter,	we	agreed	to:	(i)	pay	to	WallachBeth	a	cash	fee
equal	to	8.0%	of	the	aggregategross	proceeds	received	from	the	Warrant	Inducement	Holders	upon	exercise	of	the
Existing	Warrants,	and	(ii)	issue	to	WallachBeth	orits	designees	the	Inducement	Advisor	Warrants	to	purchase	up	to
39,062	shares	of	Common	Stock	which	is	equal	to	3.0%	of	the	aggregatenumber	of	Inducement	Warrant	Shares.	The
Inducement	Advisor	Warrants	have	substantially	the	same	terms	as	the	Inducement	Warrants,	includingthat	the
Inducement	Advisor	Warrants	have	an	exercise	price	equal	to	$1.50	per	share,	except	that	they	were	immediately
exercisable	andexpire	on	the	five-year	anniversary	of	the	date	of	issuance.Â	RegisteredDirect	Offering	and	August	2024
Private	PlacementÂ	OnAugust	2,	2024,	we	entered	into	the	Purchase	Agreement	with	the	Investor	pursuant	to	which	we
issued	to	the	Investor,	(i)	in	a	registereddirect	offering,	360,000	shares	of	Common	Stock	(the	â€œSharesâ€​),	and	(ii)	in
the	August	2024	Private	Placement,	Private	Warrantsto	purchase	an	aggregate	of	450,000	shares	of	Common	Stock
with	an	exercise	price	of	$1.50.	Such	registered	direct	offering	and	August2024	Private	Placement	are	collectively
referred	to	herein	as	the	â€œAugust	Offering.â€​Â	Wereceived	aggregate	gross	proceeds	from	the	August	Offering	of
approximately	$450,000,	before	deducting	fees	payable	to	WallachBethas	placement	agent	and	other	estimated	offering
expenses	payable	by	us.	The	Shares	were	offered	by	us	pursuant	to	a	shelf	registrationstatement	on	Form	S-3	(File	No.
333-275608),	which	was	declared	effective	by	the	Securities	and	Exchange	Commission	on	November	27,	2023.The
issuance	of	the	Private	Warrants	and	the	Private	Warrant	Shares	were	not	registered	under	the	Securities	Act.	The
Private	Warrantswill	be	exercisable	commencing	on	the	effective	date	of	stockholder	approval	of	the	issuance	of	the
Private	Warrant	Shares	issuable	uponexercise	of	the	Private	Warrants	(the	â€œPrivate	Warrant	Stockholder	Approval
Dateâ€​	and	together	with	the	Inducement	StockholderApproval	Date,	the	â€œStockholder	Approval	Dateâ€​)	and	will
expire	on	the	fifth	anniversary	of	the	Private	Warrant	StockholderApproval	Date.Â	Pursuantto	the	terms	of	the	Purchase
Agreement,	until	45	days	following	the	closing	date	of	the	August	Offering	(the	â€œAugust	Closing	Dateâ€​),we	agreed
not	to	issue	(or	enter	into	any	agreement	to	issue)	any	shares	of	Common	Stock	or	Common	Stock	Equivalents	(as
defined	in	thePurchase	Agreement),	subject	to	certain	exceptions.	We	further	agreed	not	to	enter	into	an	agreement
involving	any	Variable	Rate	Transaction(as	defined	in	the	Purchase	Agreement)	until	twelve	(12)	months	following	the
August	Closing	Date,	provided	however,	that	the	prohibitionon	â€œat	the	market	offeringsâ€​	shall	expire	on	the	six-
month	anniversary	of	the	August	Closing	Date.	In	addition,	each	of	ourofficers	and	directors	have	entered	into	lock-up
agreements	with	us	pursuant	to	which	each	of	them	has	agreed	not	to,	for	a	period	of60	days	from	the	August	Closing
Date,	offer,	sell,	transfer	or	otherwise	dispose	of	our	securities,	subject	to	certain	exceptions.Â	WallachBethacted	as	the
placement	agent	on	a	â€œreasonable	best	effortsâ€​	basis	in	connection	with	the	August	Offering	and	pursuant	tothe
Placement	Agency	Agreement	and	received	a	cash	fee	of	8.0%	of	the	aggregate	gross	proceeds	paid	to	us	for	the
securities	sold	inthe	August	Offering	and	reimbursement	of	certain	out-of-pocket	expenses	up	to	a	maximum	of	$75,000.
As	additional	compensation	to	WallachBeth,in	connection	with	the	August	Offering,	we	issued	the	Placement	Agent
Warrants	to	purchase	an	aggregate	of	10,800	shares	of	Common	Stock,which	was	equal	to	3.0%	of	the	number	of
Shares	issued	in	the	registered	direct	offering,	at	an	exercise	price	per	share	equal	to	$1.50.The	Placement	Agent
Warrants	have	substantially	the	same	terms	as	the	Private	Warrants,	including	that	the	Placement	Agent	Warrants
havean	exercise	price	equal	to	$1.50	per	share,	except	that	they	were	immediately	exercisable	upon	issuance	and
expire	on	the	five-year	anniversaryof	the	date	of	issuance.Â		34	Â		Â	Inaddition,	pursuant	to	the	terms	of	the	Placement
Agency	Agreement:	(a)	WallachBeth	has	a	right	of	first	refusal	for	a	period	of	six	monthsafter	the	closing	of	the	August
Offering	to	participate	in	each	and	every	future	public	and	private	equity	and	debt	offerings	of	ours,or	any	successor	to
or	any	subsidiary	of	ours	in	any	U.S.	stock	exchange	during	such	six	month	period,	and	(b)	if	we	within	12	monthsafter
the	closing	of	the	August	Offering,	effect	a	sale	of	any	securities	with	a	party	first	introduced	by	the	WallachBeth	in
connectionwith	the	August	Offering,	we	will	pay	to	WallachBeth	the	same	cash	discount	and	percentage	of	Inducement



Advisor	Warrants	set	forth	aboveupon	the	completion	of	such	transaction.Â	Pursuantto	the	Purchase	Agreement,	we
agreed	to	file	a	resale	registration	statement	on	Form	S-1	to	register	the	resale	of	the	Private	WarrantShares	as	soon	as
practicable	(and	in	any	event	within	45	calendar	days	following	the	date	of	the	Purchase	Agreement),	and	to	use
commerciallyreasonable	efforts	to	have	such	registration	statement	declared	effective	by	the	Commission	and	to	keep
such	registration	statement	effectiveat	all	times	until	the	Investor	no	longer	owns	any	Private	Warrants	or	Private
Warrant	Shares.	Pursuant	to	the	Placement	Agency	Agreement,the	Company	agreed	to	file	a	resale	registration
statement	on	Form	S-1	to	register	the	resale	of	the	Placement	Agent	Warrant	Shares.Â	Termsof	the	Inducement
Warrants	and	the	Private	WarrantsÂ	TheInducement	Warrants	and	the	Private	Warrants	(collectively,	the	â€œAugust
Warrantsâ€​)	are	exercisable	commencing	on	the	effectivedate	of	the	Stockholder	Approval	Date	and	will	expire	on	the
fifth	anniversary	of	the	Stockholder	Approval	Date.	We	have	agreed	to	holda	special	meeting	of	stockholders	at	the
earliest	practicable	date	after	the	August	Closing	Date,	but	in	no	event	later	than	90	daysafter	August	5,	2024	for	the
purpose	of	obtaining	Stockholder	Approval	(as	defined	below),	if	required	to	effect	the	purpose	thereof,with	the
recommendation	of	the	Companyâ€™s	Board	of	Directors	that	such	proposal	be	approved,	and	we	shall	solicit	proxies
from	ourstockholders	in	connection	therewith	in	the	same	manner	as	all	other	management	proposals	in	such	proxy
statement	and	all	management-appointedproxyholders	shall	vote	their	proxies	in	favor	of	such	proposal.	We	agreed	to
use	our	reasonable	best	efforts	to	obtain	such	StockholderApproval,	and	request	that	our	officers	and	directors,	cast
their	proxies	in	favor	of	such	proposal.	If	we	do	not	obtain	StockholderApproval	at	the	first	meeting,	we	will	call	a
meeting	every	six	months	thereafter	to	seek	Stockholder	Approval	until	the	earlier	of	thedate	Stockholder	Approval	is
obtained	or	the	August	Warrants	are	no	longer	outstanding.	â€œStockholder	Approvalâ€​	means	suchapproval	as	may
be	required	by	the	applicable	rules	and	regulations	of	The	Nasdaq	Stock	Market	LLC	(or	any	successor	entity)	from
thestockholders	of	the	Company	to	consent	to	any	exercise	of	the	August	Warrants	and	issuance	of	the	shares	of
Common	Stock	upon	exerciseof	the	August	Warrants	(the	â€œAugust	Warrant	Sharesâ€​).Â	Ifat	any	time	after	the	later
of	(i)	the	six-month	anniversary	of	August	5,	2024,	and	(ii)	the	Stockholder	Approval	Date,	a	registrationstatement
registering	the	issuance	of	the	August	Warrants	Shares	under	the	Securities	Act	is	not	effective	or	available,	the	holder
may,in	its	sole	discretion,	elect	to	exercise	the	August	Warrants	through	a	cashless	exercise,	in	which	case	the	holder
would	receive	uponsuch	exercise	the	net	number	of	shares	of	Common	Stock	determined	according	to	the	formula	set
forth	in	the	August	Warrants.Â	Theexercise	price	of	the	August	Warrants,	and	the	number	of	August	Warrants	Shares,
is	subject	to	adjustment	in	the	event	of	any	stock	dividendor	split,	reverse	stock	split,	recapitalization,	reorganization	or
similar	transaction,	as	described	in	the	August	Warrants.Â	Aholder	does	not	have	the	right	to	exercise	any	portion	of
the	August	Warrants	if	the	holder	(together	with	its	affiliates)	would	beneficiallyown	in	excess	of	4.99%	(or,	upon
election	of	the	holder,	9.99%)	of	the	number	of	shares	of	our	Common	Stock	outstanding	immediately	aftergiving	effect
to	the	exercise,	as	such	percentage	ownership	is	determined	in	accordance	with	the	terms	of	such	warrants.	However,
anyholder	may	increase	or	decrease	such	percentage,	provided	that	any	increase	will	not	be	effective	until	the	61st	day
after	such	election.Â	Inthe	event	of	a	Fundamental	Transaction	(as	such	term	is	defined	in	the	August	Warrants),	then
the	successor	entity	will	succeed	to,	andbe	substituted	for	the	Company,	and	may	exercise	every	right	and	power	that
the	Company	may	exercise	and	will	assume	all	of	its	obligationsunder	the	August	Warrants	with	the	same	effect	as	if
such	successor	entity	had	been	named	in	the	warrant	itself.	If	holders	of	CommonStock	are	given	a	choice	as	to	the
securities,	cash	or	property	to	be	received	in	a	Fundamental	Transaction,	then	the	holder	shall	begiven	the	same	choice
as	to	the	consideration	it	receives	upon	any	exercise	of	the	August	Warrants	following	such	Fundamental	Transaction.In
addition,	the	successor	entity,	at	the	request	of	holders	of	the	August	Warrants,	will	be	obligated	to	purchase	any
unexercised	portionof	the	August	Warrants	in	accordance	with	the	terms	thereof.	Notwithstanding	the	foregoing,	in	the
event	of	a	Fundamental	Transaction,the	holders	of	the	August	Warrants	have	the	right	to	require	the	Company	or	a
successor	entity	to	redeem	the	August	Warrants	for	cashin	the	amount	of	the	Black	Scholes	Value	(as	defined	in	the
August	Warrants)	of	the	unexercised	portion	of	the	August	Warrants	concurrentlywith	or	within	30	days	following	the
consummation	of	a	Fundamental	Transaction.	However,	in	the	event	of	a	fundamental	transaction	whichis	not	in	our
control,	including	a	Fundamental	Transaction	not	approved	by	the	Companyâ€™s	board	of	directors,	the	holders	of
theAugust	Warrants	will	only	be	entitled	to	receive	from	the	Company	or	its	successor	entity,	as	of	the	date	of
consummation	of	such	FundamentalTransaction,	the	same	type	or	form	of	consideration	(and	in	the	same	proportion),
at	the	Black	Scholes	Value	of	the	unexercised	portionof	the	August	Warrants	that	is	being	offered	and	paid	to	the
holders	of	Common	Stock	in	connection	with	the	Fundamental	Transaction,whether	that	consideration	is	in	the	form	of
cash,	stock	or	any	combination	of	cash	and	stock,	or	whether	the	holders	of	our	Common	Stockare	given	the	choice	to
receive	alternative	forms	of	consideration	in	connection	with	the	Fundamental	Transaction.Â	Exceptas	otherwise
provided	in	the	August	Warrants	or	by	virtue	of	such	holderâ€™s	ownership	of	shares	of	our	Common	Stock,	the
holderof	an	August	Warrant	will	not	have	the	rights	or	privileges	of	a	holder	of	our	Common	Stock,	including	any	voting
rights,	until	the	holderexercises	such	warrant.Â	SupportAgreementsÂ	Certainof	our	stockholders	holding	in	excess	of
16%	of	our	outstanding	shares	of	Common	Stock	have	entered	into	a	Support	Agreement,	pursuantto	which	such
stockholders	have	agreed,	at	every	meeting	of	the	holders	of	our	Common	Stock	that	our	stockholders	are	requested	to
voteupon	a	proposal	to	approve	the	exercise	in	full	of	the	Private	Warrants	and	the	issuance	of	the	Private	Warrant
Shares	upon	exerciseof	the	Private	Warrants,	to	vote	all	of	the	shares	of	Common	Stock	that	they	own	in	favor	the
warrant	exercise	proposal	as	well	as	anyproposal	to	approve	an	adjournment	of	any	such	meeting	of	the	Companyâ€™s
stockholders	for	purposes	of	obtaining	further	votes	infavor	of	the	warrant	exercise	proposal	that	are	at	any	time	or
from	time-to-time	presented	for	consideration	to	the	Companyâ€™s	stockholders.Â		35	Â		Â	USEOF
PROCEEDSÂ	TheSelling	Stockholders	will	receive	all	of	the	proceeds	of	the	sale	of	shares	of	Common	Stock	offered
from	time	to	time	pursuant	to	thisprospectus.	Accordingly,	we	will	not	receive	any	proceeds	from	the	sale	of	shares	of
Common	Stock	that	may	be	sold	from	time	to	timepursuant	to	this	prospectus;	however,	we	will	receive	proceeds	from
the	cash	exercise	of	the	Common	Warrants.	We	currently	intend	touse	these	net	proceeds	for	general	corporate
purposes,	which	may	include	operating	expenses,	research	and	development,	including	clinicaland	pre-clinical	testing
of	our	product	candidates,	working	capital,	future	acquisitions	and	general	capital	expenditures.	We	have
notdetermined	the	amount	of	net	proceeds	to	be	used	specifically	for	any	of	such	purposes.Â	Theexpected	use	of	net
proceeds	from	the	cash	exercise	of	the	Common	Warrants	represents	our	intentions	based	upon	our	current	plans
andbusiness	conditions,	which	could	change	in	the	future	as	our	plans	and	business	conditions	evolve	and	change.	The
amounts	and	timingof	our	actual	expenditures,	specifically	with	respect	to	working	capital,	may	vary	significantly
depending	on	numerous	factors.	As	aresult,	our	management	will	retain	broad	discretion	over	the	allocation	of	the	net
proceeds	from	this	offering.	We	have	no	current	agreements,commitments	or	understandings	for	any	material
acquisitions	or	licenses	of	any	products,	businesses	or	technologies	that	are	definitiveor	probable	to	close.Â	Wewill	bear



the	out-of-pocket	costs,	expenses	and	fees	incurred	in	connection	with	the	registration	of	shares	of	our	Common	Stock
to	besold	by	the	Selling	Stockholders	pursuant	to	this	prospectus.	Other	than	registration	expenses,	the	Selling
Stockholders	will	bear	anyunderwriting	discounts,	commissions,	placement	agent	fees	or	other	similar	expenses
payable	with	respect	to	sales	of	shares	of	our	CommonStock.Â		36	Â		Â	DILUTIONÂ	Ifyou	purchase	Common	Stock	in
this	offering,	your	interest	will	be	diluted	immediately	to	the	extent	of	the	difference	between	the	exerciseprice	of	the
Common	Warrants	and	the	pro	forma	as	adjusted	net	tangible	book	value	per	share	of	our	Common	Stock	immediately
followingthis	offering.	Net	tangible	book	value	per	share	is	determined	by	dividing	our	total	tangible	assets	less	total
liabilities	by	the	numberof	outstanding	shares	of	our	Common	Stock.	As	of	June	30,	2024,	we	had	a	net	tangible	book
value	of	approximately	$1.2	million	or	$0.10per	share	of	Common	Stock.Â	Ourpro	forma	net	tangible	book	value	as	of
June	30,	2024	was	approximately	$2.7	million	or	$0.20	per	share	of	Common	Stock.Pro	forma	net	tangible	book	value
represents	net	tangible	book	value	adjusted	to	take	into	account	the	issuance,	subsequent	to	June	30,2024,	of:	(i)
360,000	shares	of	Common	Stock	to	investors	in	the	August	2024	Private	Placement	and	our	receipt	of	net
cashproceeds	of	$250,000;	(ii)	1,041,667	shares	of	Common	Stock	in	the	Warrant	Inducement	Private	Placement	and
the	receipt	of	net	cashproceeds	of	$1.2	million;	(iii)	25,000	shares	of	Common	Stock	upon	the	exercise	of	a	warrant	by
an	investor	and	our	receiptof	$41,000	in	net	cash	proceeds;	and	(iv)	an	aggregate	of	330,468	shares	of	Common	Stock
to	officers,	directors,	employees	and	consultants.Â	Aftergiving	effect	to	our	issuance	of	1,801,944	shares	of	Common
Stock	upon	the	assumed	exercise	of	the	Common	Warrants	at	an	exercise	priceof	$1.50	per	share	and	our	receipt	of	net
cash	proceeds	of	$2.7	million,	our	pro	forma	as	adjusted	net	tangible	book	value	asof	June	30,	2024	would	have	been
$5.4	million,	or	$0.35	per	share.	This	represents	an	immediate	increase	in	net	tangiblebook	value	of	$0.15	per	share	to
existing	stockholders	and	an	immediate	dilution	in	net	tangible	book	value	of	$1.14	pershare	to	investors	purchasing
from	the	Selling	Stockholders.Â	Thefollowing	table	illustrates	the	per	share	dilution	to	investors	purchasing	shares	in
the	offering	and	is	based	on	11,752,178	sharesoutstanding	as	of	June	30,	2024,	including	265,132	shares	of	unvested
restricted	Common	Stock,	13,490,273	shares	of	CommonStock	outstanding	as	of	September	6,	2024,	including	478,253
shares	of	unvested	restricted	Common	Stock,	and,	for	the	proforma	as	adjusted,	the	issuance	of	1,801,944	shares	of
Common	Stock	upon	the	assumed	exercise	of	the	Common	Warrants:Â		Exercise	price	of	Common	WarrantsÂ		Â	Â	Â	Â	
$1.50Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	tangible	book	value	per	share	as	of	June	30,	2024Â		$0.10Â	Â		Â	Â	Â		Pro	forma	net
tangible	book	value	per	shareÂ		$0.20Â	Â		Â	Â	Â		Increase	in	net	tangible	book	value	per	share	attributable	to	this
offeringÂ		$0.15Â	Â		Â	Â	Â		Pro	forma	as	adjusted	net	tangible	book	value	per	share	after	this	offeringÂ		Â	Â	Â	Â	
$0.35Â		Dilution	in	net	tangible	book	value	per	share	to	investors	purchasing	from	Selling	StockholdersÂ		Â	Â	Â	Â	
$1.15Â		Â		37	Â		Â	SECURITYOWNERSHIP	OF	CERTAIN	BENEFICIAL	OWNERS	AND	MANAGEMENTÂ	Thefollowing
table	sets	forth	information	regarding	the	beneficial	ownership	of	shares	of	the	Companyâ€™s	Common	Stock	as	of
September9,	2024,	by	(1)	each	person	known	to	the	Company	to	beneficially	own	more	than	5%	of	any	class	of	the
Companyâ€™s	outstandingvoting	securities,	(2)	each	director,	(3)	each	of	our	named	executive	officers,	and	(4)	all	of
the	Companyâ€™s	directors	and	executiveofficers	as	a	group.Â	Beneficialownership	is	determined	according	to	the
rules	of	the	SEC,	which	generally	provide	that	a	person	has	beneficial	ownership	of	a	securityif	he,	she	or	it	possesses
sole	or	shared	voting	or	investment	power	over	that	security,	including	options	and	warrants	that	are
currentlyexercisable	or	exercisable	within	60	days.	In	computing	the	number	of	shares	beneficially	owned	by	a	person
or	entity	and	the	percentageownership	of	that	person	or	entity	in	the	table	below,	all	shares	subject	to	options	and
warrants	were	deemed	outstanding	if	such	securitiesare	currently	exercisable	or	will	vest	within	60	days	of	September
9,	2024.	These	shares	were	not	deemed	outstanding,	however,for	the	purpose	of	computing	the	percentage	ownership
of	any	other	person	or	entity.Â	Thepercentage	of	beneficial	ownership	of	the	Companyâ€™s	Common	Stock	is	based	on
13,490,273	shares	of	Common	Stock	outstandingas	of	September	9,	2024.Â	Unlessotherwise	indicated,	the	Company
believes	that	each	person	named	in	the	table	below	has	sole	voting	and	investment	power	with	respectto	all	shares	of
Common	Stock	beneficially	owned	by	such	person.Â		Name	and	Address(1)Â		Number	of	Shares	of	Common	StockÂ	Â	
Percent	of	ClassÂ		Directors	and	Executive	Officers:Â		Â	Â	Â	Â		Â	Â	Â		Maria	Zannes(2)Â		Â	403,312Â	Â		Â	2.95%
Michael	Dougherty(3)Â		Â	84,203Â	Â		Â	*	Â		Steven	Girgenti(4)Â		Â	1,791,266Â	Â		Â	12.61%	S.	Robert	Anderson(5)Â	
Â	223,215Â	Â		Â	1.65%	Stuart	Diamond(6)Â		Â	126,228Â	Â		Â	*Â		Jamie	Platt(7)Â		Â	54,748Â	Â		Â	*	Â		Peter	Knight(8)Â	
Â	186,022Â	Â		Â	1.37%	Gary	Rubin(9)Â		Â	2,431,387Â	Â		Â	17.13%	Roby	Joyce(10)Â		Â	669,744Â	Â		Â	4.96%	Â	Â	
Â	Â	Â	Â		Â	Â	Â		AllDirectors	and	Current	Executive	Officers	as	a	Group	(12	Individuals):Â		Â	6,106,787Â	Â		Â	39.97%
Â	Â		Â	Â	Â	Â		Â	Â	Â		Five	Percent	Holders:Â		Â	Â	Â	Â		Â	Â	Â		The	Harvey	Sandler	Revocable	Trust(11)Â		Â	2,235,514Â	Â	
Â	15.81%	Â		*	Ownership	of	less	than	1%.	Â		Â		(1)	Unless	otherwise	indicated,	the	address	for	each	person	is	c/o
bioAffinity	Technologies,	Inc.,	3300	Nacogdoches	Road,	Suite	216,	San	Antonio,	Texas	78217.	Â		Â		(2)	Includes	(i)
243,322	shares	of	Common	Stock	owned	by	Ms.	Zannes,	including	166,740	shares	of	Common	Stock	issued	to	Ms.
Zannes	as	restricted	stock;	(ii)	56,422	shares	of	Common	Stock	issuable	upon	exercise	of	options	that	are	immediately
exercisable;	and	(iv)	an	aggregate	of	103,568	shares	of	Common	Stock	issuable	upon	exercise	of	warrants.	Â		Â		(3)
Includes	84,203	shares	issued	to	Mr.	Dougherty	as	restricted	stock.	Â		Â		(4)	Includes	(i)	1,065,149	shares	of	Common
Stock	owned	by	Mr.	Girgenti,	including	202,608	shares	of	Common	Stock	issued	to	Mr.	Girgenti	as	restricted	stock;	(ii)
8,955	shares	of	Common	Stock	owned	directly	by	the	Cranye	Girgenti	Testamentary	Trust,	for	which	Mr.	Girgenti
serves	as	trustee;	(iii)	an	aggregate	of	669,547	shares	of	Common	Stock	issuable	upon	exercise	of	warrants	owned	by
Mr.	Girgenti;	(iv)	8,332	shares	of	Common	Stock	issuable	upon	exercise	of	warrants	owned	by	the	Cranye	Testamentary
Trust,	for	which	Mr.	Girgenti	serves	as	trustee;	and	(v)	39,281	shares	of	Common	Stock	issuable	upon	exercise	of
options	that	are	immediately	exercisable..	Â		Â		(5)	Includes	(i)	163,936	shares	of	Common	Stock	owned	by	Mr.
Anderson	including	95,007	shares	of	Common	Stock	issued	to	Mr.	Anderson	as	restricted	stock;	(ii)	39,281	shares	of
Common	Stock	issuable	upon	exercise	of	options	that	are	immediately	exercisable;	and	(iv)	19,998	shares	of	Common
Stock	issuable	upon	exercise	of	warrants.	Â		38	Â		Â		(6)	Includes	(i)	99,088	shares	of	Common	Stock	owned	by	Mr.
Diamond	including	95,007	shares	of	Common	Stock	issued	to	Mr.	Diamond	as	restricted	stock;	(ii)	7,142	shares	of
Common	Stock	issuable	upon	exercise	of	options	that	are	immediately	exercisable;	and	(iii)	19,998	shares	of	Common
Stock	issuable	upon	exercise	of	warrants.	Â		Â		(7)	Includes	54,748	shares	of	Common	Stock	issued	to	Dr.	Platt	as
restricted	stock.	Â		Â		(8)	Includes	(i)	117,455	shares	of	Common	Stock	owned	by	Mr.	Knight	including	95,007	shares	of
Common	Stock	issued	to	Mr.	Knight	as	restricted	stock;	(ii)	28,568	shares	of	Common	Stock	issuable	upon	exercise	of
options	that	are	immediately	exercisable;	and	(iii)	39,999	shares	of	Common	Stock	underlying	warrants	with	a	term	of
five	years	having	an	exercise	price	of	$3.0625	per	share.	Â		Â		(9)	Includes	(i)	146,597	shares	of	Common	Stock	owned
by	Mr.	Rubin	including	95,007	shares	of	Common	Stock	issued	to	Mr.	Rubin	as	restricted	stock,	(ii)	32,139	shares	of
Common	Stock	issuable	upon	exercise	of	options	that	are	immediately	exercisable;	(iii)	17,137	shares	of	Common	Stock
issuable	upon	exercise	of	warrants	held	by	Mr.	Rubin	(iv)	1,584,144	shares	of	Common	Stock	owned	by	the	Harvey



Sandler	Revocable	Trust,	for	which	Mr.	Rubin	serves	as	co-trustee;	and	(v)	an	aggregate	of	651,370	shares	of	Common
Stock	issuable	upon	exercise	of	warrants	owned	by	the	Harvey	Sandler	Revocable	Trust,	for	which	Mr.	Rubin	serves	as
co-trustee.	Â		Â		(10)	Includes	(i)	66,615	shares	of	Common	Stock	issued	to	Dr.	Joyce	as	restricted	stock;	(ii)	583,130
shares	of	Common	Stock	owned	by	the	Joyce	Living	Trust;	and	(iii)	an	aggregate	of	19,999	shares	of	Common	Stock
issuable	upon	exercise	of	warrants	held	by	the	Joyce	Living	Trust.	Dr.	Joyce	is	co-trustee	of	the	Joyce	Living	Trust,
together	with	his	wife,	Joyce	M.	Joyce,	each	of	whom	may	act	unilaterally	with	regard	to	voting	and	disposition	power
over	the	shares	held	by	the	Joyce	Living	Trust.	The	Joyce	Living	Trust	has	an	address	at	1092	Madeline	Street,	New
Braunfels,	Texas	78132.	Â		(11)	Includes:	(i)	1,584,144	shares	of	Common	Stock	owned	by	the	Harvey	Sandler
Revocable	Trust;	and	(ii)	an	aggregate	of	651,370	shares	of	Common	Stock	issuable	upon	exercise	of	warrants	held	by
the	Harvey	Sandler	Revocable	Trust.	Â		39	Â		Â	SELLINGSTOCKHOLDERSÂ	Theshares	of	Common	Stock	being	offered
by	the	Selling	Stockholders	are	those	issuable	to	the	Investor	and	the	Inducement	Warrant	Holdersupon	exercise	of	the
Common	Warrants	and	those	issuable	to	designees	of	WallachBeth	upon	exercise	of	the	Placement	Agent	Warrants
andthe	Inducement	Advisor	Warrants.	For	additional	information	regarding	the	issuances	of	the	Common	Warrants,	see
â€œThe	Private	Placementsâ€​above.	We	are	registering	the	shares	of	Common	Stock	in	order	to	permit	the	Selling
Stockholders	to	offer	the	shares	of	Common	Stockfor	resale	from	time	to	time.Â	Exceptfor	the	ownership	of	the
Common	Warrants	and	the	shares	of	Common	Stock	issued	in	the	registered	direct	offering,	the	securities	issuedin	our
March	2024	private	placement,	including	the	Existing	Warrants	and	shares	of	Common	Stock	and	warrants	purchased
in	our	initialpublic	offering,	the	Investors	and	the	Warrant	Inducement	Holders	have	not	had	any	material	relationship
with	us	within	the	past	threeyears.	WallachBeth	served	as	the	underwriter	for	our	initial	public	offering	that	closed	on
September	6,	2022	and	received	cash	compensationand	warrants	were	issued	to	its	designees	to	purchase	up	to	an
aggregate	of	25,652	shares	of	Common	Stock.	In	addition,	WallachBethserved	as	our	placement	agent	in	connection
with	our	sale	of	convertible	bridge	notes	in	2021	and	2022	and	received	compensation	thatincluded	a	warrants	issued
to	its	designees	to	purchase	up	to	an	aggregate	of	29,464	shares	of	Common	Stock.	WallachBethalso	served	as	the
placement	agent	for	our	March	2024	financings	and	received	a	cash	fee	and	its	designees	received	warrants	to
purchaseup	to	an	aggregate	of	32,000	shares	of	Common	Stock	and	served	as	a	financial	advisor	for	the	Warrant
Inducement	Private	Placementand	as	placement	agent	for	the	August	2024	Private	Placement	and	received
compensation	described	in	more	detail	in	the	sectionentitled	â€œThe	Private	Placementsâ€​.	Except	as	described	above,
WallachBeth	and	its	designees	have	not	had	any	material	relationshipwith	us	within	the	past	three	years.Â	Thetable
below	lists	the	Selling	Stockholders	and	provides	information	regarding	their	beneficial	ownership	of	shares	of	Common
Stock	byeach	of	the	Selling	Stockholders.	The	second	column	lists	the	number	of	shares	of	Common	Stock	beneficially
owned	by	the	Selling	Stockholders,based	on	its	ownership	of	the	shares	of	Common	Stock,	the	Common	Warrants	and
shares	of	Comon	Stock	issuable	upon	exerciseof	warrants	acquired	in	offerings	prior	to	the	transactions	described	in
the	section	entitled,	â€œThe	Private	Placements,â€​as	of	September	9,	2024,	assuming	exercise	of	the	Common
Warrants	held	by	the	Selling	Stockholders	on	that	date,	without	regardto	any	limitations	on	exercises.	The	third	column
lists	the	maximum	number	of	shares	of	Common	Stock	being	offered	by	this	prospectusby	the	Selling	Stockholders,	also
without	regard	to	any	limitations	on	exercises.Â	Inaccordance	with	the	terms	of	the	Purchase	Agreement,	the
Inducement	Agreement	and	the	Placement	Agency	Agreement,	this	prospectus	generallycovers	the	resale	of	the
maximum	number	of	shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrants,	determined	as	if
theoutstanding	Common	Warrants	were	exercised	in	full	as	of	the	trading	day	immediately	preceding	the	date	this
registration	statement	wasinitially	filed	with	the	SEC,	each	as	of	the	trading	day	immediately	preceding	the	applicable
date	of	determination	and	all	subject	toadjustment	as	provided	in	the	registration	right	agreement,	without	regard	to
any	limitations	on	the	exercise	of	the	Common	Warrantsand	the	Placement	Agent	Warrants.	The	fourth	and	fifth
columns	assume	the	sale	of	all	of	the	shares	offered	by	the	Selling	Stockholderspursuant	to	this	prospectus.Â	Underthe
terms	of	the	Common	Warrants,	the	Selling	Stockholders	may	not	exercise	the	Common	Warrants	to	the	extent	such
exercise	would	causesuch	Selling	Stockholder,	together	with	its	affiliates	and	attribution	parties,	to	beneficially	own	a
number	of	shares	of	Common	Stockthat	would	exceed	4.99%,	of	our	then	outstanding	Common	Stock	following	such
exercise,	excluding	for	purposes	of	such	determination	sharesof	Common	Stock	issuable	upon	exercise	of	such	warrants
which	have	not	been	exercised.	The	number	of	shares	in	the	second	and	thirdcolumns	do	not	reflect	this	limitation.	The
Selling	Stockholders	may	sell	all,	some	or	none	of	their	shares	in	this	offering.	Seeâ€œPlan	of	Distribution.â€​Â		Name
of	Selling	StockholdersÂ		Number	of	Shares	of	Common	Stock	Beneficially	Owned	Prior	to	Offering(1)Â	Â		Maximum
Number	of	Shares	of	Common	Stock	to	be	Sold	in	this	Offering(1)Â	Â		Number	of	Shares	of	Common	Stock	Beneficially
Owned	After	OfferingÂ	Â		Percentage	of	Shares	Beneficially	Owned	after	Offering(2)Â		Funds	managed	by	Empery
Asset	Management,	LP(3)Â		Â	739,116Â	Â		Â	450,000Â	Â		Â	289,116Â	Â		Â	1.9%	Bigger	Capital	Fund,	LP(4)Â	
Â	418,154Â	Â		Â	302,083Â	Â		Â	116,071Â	Â		Â	*Â		District	2	Capital	Fund	LP(5)Â		Â	449,404Â	Â		Â	333,333Â	Â	
Â	116,071Â	Â		Â	*Â		L1	Capital	Global	Opportunities	Master	Fund(6)Â		Â	666,666Â	Â		Â	666,666Â	Â		Â	0Â	Â		Â	-Â	
Douglas	Bantum(7)Â		Â	49,663Â	Â		Â	19,196Â	Â		Â	30,467Â	Â		Â	*Â		Michael	Wallach(7)Â		Â	31,381Â	Â		Â	11,219Â	Â	
Â	20,162Â	Â		Â	*Â		Kenneth	Bantum(7)Â		Â	10,643Â	Â		Â	4,114Â	Â		Â	6,529Â	Â		Â	*Â		Gene	McNeil(7)Â		Â	10,643Â	Â	
Â	4,114Â	Â		Â	6,529Â	Â		Â	*Â		David	Beth(7)Â		Â	31,381Â	Â		Â	11,219Â	Â		Â	20,162Â	Â		Â	*Â		Â	*Ownership	of	less	than
1%.Â		(1)	The	Common	Warrants	are	subject	to	a	beneficial	ownership	limitation	of	4.99%,	which	in	each	case	restricts
the	Investor	Selling	Stockholders	from	exercising	that	portion	of	the	warrants	that	would	result	in	the	Investor	Selling
Stockholders	and	its	affiliates	owning,	after	exercise,	a	number	of	shares	of	Common	Stock	in	excess	of	the	beneficial
ownership	limitation.	The	number	of	shares	set	forth	in	the	above	table	does	not	reflect	the	application	of	this
limitation.	Â		40	Â		Â		(2)	Calculated	based	on	15,292,217	shares	of	Common	Stock,	which	includes	13,490,273	shares
of	Common	Stock	outstanding	on	September	5,	2024	together	with	the	1,801,944	shares	of	Common	Stock	issuable
upon	exercise	of	the	Common	Warrants,	the	Placement	Agent	Warrants	and	the	Inducement	Advisor	Warrants.	(3)	The
shares	listed	in	the	third	column	consist	of	Common	Warrants	to	purchase	an	aggregate	of	450,000	shares	of	Common
Stock	consisting	of	(1)	261,814	shares	of	Common	Stock	issuable	upon	exercise	of	Common	Warrants	held	by	Empery
Asset	Master,	LTD;	(2)	69,540	shares	of	Common	Stock	issuable	upon	exercise	of	Common	Warrants	held	by	Empery
Tax	Efficient,	LP.;	and	(3)	118,646	shares	of	Common	Stock	issuable	upon	exercise	of	Common	Warrants	held	by
Empery	Tax	Efficient	III,	LP.	The	shares	listed	in	the	second	column	include	the	aforementioned	450,000	shares	of
Common	Stock	issuable	upon	exercise	of	the	Common	Warrants	(despite	the	fact	that	the	exercise	of	the	Common
Warrants	is	subject	to	shareholder	approval	and	therefore	the	shares	of	Common	Stock	issuable	upon	exercise	of	the
Common	Warrants	is	not	deemed	beneficially	owned	at	this	time),	as	well	as	an	aggregate	of	289,116	shares	of
Common	Stock	consisting	of	(1)	168,209	shares	of	Common	Stock	held	by	Empery	Asset	Master,	LTD;	(2)	44,680	shares
of	Common	Stock	held	by	Empery	Tax	Efficient,	LP.;	(3)	76,227	shares	of	Common	Stock	held	by	Empery	Tax	Efficient



III,	LP.	Empery	Asset	Management,	LP,	the	authorized	agent	of	Empery	Asset	Master	Ltd	(â€œEAMâ€​),	Empery	Tax
Efficient,	LP	(â€œETEâ€​),	and	Empery	Tax	Efficient	III,	LP	(â€œETE	IIIâ€​),	has	discretionary	authority	to	vote	and
dispose	of	the	shares	held	by	EAM,	ETE	and	ETE	III	and	may	be	deemed	to	be	the	beneficial	owner	of	these	shares.
Martin	Hoe	and	Ryan	Lane,	in	their	capacity	as	investment	managers	of	Empery	Asset	Management,	LP,	may	also	be
deemed	to	have	investment	discretion	and	voting	power	over	the	shares	held	by	EAM,	ETE	and	ETE	III.	EAM,	ETE,	ETE
III,	Mr.	Hoe	and	Mr.	Lane	each	disclaim	any	beneficial	ownership	of	these	shares.	None	of	Empery	Asset	Management,
LP,	EAM,	ETE	or	ETE	III	are	licensed	broker	dealers	or	are	affiliates	of	a	licensed	broker	dealer.	Each	of	EAM,	ETE	and
ETE	III	certify	that	they	bought	the	Common	Warrants	in	the	ordinary	course	of	business,	and	at	the	time	of	the
purchase	of	the	Common	Warrants,	they	had	no	agreements	or	understandings,	directly	or	indirectly,	with	any	person
to	distribute	the	shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrants.	The	business	address	of
Empery	Asset	Management,	LP	is	1	Rockefeller	Plaza,	Suite	1205,	New	York,	New	York	10020.	(4)	The	shares	listed	in
the	third	column	consist	of	302,083	shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrants.	The
shares	listed	in	the	second	column	include	the	aforementioned	302,083	shares	of	Common	Stock	issuable	upon	exercise
of	the	Common	Warrants	(despite	the	fact	that	the	exercise	of	the	Common	Warrants	is	subject	to	shareholder	approval
and	therefore	the	shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrants	is	not	deemed	beneficially
owned	at	this	time),	as	well	as	116,071	shares	of	Common	Stock	issuable	upon	exercise	of	warrants	purchased	in	our
initial	public	officering.	Michael	Bigger	is	the	managing	member	of	Bigger	Capital	Fund,	LP	and	has	voting	control	and
investment	discretion	over	securities	beneficially	owned	directly	by	Bigger	Capital	Fund,	LP	and	has	voting	control	and
investment	discretion	over	securities	helpfully	owned	directly	by	Bigger	Capital	Fund,	LP.	In	such	role,	Mr.	Bigger	may
be	deemed	to	beneficially	own	the	securities	owned	by	Bigger	Capital	Fund,	LP.	We	have	been	advised	that	none	of	Mr.
Bigger	or	Bigger	Capital	Fund,	LP	is	a	member	of	the	Financial	Industry	Regulatory	Authority,	or	FINRA,	or	an
independent	broker-dealer,	an	affiliate	or	associated	person	of	a	FINRA	member,	or	an	affiliate	of	a	broker-dealer.	The
foregoing	should	not	be	construed	in	and	of	itself	as	an	admission	by	Mr.	Bigger	or	Bigger	Capital	Fund,	LP	as	to
beneficial	ownership	of	the	securities	beneficially	owned	directly	by	Bigger	Capital	Fund,	LP.	The	business	address	of
Bigger	Capital	Fund,	LP	is	11700	W	Charleston	Blvd.	170-659,	Las	Vegas,	NV	89135.	(5)	The	shares	listed	in	the	third
column	consist	of	333,333	shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrants.	The	shares	listed
in	the	second	column	include	the	aforementioned	333,333	shares	of	Common	Stock	issuable	upon	exercise	of	the
Common	Warrants	(despite	the	fact	that	the	exercise	of	the	Common	Warrants	is	subject	to	shareholder	approval	and
therefore	the	shares	of	Common	Stock	issuable	upon	exercise	of	the	Common	Warrants	is	not	deemed	beneficially
owned	at	this	time),	as	well	as	116,071	shares	of	Common	Stock	issuable	upon	exercise	of	warrants	purchased	in	our
initial	public	officering.	Michael	Bigger	is	the	managing	member	of	District	2	Capital	Fund	LP	and	has	voting	control
and	investment	discretion	over	securities	beneficially	owned	directly	by	District	2	Capital	Fund	LP.	In	such	roles,	Mr.
Bigger	may	be	deemed	to	beneficially	own	the	securities	owned	by	District	2	Capital	Fund	LP.	We	have	been	advised
that	none	of	Mr.	Bigger	or	District	2	Capital	Fund	LP	is	a	member	of	the	Financial	Industry	Regulatory	Authority,	or
FINRA,	or	an	independent	broker-dealer,	an	affiliate	or	associated	person	of	a	FINRA	member,	or	an	affiliate	of	a
broker-dealer.	The	foregoing	should	not	be	construed	in	and	of	itself	as	an	admission	by	Mr.	Bigger	as	to	beneficial
ownership	of	the	securities	beneficially	owned	directly	by	District	2	Capital	Fund	LP.	The	business	address	of	District	2
Capital	Fund	LP	is	14	Wall	Street,	2nd	Floor,	Huntington	NY	11743.	(6)	Theshares	listed	in	the	second	and	third
columns	consistof	666,666	shares	of	Common	Stock	issuable	upon	exercise	of	Common	Warrants	(despite	the	fact	that
the	exercise	of	the	Common	Warrantsis	subject	to	shareholder	approval	and	therefore	the	shares	of	Common	Stock
issuable	upon	exercise	of	the	Common	Warrants	is	not	deemedbeneficially	owned	at	this	time).	David	Feldman	is	a
director	of	L1	Capital	Global	Opportunities	Master	Fund	and	hasvoting	control	and	investment	discretion	over	the
securities	held	by	L1	Capital	Global	Opportunities	Master	Fund.	As	such	he	may	be	deemedto	beneficially	own	such
shares	of	Common	Stock.	To	the	extent	Mr.	Feldman	is	deemed	to	beneficially	own	these	securities,Mr.	Feldman
disclaims	beneficial	ownership	over	the	securities	except	to	the	extent	of	any	pecuniary	interest	therein.	L1
CapitalGlobal	Opportunities	Master	Fundâ€™s	principal	business	address	is	1688	Meridian	Avenue,	Level	6,	Miami
Beach,	FL	33139.	(7)	Each	of	these	Selling	Stockholders	is	a	designee	of,	and	is	affiliated	with,	WallachBeth	Capital
LLC.	WallachBeth	Capital,	LLC	is	a	registered	broker	dealer	and	has	a	registered	address	of	c/o	WallachBeth	Capital,
LLC,	1001	Yamato	Road,	Suite	404,	Boca	Raton,	Florida	33431.	The	number	of	shares	beneficially	owned	prior	to	this
offering	include	shares	of	Common	Stock	issuable	upon	exercise	of	warrants	received	as	compensation	in	connection
with	our	sale	of	convertible	bridge	notes	in	2021	and	2022,	our	initial	public	offering	and	a	private	placement	offering
that	closed	on	March	8,	2024,	in	addition	to	the	Placement	Agent	Warrants	received	as	compensation	for	the	August
2024	Private	Placement	and	the	Inducement	Advisor	Warrants	received	as	compensation	for	the	Warrant	Inducement
Private	Placement.	The	number	of	shares	listed	in	the	third	column,	which	are	the	shares	to	be	sold	in	this	offering,
consist	of	the	shares	of	Common	Stock	issuable	upon	exercise	of	the	Placement	Agent	Warrants	and	the	Inducement
Advisor	Warrants.	WallachBeth	Capital,	LLC	and	its	designees	acquired	the	Placement	Agent	Warrants	in	the	ordinary
course	of	business	and,	at	the	time	the	Placement	Agent	Warrants	and	the	Inducement	Advisor	Warrants	were
acquired,	WallachBeth	Capital,	LLC	nor	its	designees	had	any	agreement	or	understanding,	directly	or	indirectly,	with
any	person	to	distribute	such	securities.	Â		41	Â		Â	MARKETINFORMATION	FOR	SECURITIES	AND	DIVIDEND
POLICYÂ	OurCommon	Stock	is	currently	listed	on	the	Nasdaq	Capital	Market	under	the	symbol	â€œBIAF.â€​	Our
Tradeable	Warrants	are	currentlylisted	on	the	Nasdaq	Capital	Market	under	the	symbol	â€œBIAWF.â€​	The	last
reported	sale	price	of	our	Common	Stock	and	TradeableWarrants	on	Nasdaq	on	September	9,	2024	was	$1.39	per	share
of	Common	Stock	and	$1.20	per	Tradeable	Warrant.Â	Holdersof	RecordÂ	Asof	September	9,	2024,	we	had
approximately	83	holders	of	record	of	our	Common	Stock.Â	DividendsÂ	Wehave	never	declared	or	paid	any	cash
dividends	on	our	capital	stock.	We	intend	to	retain	all	available	funds	and	future	earnings,	ifany,	to	fund	the
development	and	expansion	of	our	business,	and	we	do	not	anticipate	declaring	or	paying	any	cash	dividends	in	the
foreseeablefuture.	Any	future	determination	regarding	the	declaration	and	payment	of	dividends,	if	any,	will	be	at	the
discretion	of	our	Board	andwill	depend	on	then-existing	conditions,	including	our	financial	condition,	results	of
operations,	contractual	restrictions,	capitalrequirements,	business	prospects,	and	other	factors	our	Board	may	deem
relevant.Â	IssuerPurchases	of	Equity	SecuritiesÂ	None.Â		42	Â		Â	MANAGEMENTâ€™SDISCUSSION	AND	ANALYSIS
OF	FINANCIAL	CONDITIONS	AND	RESULTS	OF	OPERATIONSÂ	Youshould	read	the	following	discussion	and	analysis
of	our	financial	condition	and	results	of	operations	together	with	our	financial	statementsand	related	notes	appearing	at
the	end	of	this	prospectus.	Some	of	the	information	contained	in	this	discussion	and	analysis	is	set	forthat	the	end	of
this	prospectus,	including	information	with	respect	to	our	plans	and	strategy	for	our	business	and	related	financing,
includesforward-looking	statements	that	involve	risks	and	uncertainties.	As	a	result	of	many	factors,	including	those



factors	set	forth	in	thesection	entitled	â€œRisk	Factors,â€​	our	actual	results	could	differ	materially	from	the	results
described	in	or	implied	by	theforward-looking	statements	contained	in	the	following	discussion	and	analysis.	You	should
carefully	read	the	section	entitled	â€œRiskFactorsâ€​	to	gain	an	understanding	of	the	important	factors	that	could	cause
actual	results	to	differ	materially	from	our	forward-looking	statements.	Please	also	see	the	section	entitled
â€œCautionary	Note	Regarding	Forward-Looking	Statementsâ€​	and	â€œMarket,Industry	and	Other
Data.â€​Â	Thissection	presents	managementâ€™s	perspective	on	our	financial	condition	and	results	of	operations.	The
following	discussion	and	analysis(the	â€œMD&Aâ€​)	is	intended	to	highlight	and	supplement	data	and	information
presented	elsewhere	in	this	prospectus.	TheMD&A	is	also	intended	to	provide	you	with	information	that	will	assist	you
in	understanding	our	consolidated	financial	statements,the	changes	in	key	items	in	those	consolidated	financial
statements	from	year	to	year,	and	the	primary	factors	that	accounted	for	thosechanges.	To	the	extent	that	this
discussion	describes	prior	performance,	the	descriptions	relate	only	to	the	periods	listed,	which	maynot	be	indicative	of
our	future	financial	outcomes.	In	addition	to	historical	information,	this	discussion	contains	forward-looking
statementsthat	involve	risks,	uncertainties,	and	assumptions	that	could	cause	the	Companyâ€™s	financial	results	to
differ	materially	from	managementâ€™sexpectations.	Factors	that	could	cause	such	differences	are	discussed	in	the
â€œCautionary	Note	Regarding	Forward-Looking	Statementsâ€​section	of	this	prospectus	and	in	the	â€œRisk	Factorsâ€​
in	this	prospectus.Â	OurMD&A	is	organized	as	follows:Â		Â		â—​	Company	Overview	â€“	Discussion	of	our	business	plan
and	strategy	to	provide	context	for	the	remainder	of	the	MD&A.	Â		Â		Â		Â		â—​	Results	of	Operations	â€“	Analysis	of	our
financial	results	comparing	the	three	and	six	months	ended	June	30,	2024,	to	the	comparable	period	in	2023.	Â		Â		Â		Â	
â—​	Results	of	Operations	â€“	Analysis	of	our	financial	results	comparing	the	year	ended	December	31,	2023,	to	the	year
ended	December	31,	2022.	Â		Â		Â		Â		â—​	Liquidity	and	Capital	Resources	â€“	Analysis	of	changes	in	our	cash	flows	and
discussion	of	our	financial	condition	and	potential	sources	of	liquidity	for	the	six	months	ended	June	30,	2024,	to	the
comparable	period	in	2023.	Â		Â		Â		Â		â—​	Liquidity	and	Capital	Resources	â€“	Analysis	of	changes	in	our	cash	flows
and	discussion	of	our	financial	condition	and	potential	sources	of	liquidity	the	year	ended	December	31,	2023,	to	the
year	ended	December	31,	2022.	Â		Â		Â		Â		â—​	Critical	Accounting	Estimates	â€“	Accounting	estimates	are	those
estimates	made	in	accordance	with	generally	accepted	accounting	principles	(â€œGAAPâ€​)	that	we	believe	are
important	to	understanding	the	assumptions	and	judgments	incorporated	in	our	reported	financial	results	and
forecasts.	Â	CompanyOverviewÂ	BusinessÂ	Wedevelop	noninvasive	diagnostics	to	detect	early-stage	lung	cancer	and
other	diseases	of	the	lung.	We	also	are	conducting	early-stageresearch	focused	on	advancing	therapeutic	discoveries
that	could	result	in	broad-spectrum	cancer	treatments.	We	have	developed	a	proprietarynoninvasive	diagnostic	test
using	technology	that	identifies	cancer	cells	and	cell	populations	indicative	of	a	diseased	state	for	analysisusing
proprietary	platforms	developed	using	AI.	Research	and	optimization	of	our	platform	technologies	are	conducted	in
laboratoriesat	our	wholly	owned	subsidiary,	Precision	Pathology	Laboratory	Services,	LLC	(â€œPPLSâ€​),	and	The
University	of	Texas	at	SanAntonio.Â	Ourdiagnostic	test,	CyPathÂ®	Lung,	addresses	the	need	for	noninvasive	detection
of	early-stage	lung	cancer.	Lung	cancer	isthe	leading	cause	of	cancer-related	deaths.	Physicians	are	able	to	order
CyPathÂ®	Lung	to	assist	in	their	assessment	ofpatients	who	are	at	high	risk	for	lung	cancer.	The	CyPathÂ®	Lung	test
enables	physicians	to	more	confidently	distinguishbetween	patients	who	will	likely	benefit	from	timely	intervention	and
more	invasive	follow-up	procedures	from	patients	who	are	likelywithout	lung	cancer	and	should	continue	annual
screening.	CyPathÂ®	Lung	has	the	potential	to	increase	overall	diagnosticaccuracy	of	lung	cancer,	which	could	lead	to
increased	survival,	fewer	unnecessary	invasive	procedures,	reduced	patient	anxiety,	andlower	medical
costs.Â	Throughour	wholly	owned	subsidiary,	OncoSelectÂ®	Therapeutics,	LLC,	our	research	has	led	to	discoveries	and
advancement	of	novelcancer	therapeutic	approaches	that	specifically	and	selectively	target	cancer	cells.	We	are
focused	on	expanding	our	broad-spectrum	platformtechnologies	to	develop	tests	that	detect	and	therapies	that	target
various	types	of	cancer	and	potentially	other	diseases.Â	Throughour	wholly	owned	subsidiary	PPLS,	we	acquired	the
assets	of	Village	Oaks	Pathology	Services,	P.A.,	a	Texas	professional	association	d/b/aPrecision	Pathology	Services,
including	the	clinical	pathology	laboratory	it	owned,	and	we	now	operate	the	laboratory.Â		43	Â	
Â	RecentDevelopmentsÂ	OnAugust	2,	2024	we	entered	into	the	Inducement	Agreement	and	the	Purchase	Agreement.
See	â€œThe	Private	Placementsâ€​	for	moreinformation	regarding	the	Warrant	Inducement	Private	Placement,
registered	direct	offering	and	the	August	2024	Private	Placement.Â	FinancialÂ	Todate,	we	have	devoted	a	substantial
portion	of	our	efforts	and	financial	resources	to	the	development	of	our	diagnostic	test,	CyPathÂ®Lung.	As	a	result,
since	our	inception	in	2014,	we	have	funded	our	operations	principally	through	private	sales	of	our	equity	ordebt
securities.	As	of	June	30,	2024,	we	had	cash	and	cash	equivalents	of	$0.8	million.	As	of	September	9,	2024,	we	had	cash
andcash	equivalents	of	$1.1	million,	which	we	expect	will	not	support	our	operations	beyond	October	2024.Â	Priorto	the
acquisition,	Village	Oaks,	under	the	trade	name	Precision	Pathology	Services,	had	licensed	and	developed
CyPathÂ®Lung	as	an	LDT	for	sale	to	physicians.	The	license	agreement	provided	that	revenues	from	the	sale	would	be
split	evenly	between	the	Companyand	Village	Oaks.	In	the	second	quarter	of	2022,	prior	to	the	acquisition,	we	started
to	recognize	revenue	as	part	of	a	limited	betamarket	testing	program	of	the	CyPathÂ®	Lung	test.	We	have	never	been
profitable,	and	as	of	June	30,	2024,	we	had	totalworking	capital	of	$26,000	and	an	accumulated	deficit	of	approximately
$48.7	million.	We	expect	to	continue	to	incur	significant	operatinglosses	for	the	foreseeable	future	as	we	continue	the
development	of	our	diagnostic	tests	and	advance	our	diagnostic	tests	through	clinicaltrials;	however,	we	do	expect
revenue	to	increase	due	to	the	acquisition.	We	intend	to	license	our	therapeutic	products	for	clinicaldevelopment	should
animal	and	pre-clinical	studies	prove	successful.Â	Weanticipate	raising	additional	cash	needed	through	the	private	or
public	sales	of	equity	or	debt	securities,	collaborative	arrangements,or	a	combination	thereof	to	continue	to	fund	our
operations	and	develop	our	products.	There	is	no	assurance	that	any	such	collaborativearrangement	will	be	entered
into	or	that	financing	will	be	available	to	us	when	needed	in	order	to	allow	us	to	continue	our	operationsor,	if	available,
on	terms	acceptable	to	us.	If	we	do	not	raise	sufficient	funds	in	a	timely	manner,	we	may	be	forced	to	curtail
operations,delay	our	clinical	trials,	cease	operations	altogether,	or	file	for	bankruptcy.Â	Resultsof
OperationsÂ	ThreeMonths	Ended	June	30,	2024,	Compared	to	Three	Months	Ended	June	30,	2023Â	Netloss	for	the
three	months	ended	June	30,	2024,	was	approximately	$2.1	million,	compared	to	a	net	loss	of	approximately	$1.7
million	forthe	three	months	ended	June	30,	2023.Â	RevenueÂ	Post-acquisition,additional	revenue	streams	have	been
consolidated	starting	September	19,	2023.	PPLS	generates	three	sources	of	revenue:	(1)	patient	servicefees,	(2)
histology	service	fees,	and	(3)	medical	director	fees.	Pre-acquisition,	bioAffinity	Technologiesâ€™	revenue	was
generatedin	three	ways:	(1)	royalties	from	the	Companyâ€™s	diagnostic	test,	CyPathÂ®	Lung,	(2)	clinical	flow
cytometry	servicesprovided	to	Village	Oaks	related	to	the	Companyâ€™s	CyPathÂ®	Lung	test,	and	(3)	CyPathÂ®	Lung
tests	purchasedby	the	U.S.	Department	of	Defense	(â€œDODâ€​)	for	an	observational	study,	â€œDetection	of	Abnormal
Respiratory	Cell	Populationsin	Lung	Cancer	Screening	Patients	Using	the	CyPathÂ®	Lung	Assay	(NCT05870592),â€​



and	research	and	development	on	usingbronchoalveolar	lavage	fluid	as	a	biological	sample	to	assess	cardiopulmonary
function	and	exercise	performance	in	military	personnelpost-COVID-19	infection.	The	royalty	income	from	CyPathÂ®
Lung	and	clinical	flow	cytometry	services	income,	beginning	September19,	2023,	are	related	party	income	and,
therefore,	eliminated	from	consolidated	net	revenues.	See	net	revenue	summarized	in	the	tablebelow.Â		Â	Â		For	the
three	months	ended	June	30,Â		Â	Â		2024Â	Â		2023Â		Patient	service	fees1Â		$2,060,906Â	Â		$â€”Â		Histology	service
feesÂ		Â	292,081Â	Â		Â	â€”Â		Medical	director	feesÂ		Â	17,135Â	Â		Â	â€”Â		Department	of	Defense	observational
studiesÂ		Â	4,038Â	Â		Â	â€”Â		Other	revenues2Â		Â	23,492Â	Â		Â	19,738Â		Total	net	revenueÂ		$2,397,652Â	Â	
$19,738Â		Â	1Patient	services	fees	include	direct	billing	for	CyPathÂ®	Lung	diagnostic	test.2Other	revenues	include
pre-acquisition	CyPathÂ®	Lung	royalty	income	and	laboratory	services.Â		44	Â		Â	OperatingExpensesÂ		Â	Â		Three
Months	EndedÂ	Â		Change	in	2024Â		Â	Â		June	30,Â	Â		Versus	2023Â		Â	Â		2024Â	Â		2023Â	Â		$Â	Â		%Â		Operating
expenses:Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Direct	costs	and	expensesÂ		$1,407,710Â	Â		$1,234Â	Â		$1,406,476Â	Â	
Â	113,977%	Research	and	developmentÂ		Â	402,433Â	Â		Â	335,125Â	Â		Â	67,308Â	Â		Â	20%	Clinical	developmentÂ	
Â	51,462Â	Â		Â	â€Œ35,260Â	Â		Â	16,202Â	Â		Â	46%	Selling,	general	and	administrativeÂ		Â	2,472,775Â	Â	
Â	1,404,917Â	Â		Â	1,067,858Â	Â		Â	76%	Depreciation	and	amortizationÂ		Â	151,070Â	Â		Â	21,552Â	Â		Â	129,518Â	Â	
Â	601%	Total	operating	expensesÂ		$4,485,450Â	Â		$1,798,088Â	Â		$2,687,362Â	Â		Â	149%	Â	Operatingexpenses
totaled	approximately	$4.5	million	and	$1.8	million	during	the	three	months	ended	June	30,	2024	and	2023,
respectively.	Theincrease	in	operating	expenses	is	the	result	of	the	following	factors:Â	Directcosts	and
expensesÂ	Ourdirect	costs	and	expenses	are	primarily	direct	labor	for	pathology	services,	laboratory	supplies	and
reagents,	laboratory	equipment,and	allocated	shared	facilities.	Direct	costs	and	expenses	totaled	$1.4	million	and
$1,234	during	the	three	months	ended	June	30,	2024and	2023,	respectively.	The	increase	of	approximately	$1.4	million
for	2024	compared	to	2023	was	primarily	attributable	to	the	laboratoryoperations	of	the	newly	acquired	PPLS	in	2024
that	did	not	exist	in	2023.Â	Researchand	Development	ExpensesÂ	Ourresearch	and	development	expenses	consist
primarily	of	expenditures	for	lab	operations,	preclinical	and	clinical	studies,	compensation,and	consulting
costs.Â	Researchand	development	expenses	totaled	$402,433	and	$335,125	for	the	three	months	ended	June	30,	2024
and	2023,	respectively.	The	increaseof	approximately	$67,000,	or	20%,	for	the	three	months	ended	June	30,	2024,
compared	to	the	same	period	in	2023	was	primarily	due	toan	increase	in	compensation	costs	and	benefits	as	we	added
research	personnel,	as	well	as	a	related	increase	in	costs	for	lab	suppliesand
reagents.Â	ClinicalDevelopmentÂ	Clinicaldevelopment	expenses	totaled	$51,462	and	$35,260	for	the	three	months
ended	June	30,	2024	and	2023,	respectively.	The	increase	of	approximately$16,000,	or	46%,	for	the	three	months	ended
June	30,	2024,	compared	to	the	same	period	in	2023	was	primarily	attributable	to	an	increasein	compensation	costs	and
benefits	as	we	added	clinical	development	personnel.Â	Selling,General	and	AdministrativeÂ	Ourselling,	general	and
administrative	expenses	consist	primarily	of	expenditures	related	to	employee	compensation,	selling	and
marketingcosts,	legal,	accounting	and	tax,	other	professional	services,	and	general	operating
expenses.Â	Selling,general	and	administrative	expenses	totaled	approximately	$2.5	million	and	$1.4	million	for	the
three	months	ended	June	30,	2024	and2023,	respectively.	The	increase	of	approximately	$1.1	million,	or	76%,	for	the
three	months	ended	June	30,	2024,	compared	to	the	sameperiod	in	2023	was	primarily	attributable	to	acquired	general
and	administrative	costs	from	PPLS	and	an	increase	in	employee	compensationrelated	to	administrative	and	sales	due
to	additional	personnel	and	support	services	to	support	the	launch	of	sales	of	our	diagnostictest,	CyPathÂ®
Lung.Â	Depreciationand	AmortizationÂ	Depreciationand	amortization	expenses	totaled	$151,070	and	$21,552	for	the
three	months	ended	June	30,	2024	and	2023,	respectively.	The	increaseof	approximately	$130,000,	or	601%	for	the
three	months	ended	June	30,	2024,	compared	to	the	same	period	in	2023	was	primarily	attributableto	the	acquired
assets	from	PPLS	during	the	prior	year	acquisition.Â	OtherIncome	(Expense)Â	Otherincome	(expense),	net	totaled
($17,062)	and	$42,764	for	the	three	month	periods	ended	June	30,	2024	and	2023,	respectively.	The	decreasein	the
other	income	of	$59,826	is	mostly	attributable	to	a	reduction	in	interest	income	of	$38,938	which	is	due	to	lower	cash
balancein	money	market	savings	account,	and	an	increase	in	interest	expense	of	$20,889	related	to	equipment	finance
lease	from	the	acquiredPPLS	lab	as	compared	to	the	same	period	last	year.Â	SixMonths	Ended	June	30,	2024,
Compared	to	Six	Months	Ended	June	30,	2023Â	Netloss	for	the	six	months	ended	June	30,	2024,	was	approximately
$4.1	million,	compared	to	a	net	loss	of	approximately	$3.3	million	forthe	six	months	ended	June	30,	2023.Â		45	Â	
Â	RevenueÂ	Post-acquisition,additional	revenue	streams	have	been	consolidated	starting	September	19,	2023.	PPLS
generates	three	sources	of	revenue:	(1)	patient	servicefees,	(2)	histology	service	fees,	and	(3)	medical	director	fees.	Pre-
acquisition,	bioAffinity	Technologiesâ€™	revenue	was	generatedin	three	ways:	(1)	royalties	from	the	Companyâ€™s
diagnostic	test,	CyPathÂ®	Lung,	(2)	clinical	flow	cytometry	servicesprovided	to	Village	Oaks	related	to	the
Companyâ€™s	CyPathÂ®	Lung	test,	and	(3)	CyPathÂ®	Lung	tests	purchasedby	the	DOD	for	an	observational	study,
â€œDetection	of	Abnormal	Respiratory	Cell	Populations	in	Lung	Cancer	Screening	Patients	Usingthe	CyPathÂ®	Lung
Assay	(NCT05870592),â€​	and	research	and	development	on	using	bronchoalveolar	lavage	fluid	as	a	biologicalsample	to
assess	cardiopulmonary	function	and	exercise	performance	in	military	personnel	post-COVID-19	infection.	The	royalty
incomefrom	CyPathÂ®	Lung	and	clinical	flow	cytometry	services	income,	beginning	September	19,	2023,	are	related
party	incomeand,	therefore,	eliminated	from	consolidated	net	revenues.	See	net	revenue	summarized	in	the	table
below.Â		Â	Â		For	the	six	months	ended	June	30,Â		Â	Â		2024Â	Â		2023Â		Patient	service	fees1Â		$4,209,955Â	Â		$â€”Â	
Histology	service	feesÂ		Â	530,053Â	Â		Â	â€”Â		Medical	director	feesÂ		Â	33,193Â	Â		Â	â€”Â		Department	of	Defense
observational	studiesÂ		Â	6,923Â	Â		Â	â€”Â		Other	revenues2Â		Â	23,919Â	Â		Â	20,659Â		Total	net	revenueÂ	
$4,804,043Â	Â		$20,659Â		Â	1Patient	services	fees	include	direct	billing	for	CyPathÂ®	Lung	diagnostic	test.2Other
revenues	include	pre-acquisition	CyPathÂ®	Lung	royalty	income	and	laboratory	services.Â	OperatingExpensesÂ		Â	Â	
Six	Months	EndedÂ	Â		Change	in	2024Â		Â	Â		June	30,Â	Â		Versus	2023Â		Â	Â		2024Â	Â		2023Â	Â		$Â	Â		%Â		Operating
expenses:Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Direct	costs	and	expensesÂ		$2,981,151Â	Â		$1,322Â	Â		$2,979,829Â	Â	
Â	225,403%	Research	and	developmentÂ		Â	796,072Â	Â		Â	704,742Â	Â		Â	91,331Â	Â		Â	13%	Clinical	developmentÂ	
Â	100,422Â	Â		Â	54,888Â	Â		Â	45,534Â	Â		Â	83%	Selling,	general	and	administrativeÂ		Â	4,658,719Â	Â		Â	2,552,792Â	Â	
Â	2,105,927Â	Â		Â	82%	Depreciation	and	amortizationÂ		Â	300,707Â	Â		Â	43,236Â	Â		Â	257,471Â	Â		Â	596%	Total
operating	expensesÂ		$8,837,071Â	Â		$3,356,979Â	Â		$5,480,092Â	Â		Â	163%	Â	Operatingexpenses	totaled
approximately	$8.8	million	and	$3.4	million	during	the	six	months	ended	June	30,	2024	and	2023,	respectively.	The
increasein	operating	expenses	is	the	result	of	the	following	factors:Â	Directcosts	and	expensesÂ	Ourdirect	costs	and
expenses	are	primarily	direct	labor	for	pathology	services,	laboratory	supplies	and	reagents,	laboratory	equipment,and
allocated	shared	facilities.	Direct	costs	and	expenses	totaled	$2,981,151	and	$1,322	during	the	six	months	ended	June
30,	2024	and2023,	respectively.	The	increase	of	approximately	$3.0	million	for	2024	compared	to	2023	was	primarily
attributable	to	the	laboratoryoperations	of	the	newly	acquired	PPLS	in	2024	that	did	not	exist	in	2023.Â	Researchand



Development	ExpensesÂ	Ourresearch	and	development	expenses	consist	primarily	of	expenditures	for	lab	operations,
preclinical	and	clinical	studies,	compensation,and	consulting	costs.Â	Researchand	development	expenses	totaled
$796,072	and	$704,742	for	the	six	months	ended	June	30,	2024	and	2023,	respectively.	The	increase	ofapproximately
$91,000,	or	13%,	for	the	six	months	ended	June	30,	2024,	compared	to	the	same	period	in	2023	was	primarily	due	to	an
increasein	compensation	costs	and	benefits	as	we	added	research	personnel,	as	well	as	a	related	increase	in	costs	for
lab	supplies	and	reagents.Â	ClinicalDevelopmentÂ	Clinicaldevelopment	expenses	totaled	$100,422	and	$54,888	for	the
six	months	ended	June	30,	2024	and	2023,	respectively.	The	increase	of	approximately$46,000,	or	83%,	for	the	six
months	ended	June	30,	2024,	compared	to	the	same	period	in	2023	was	primarily	attributable	to	an	increasein
compensation	costs	and	benefits	as	we	added	clinical	development	personnel.Â		46	Â		Â	Selling,General	and
AdministrativeÂ	Ourselling,	general	and	administrative	expenses	consist	primarily	of	expenditures	related	to	employee
compensation,	selling	and	marketingcosts,	legal,	accounting	and	tax,	other	professional	services,	and	general	operating
expenses.Â	Selling,general	and	administrative	expenses	totaled	approximately	$4.7	million	and	$2.6	million	for	the	six
months	ended	June	30,	2024	and	2023,respectively.	The	increase	of	approximately	$2.1	million,	or	82%,	for	the	six
months	ended	June	30,	2024,	compared	to	the	same	periodin	2023	was	primarily	attributable	to	acquired	general	and
administrative	costs	from	PPLS	and	an	increase	in	employee	compensation	relatedto	administrative	and	sales	due	to
additional	personnel	and	support	services	to	support	the	launch	of	sales	of	our	diagnostic	test,
CyPathÂ®Lung.Â	OtherIncome	(Expense)Â	Otherincome	(expense),	net	totaled	($29,975)	and	$79,763	for	the	six-month
period	ended	June	30,	2024,	and	2023,	respectively.	The	decreasein	the	other	income	of	approximately	$110,000	is
mostly	attributable	to	a	reduction	in	interest	income	of	$71,465	which	is	due	to	lowercash	balance	in	money	market
savings	account,	and	an	increase	in	interest	expense	of	$42,784	related	to	equipment	finance	lease	fromthe	acquired
PPLS	lab	as	compared	to	the	same	period	last	year.Â	Depreciationand	AmortizationÂ	Depreciationand	amortization
expenses	totaled	$300,707	and	$43,236	for	the	six	months	ended	June	30,	2024	and	2023,	respectively.	The	increase
ofapproximately	$257,000,	or	596%	for	the	six	months	ended	June	30,	2024,	compared	to	the	same	period	in	2023	was
primarily	attributableto	the	acquired	assets	from	PPLS	during	the	prior	year	acquisition.Â	YearEnded	December	31,
2023,	Compared	to	the	Year	Ended	December	31,	2022Â	Ourresults	of	operations	have	varied	significantly	from	year	to
year	and	quarter	to	quarter	and	may	vary	significantly	in	the	future.	Netloss	for	the	year	ended	December	31,	2023,
was	approximately	$7.9	million,	compared	to	a	net	loss	of	approximately	$8.2	million	for	theyear	ended	December	31,
2022,	resulting	from	the	operational	activities	described	below.Â	RevenueÂ	Post-acquisition,additional	revenue	streams
have	been	consolidated	starting	September	19,	2023.	PPLS	generates	three	sources	of	revenue:	(1)	patient	servicefees,
(2)	histology	service	fees,	and	(3)	medical	director	fees.	Pre-acquisition,	bioAffinity	Technologiesâ€™	revenue	was
generatedin	three	ways	for	pre-acquisition:	(1)	royalties	from	the	Companyâ€™s	diagnostic	test,	CyPathÂ®	Lung,	(2)
clinicalflow	cytometry	services	provided	to	Village	Oaks	related	to	the	Companyâ€™s	CyPathÂ®	Lung	test,	and	(3)
CyPathÂ®Lung	tests	purchased	by	the	U.S.	Department	of	Defense	(â€œDODâ€​)	for	an	observational	study,
â€œDetection	of	AbnormalRespiratory	Cell	Populations	in	Lung	Cancer	Screening	Patients	Using	the	CyPathÂ®	Lung
Assay	(NCT05870592),â€​	andresearch	and	development	on	using	bronchoalveolar	lavage	fluid	as	a	biological	sample	to
assess	cardiopulmonary	function	and	exerciseperformance	in	military	personnel	post-COVID-19	infection.	The	royalty
income	from	CyPathÂ®	Lung	and	clinical	flow	cytometryservices	income,	beginning	September	19,	2023,	are	related
party	income,	and	therefore,	eliminated	from	consolidated	net	revenues.	Seenet	revenue	summarized	in	the	table
below.Â		Â	Â		For	year	ended	December	31,Â		Â	Â		2023Â	Â		2022Â		Patient	service	fees1Â		$2,199,558Â	Â		$â€”Â	
Histology	service	feesÂ		Â	272,660Â	Â		Â	â€”Â		Medical	director	feesÂ		Â	19,324Â	Â		Â	â€”Â		Department	of	Defense
observational	studiesÂ		Â	19,442Â	Â		Â	â€”Â		Other	revenues2Â		Â	21,515Â	Â		Â	4,803Â		Total	net	revenueÂ	
$2,532,499Â	Â		$4,803Â		Â	1Patient	services	fees	includes	direct	billing	for	CyPathÂ®	Lung	diagnostic	test.2Other
revenues	include	pre-acquisition	CyPathÂ®	Lung	royalty	income	and	laboratory	services.Â	OperatingExpensesÂ		Â	Â	
Year	EndedÂ	Â		Change	in	2023Â		Â	Â		December	31,Â	Â		Versus	2022Â		Â	Â		2023Â	Â		2022Â	Â		$Â	Â		%Â		Operating
expenses:Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Direct	costs	and	expensesÂ		$1,740,884Â	Â		$467Â	Â		$1,740,417Â	Â	
Â	372,680%	Research	and	developmentÂ		Â	1,467,936Â	Â		Â	1,378,624Â	Â		Â	89,312Â	Â		Â	6%	Clinical	developmentÂ	
Â	256,661Â	Â		Â	â€Œ145,546Â	Â		Â	111,115Â	Â		Â	76%	Selling,	general	and	administrativeÂ		Â	6,790,654Â	Â	
Â	2,481,042Â	Â		Â	4,314,612Â	Â		Â	174%	Depreciation	and	amortizationÂ		Â	249,592Â	Â		Â	â€Œ10,185Â	Â	
Â	239,410Â	Â		Â	2,351%	Total	operating	expensesÂ		$10,505,727Â	Â		$4,015,861Â	Â		$6,494,866Â	Â		Â	162%	Â		47	Â	
Â	Operatingexpenses	totaled	$10.5	million	and	$4.0	million	during	2023	and	2022,	respectively.	The	increase	in
operating	expenses	is	the	resultof	the	following	factors:Â	Directcosts	and	expensesÂ	Ourdirect	costs	and	expenses	are
primarily	direct	labor	for	pathology	services,	laboratory	supplies	and	reagents,	laboratory	equipment	andallocated
shared	facilities.	Direct	costs	and	expenses	totaled	$1.7	million	and	$467	during	2023	and	2022,	respectively.	The
increaseof	approximately	$1.7	million	for	2023	compared	to	2022	was	primarily	attributable	to	the	laboratory
operations	of	the	newly	acquiredPPLS.Â	Researchand	DevelopmentÂ	Ourresearch	and	development	expenses	consist
primarily	of	expenditures	for	lab	operations,	preclinical	studies,	compensation,	and	consultingcosts.	Research	and
development	expenses	totaled	$1.5	million	and	$1.4	million	during	2023	and	2022,	respectively.	The	increase	of
approximately$89,000,	or	6%,	for	2023	compared	to	2022	was	primarily	attributable	to	an	increase	in	compensation
costs	and	benefits	as	we	added	researchpersonnel.Â	ClinicalDevelopmentÂ	Clinicaldevelopment	expenses	totaled
approximately	$257,000	and	$146,000	during	2023	and	2022,	respectively.	The	increase	of	approximately	$111,000,or
76%,	for	2023	compared	to	2022	was	primarily	attributable	to	an	increase	in	compensation	costs	and	benefits	as	we
added	clinic	developmentpersonnel.Â	Selling,General	and	AdministrativeÂ	Ourselling,	general	and	administrative
expenses	consist	primarily	of	expenditures	related	to	employee	compensation,	legal,	accounting	andtax,	other
professional	services,	and	general	operating	expenses.Â	Selling,general	and	administrative	expenses	totaled
approximately	$6.8	million	and	$2.5	million	during	2023	and	2022,	respectively.	The	increaseof	approximately	$4.3
million,	or	174%,	for	2023	compared	to	2022,	was	primarily	attributable	to	general	and	administration	costs
acquiredfrom	PPLS	($820,000),	accounting,	legal,	and	professional	fee	costs	associated	with	the	acquisition	of	PPLS
($811,000),	the	accounting,legal,	and	professional	fee	costs	associated	with	the	SEC	filing	of	a	registration	statement
on	Form	S-1	($197,000),	increase	in	stock-basedcompensation	($486,000),	increase	in	employee	compensation
($838,000)	as	we	added	sales	and	administrative	personnel,	increase	in	brandingand	marketing	collateral	($391,000),
increase	in	directors	and	officers	(â€œD&Oâ€​)	insurance	($290,000),	increase	in	publiccompany-related	expenses
($294,000)	as	well	as	an	increase	related	to	board	compensation	($147,000),	and	other	operational
expenses.Additionally,	compensation	increased	due	to	additional	personnel	and	support	services	to	support	the	launch
of	sales	of	our	diagnostictest,	CyPathÂ®	Lung.Â	OtherIncome	(Expense)Â		Â	Â		Year	EndedÂ	Â		Change	in	2023Â		Â	Â	
December	31,Â	Â		Versus	2022Â		Â	Â		2023Â	Â		2022Â	Â		$Â	Â		%Â		Interest	income	(expense),	netÂ		$85,006Â	Â	



$(2,485,932)Â		$2,570,938Â	Â		Â	62%	Other	income	(expense),	netÂ		Â	(27,796)Â		Â	â€”Â	Â		Â	(27,796)Â		Â	0%	Gain	on
extinguishment	of	debtÂ		Â	â€”Â	Â		Â	212,258Â	Â		Â	(212,258)Â		Â	-100%	Loss	on	change	in	fair	value	of	convertible
notesÂ		Â	â€”Â	Â		Â	(1,866,992)Â		Â	1,866,922Â	Â		Â	100%	Total	other	income	(expense)Â		$57,210Â	Â		$(4,140,596)Â	
$4,197,806Â	Â		Â	7,237%	Â	Otherincome	(expense)	totaled	approximately	$57,210	and	($4.1)	million	for	2023	and
2022,	respectively.Â	Interestincome	(expense)Â	Wehad	net	interest	income	(expense)	of	approximately	$85,000	and
($2.5)	million	for	the	years	ended	December	31,	2023	and	2022,	respectively.The	current	year	amount	related	to
approximately	$120,000	interest	earned	from	money	market	account	partially	offset	by	interest	paidin	financing	lease
for	laboratory	equipment.	The	favorable	improvement	is	based	on	convertible	notes	being	converted	to	Common
Stockin	the	prior	year.Â	(Loss)gain	on	change	in	fair	value	of	convertible	notesÂ	Theloss	on	the	change	in	fair	value	of
convertible	notes	was	$0	during	2023	compared	to	a	loss	of	$1.9	million	during	2022,	respectively.The	prior	year
recognized	the	change	in	the	fair	value	of	convertible	notes	converted	to	stock,	the	reduction	in	the	expected	term,
andother	assumptions	during	the	reported	periods.Â	Liquidityand	Capital	ResourcesÂ	Todate,	we	have	funded	our
operations	primarily	through	our	IPO,	subsequent	registered	direct	offering,	exercise	of	warrants,	and	the	saleof	our
securities,	resulting	in	gross	proceeds	of	approximately	$38.5	million.	We	have	evaluated	whether	there	are	conditions
and	eventsthat	raise	substantial	doubt	about	our	ability	to	continue	as	a	going	concern	for	at	least	one	year	after	the
date	the	condensed	consolidatedfinancial	statements	are	issued.Â		48	Â		Â	Wehave	incurred	losses	since	our	inception
in	2014	as	a	result	of	significant	expenditures	for	operations	and	research	and	developmentand,	prior	to	April	2022,	the
lack	of	any	approved	diagnostic	test	or	therapeutic	products	to	generate	revenue.	For	the	three	monthsended	June	30,
2024	and	2023,	we	had	net	losses	of	$2.1	million	and	$1.7	million,	respectively,	and	we	expect	to	incur	substantial
additionallosses	in	future	periods.	We	have	an	accumulated	deficit	of	approximately	$48.7	million	as	of	June	30,	2024.
Despite	our	recent	financingsin	August	2024,	pursuant	to	which	we	raised	gross	proceeds	of	approximately	$1.7
million,	we	believe	our	current	cash	and	anticipatedrevenue	from	operations	will	not	be	sufficient	to	support	our
operations	beyond	October	2024.	Based	on	the	Companyâ€™s	currentexpected	level	of	operating	expenditures,	current
expected	levels	of	revenue,	and	the	cash	and	cash	equivalents	on	hand	at	June	30,	2024,of	$0.8	million,	management
concludes	that	there	is	substantial	doubt	about	the	Companyâ€™s	ability	to	continue	as	a	going	concernfor	a	period	of
at	least	twelve	(12)	months	subsequent	to	the	issuance	of	the	accompanying	unaudited	condensed	consolidated
financialstatements	contained	in	this	Quarterly	Report.	We	need	to	raise	further	capital	through	the	sale	of	additional
equity	or	debt	securitiesor	other	debt	instruments,	strategic	relationships	or	grants,	or	through	exercised	outstanding
warrants	to	support	our	future	operationsunless	our	revenue	increases	significantly.	Our	business	plan	includes
expansion	for	our	commercialization	efforts	which	will	requireadditional	funding.	If	we	are	unable	to	improve	our
liquidity	position,	we	may	not	be	able	to	continue	as	a	going	concern.	Our	abilityto	continue	as	a	going	concern	is
dependent	upon	our	ability	to	generate	revenue	and	raise	capital	from	financing	transactions.	Therecan	be	no
assurance	that	we	will	be	successful	in	accomplishing	these	objectives.Â	Wecontinue	to	seek	sources	of	financing	to
fund	our	continued	operations	and	research	and	development	programs.	To	raise	additional	capital,we	may	sell
additional	equity	or	debt	securities,	or	enter	into	collaborative,	strategic,	and/or	licensing	transactions.	There	can	beno
assurance	that	we	will	be	able	to	complete	any	financing	transaction	in	a	timely	manner	or	on	acceptable	terms	or
otherwise	enterinto	a	collaborative	or	strategic	transaction.	If	we	are	not	able	to	raise	additional	cash,	we	may	be
forced	to	delay,	curtail,	or	ceasedevelopment	of	our	diagnostic	tests	or	therapeutic	products,	or	cease	operations
altogether.Â	SixMonths	Ended	June	30,	2024,	Compared	to	Six	Months	Ended	June	30,	2023Â	SummaryStatements	of
Cash	FlowsÂ	Thefollowing	information	reflects	cash	flows	for	the	periods	presented:Â		Â	Â		Six	Months	EndedÂ		Â	Â	
June	30,Â		Â	Â		2024Â	Â		2023Â		Â	Â		Â	Â	Â		Â	Â		Cash	and	cash	equivalents	at	beginning	of	periodÂ		$2,821,570Â	Â	
$11,413,759Â		Net	cash	used	in	operating	activitiesÂ		Â	(3,878,400)Â		Â	(2,888,990)	Net	cash	used	in	investing
activitiesÂ		Â	(69,672)Â		Â	(36,175)	Net	cash	provided	by	(used	in)	financing	activitiesÂ		Â	1,927,813)Â		Â	(209,412)
Cash	and	cash	equivalents	at	end	of	periodÂ		$801,311Â	Â		$8,279,182Â		Â	NetCash	Used	in	Operating
ActivitiesÂ	Netcash	used	in	operating	activities	was	approximately	$3.9	million	and	$2.9	million	for	the	six	months
ended	June	30,	2024	and	2023,	respectively.The	increase	of	approximately	$1.0	million	in	cash	used	by	operations
during	the	six	months	ended	June	30,	2024,	compared	to	the	sameperiod	in	2023	was	primarily	attributable	to	an
increase	of	approximately	$370,000	in	our	loss	from	operations	and	an	increase	in	patientaccounts	receivables	of
$700,000	due	to	a	change	in	external	professional	medical	billing	providers	effective	March	1,	2024.	The
transitionperiod	from	the	previous	to	the	new	medical	billing	provider	has	caused	a	temporary	delay	in	billing	and
deposits,	as	anticipated.Â	NetCash	Used	in	Investing	ActivitiesÂ	TheCompany	used	approximately	$70,000	for	the	six
months	ended	June	30,	2024,	in	investing	activities	related	primarily	to	the	purchaseof	computer	and	lab	equipment,
compared	to	approximately	$36,000	cash	used	in	investing	activities	for	the	six	months	ended	June	30,2023.Â	NetCash
Provided	by	(Used	In)	Financing	ActivitiesÂ	Cashprovided	in	financing	activities	was	approximately	$1.9	million
compared	to	cash	used	in	financing	activities	of	approximately	$210,000for	the	six	months	ended	June	30,	2024	and
2023,	respectively.	The	change	in	proceeds	from	prior	year	was	primarily	related	to	net	proceedsfrom	the	direct
offering	of	common	stock	securities	for	$2.5	million	on	March	8,	2024.Â	ContractualObligations	and
CommitmentsÂ	Weenter	into	contracts	in	the	normal	course	of	business	with	third-party	contract	organizations	for
clinical	trials	and	other	servicesand	products	used	for	research	and	development	and	operating	purposes.	These
contracts	generally	provide	for	termination	following	acertain	period	after	notice,	and	therefore	we	believe	that	any
non-cancelable	obligations	under	these	agreements	are	not	material.Â	CriticalAccounting	EstimatesÂ	Thepreparation	of
financial	statements	in	conformity	with	U.S.	GAAP	requires	management	to	make	significant	judgments	and	estimates
thataffect	the	reported	amounts	of	assets	and	liabilities	and	disclosure	of	contingent	assets	and	liabilities	at	the	date	of
the	financialstatements	and	the	reported	amounts	of	revenues	and	expenses	during	the	reporting	period.	Management
bases	these	significant	judgmentsand	estimates	on	historical	experience	and	other	assumptions	it	believes	to	be
reasonable	based	upon	information	presently	available.Actual	results	could	differ	from	those	estimates	under	different
assumptions,	judgments,	or	conditions.Â		49	Â		Â	PatientFee	RevenuesÂ	Wefollow	ASC	606,	Revenue	from	Contracts
with	Customers,	which	requires	revenue	recognition	in	the	period	in	which	the	service	wasperformed.	To	be	able	to
report	timely	net	revenues	for	the	period,	estimates	are	used	for	a	portion	of	uncollected	balances.	These
estimatesrelate	to	third-party	historical	contractual	discounts	and	adjustments	(e.g.,	insurance	providers)	and	patient
historical	uncollectibleamounts.	There	can	be	a	significant	delay	from	the	time	a	patient	has	been	serviced	to	the
invoicing	of	that	service	and	then	the	netproceeds	collected.	Historical	data	is	used	to	determine	estimates	for	those
â€œin	serviceâ€​	revenues	that	have	not	been	billedor	collected	at	the	reporting	period.Â	PatientFee	Receivables	and
Considerations	for	Credit	LossesÂ	Wefollow	accounting	considerations	of	CECL	-	Financial	Instruments	â€“	Credit
Losses	(Topic	326):	Measurement	of	Credit	Losses	onFinancial	Instruments.	With	the	acquisition	of	PPLS	and	control	of



Village	Oaks,	the	Companyâ€™s	board-certified	pathologistsprovide	anatomic	and	clinical	pathology	services	for
patients	and	other	customers.	The	Companyâ€™s	other	customer	types	include	contractresearch	organizations
(â€œCROsâ€​),	hospitals,	and	independent	laboratories.	The	Company	enters	into	contracts	with	its	customersfor	these
services.	The	majority	of	the	Companyâ€™s	revenues	stem	from	fees	for	services	provided	to	patients,	and	thus	in
thosearrangements	the	patient	is	the	customer,	although	the	services	may	be	requested	by	a	physician	on	the
patientâ€™s	behalf.	Furthermore,in	addition	to	its	contracts	with	patients,	the	Company	separately	contracts	with
third-party	payors	(insurance	companies	and	governmentalpayors),	who	are	typically	responsible	for	all	or	the	majority
of	the	fees	agreed	upon	for	such	services	provided	to	patients.	Historically,material	amounts	of	gross	charges	are	not
collected	due	to	various	agreements	with	insurance	companies,	capped	pricing	levels	for	governmentpayors,	and
uncollectible	balances	from	individual	payers.	To	estimate	these	allowances	of	credit	losses,	the	Company	assesses	the
portfoliorisk	segments	and	historical	data	on	collection	rates.	These	estimated	allowances	offset	patient	revenues	and
accounts	receivables.Â	DiscountRate	for	Finance	Leased	EquipmentÂ	Wefollow	ASC	842,	Leases,	under	which	a	lessee
is	required	to	recognize	most	leases	on	its	balance	sheet.	The	Company	has	electedto	apply	a	third-party	valuation
increment	borrowing	rate	(IBR)	as	the	discount	rate	by	class	of	underlying	assets	when	the	rate	is	notimplicit	in	the
lease.Â	Stock-BasedCompensationÂ	Wefollow	ASC	718,	Compensation	â€“	Stock	Compensation,	which	requires	the
measurement	and	recognition	of	compensation	expensefor	all	share-based	payment	awards	made	to	employees,
directors,	and	non-employees	based	on	estimated	fair	values.	We	have	used	the	Black-Scholesoption	pricing	model	to
estimate	grant	date	fair	value	for	all	option	grants.	The	assumptions	we	use	in	calculating	the	fair	value	ofshare-based
payment	awards	represent	managementâ€™s	best	estimates,	but	these	estimates	involve	inherent	uncertainties	and	the
applicationof	management	judgment.	Since	we	use	different	assumptions	based	on	a	change	in	factors,	our	stock-based
compensation	expense	could	bematerially	different	in	the	future.Â	Accountingfor	Income	TaxesÂ	Weare	governed	by
U.S.	income	tax	laws,	which	are	administered	by	the	Internal	Revenue	Service	(â€œIRSâ€​).	We	follow	ASC
740,Accounting	for	Income	Taxes,	which	requires	an	asset	and	liability	approach	to	financial	accounting	and	reporting
for	income	taxes.Deferred	tax	assets	and	liabilities	are	recognized	for	the	future	tax	consequences	attributable	to
differences	between	the	financialstatement	carrying	amounts	of	existing	assets	and	liabilities	and	their	respective	tax
bases	and	operating	loss	and	tax	credit	carryforwards.Deferred	tax	assets	and	liabilities	are	measured	using	enacted
tax	rates	expected	to	apply	to	taxable	income	in	the	years	in	which	thosetemporary	differences	are	expected	to	be
recovered	or	settled.	A	valuation	allowance	is	provided	when	it	is	more	likely	than	not	thatsome	portion	or	all	of	a
deferred	tax	asset	will	not	be	realized.	The	ultimate	realization	of	deferred	tax	assets	is	dependent	upon	thegeneration
of	future	taxable	income	and	the	reversal	of	deferred	tax	liabilities	during	the	period	in	which	the	related	temporary
differencebecomes	deductible.Â	GoingConcernÂ	Ourevaluation	of	our	ability	to	continue	as	a	going	concern	requires	us
to	evaluate	our	future	sources	and	uses	of	cash	sufficient	to	fundour	currently	expected	operations	in	conducting
research	and	development	activities	one	year	from	the	date	our	consolidated	financialstatements	are	issued.	We
evaluate	the	probability	associated	with	each	source	and	use	of	cash	resources	in	making	our	going
concerndetermination.	The	research	and	development	of	our	diagnostic	tests	and	therapeutic	products	are	inherently
subject	to	uncertainty.Â	Off-BalanceSheet	ArrangementsÂ	Wedo	not	engage	in	transactions	that	generate	relationships
with	unconsolidated	entities	or	financial	partnerships,	such	as	entities	oftenreferred	to	as	structured	finance	or	special
purpose	entities,	as	a	part	of	our	ongoing	business.	Accordingly,	we	did	not	have	any	off-balancesheet	arrangements
during	any	of	the	periods	presented.Â		50	Â		Â	YearEnded	December	31,	2023,	Compared	to	the	Year	Ended	December
31,	2022Â	CashFlowsÂ	Thefollowing	information	reflects	cash	flows	for	the	years	presented:Â		Â	Â		Year	EndedÂ		Â	Â	
December	31,Â		Â	Â		2023Â	Â		2022Â		Cash	and	cash	equivalents	at	beginning	of	yearÂ		$11,413,749Â	Â		$1,360,638Â	
Net	cash	used	in	operating	activitiesÂ		Â	(6,037,806)Â		Â	(4,070,845)	Net	cash	used	in	investing	activitiesÂ	
Â	(2,209,399)Â		Â	(219,987)	Net	cash	provided	(used)	by	financing	activitiesÂ		Â	(344,984)Â		Â	14,343,953Â		Cash	and
cash	equivalents	at	end	of	yearÂ		$2,821,570Â	Â		$11,413,759Â		Â	NetCash	Used	in	Operating	ActivitiesÂ	Netcash	used
in	operating	activities	was	approximately	$6.0	million	and	$4.1	million	for	the	years	ended	December	31,	2023,	and
2022,	respectively.The	increase	of	approximately	$1.9	million	in	cash	used	by	operations	during	the	year	ended
December	31,	2023,	compared	to	2022,	wasprimarily	attributable	to	prior	year	recognizing	approximately	$1.9	million
in	fair	value	adjustments	on	convertible	notes	payable.Â	NetCash	Used	in	Investing	ActivitiesÂ	TheCompany	used
approximately	$2.2	million	in	investing	activities	in	2023,	compared	to	$0.2	million	used	for	the	year	ended	December
31,2022.	The	increase	in	cash	used	in	investing	activities	in	2023,	compared	to	2022,	is	attributable	to	the	acquisition	of
PPLS.Â	NetCash	Provided	by	Financing	ActivitiesÂ	Duringthe	year	ended	December	31,	2023,	net	cash	used	by
financing	activities	was	$345,000	as	compared	to	net	cash	proceeds	of	$14.3	millionduring	2022.	During	the	year	ended
December	31,	2022,	net	cash	provided	by	financing	activities	was	$14.3	million	primarily	due	to	netproceeds	of
approximately	$6.0	million	from	issuance	of	Common	Stock	in	our	IPO,	as	well	as	proceeds	of	approximately	$7.8
million	fromthe	exercise	of	warrants	and	options.Â	CriticalAccounting	EstimatesÂ	Thepreparation	of	financial
statements	in	conformity	with	GAAP	in	the	United	States	requires	management	to	make	significant	judgments
andestimates	that	affect	the	reported	amounts	of	assets	and	liabilities	and	disclosure	of	contingent	assets	and	liabilities
at	the	dateof	the	financial	statements	and	the	reported	amounts	of	revenues	and	expenses	during	the	reporting	period.
Management	bases	these	significantjudgments	and	estimates	on	historical	experience	and	other	assumptions	it	believes
to	be	reasonable	based	upon	information	presentlyavailable.	Actual	results	could	differ	from	those	estimates	under
different	assumptions,	judgments,	or	conditions.Â	PatientFee	RevenuesÂ	Wefollow	ASC	606,	Revenue	from	Contracts
with	Customers,	which	requires	revenue	recognition	in	the	period	in	which	the	service	wasperformed.	To	be	able	to
report	timely	net	revenues	for	the	period,	estimates	are	used	for	a	portion	of	uncollected	balances.	These
estimatesrelate	to	third	party	historical	contractual	discounts	and	adjustments	(e.g.	insurance	providers)	and	patient
historical	uncollectibleamounts.	There	can	be	a	significant	delay	from	the	time	a	patient	has	been	serviced	to	the
invoicing	of	that	service	and	then	the	netproceeds	collected.	Historical	data	is	used	to	determine	estimates	for	those
â€œin	serviceâ€​	revenues	that	have	not	been	billedor	collected	at	the	reporting	period.Â	PatientFee	Receivables	and
considerations	for	credit	lossesÂ	Wefollow	accounting	considerations	of	CECL	-	Financial	Instruments	â€“	Credit	Losses
(Topic	326):	Measurement	of	Credit	Losses	onFinancial	Instruments.	With	the	acquisition	of	PPLS	and	control	of	Village
Oaks,	the	Companyâ€™s	board-certified	pathologistsprovide	anatomic	and	clinical	pathology	services	for	patients	and
other	customers.	The	Companyâ€™s	other	customer	types	include	CROs,hospitals,	and	independent	laboratories.	the
Company	enters	into	contracts	with	its	customers	for	these	enters.	The	majority	of	the	Companyâ€™srevenues	stem
from	fees	for	services	provided	to	patients,	and	thus,	in	those	arrangements,	the	patient	is	the	customer,	although
theservices	may	be	requested	by	a	physician	on	the	patientâ€™s	behalf.	Furthermore,	in	addition	to	its	contracts	with
patients,	theCompany	separately	contracts	with	third-party	payors	(insurance	companies	and	governmental	payors),



who	are	typically	responsible	forall	or	the	majority	of	the	fees	agreed	upon	for	such	services	provided	to	patients.
Historically,	material	amounts	of	gross	charges	arenot	collected	due	to	various	agreements	with	insurance	companies,
capped	pricing	levels	for	government	payors	and	uncollectible	balancesfrom	individual	payers.	To	estimate	these
allowances	of	credit	losses,	the	Company	assesses	the	portfolio	risk	segments	and	historicaldata	on	collection	rates.
These	estimated	allowances	offset	patient	revenues	and	accounts	receivables.Â	Discountrate	for	finance	leased
equipmentÂ	Wefollow	ASC	842,	Leases,	In	February	2016,	the	FASB	issued	Topic	842,	under	which	a	lessee	is	required
to	recognize	most	leaseson	its	balance	sheet.	The	Company	has	elected	to	apply	a	third-party	valuation	increment
borrowing	rate	(IBR)	as	the	discount	rate	byclass	of	underlying	assets	when	the	rate	is	not	implicit	in	the	lease.Â		51	Â	
Â	Share-BasedCompensationÂ	Wefollow	ASC	718,	Compensation	â€“	Stock	Compensation,	which	requires	the
measurement	and	recognition	of	compensation	expensefor	all	share-based	payment	awards	made	to	employees,
directors,	and	non-employees	based	on	estimated	fair	values.	We	have	used	the	Black-Scholesoption	pricing	model	to
estimate	grant	date	fair	value	for	all	option	grants.	The	assumptions	we	use	in	calculating	the	fair	value	ofshare-based
payment	awards	represent	managementâ€™s	best	estimates,	but	these	estimates	involve	inherent	uncertainties	and	the
applicationof	management	judgment.	As	such,	as	we	use	different	assumptions	based	on	a	change	in	factors,	our	stock-
based	compensation	expense	couldbe	materially	different	in	the	future.Â	Accountingfor	Income	TaxesÂ	Weare	governed
by	U.S.	income	tax	laws,	which	are	administered	by	the	Internal	Revenue	Service	(IRS).	We	follow	ASC	740,
Accountingfor	Income	Taxes,	which	requires	an	asset	and	liability	approach	to	financial	accounting	and	reporting	for
income	taxes.	Deferredtax	assets	and	liabilities	are	recognized	for	the	future	tax	consequences	attributable	to
differences	between	the	financial	statementcarrying	amounts	of	existing	assets	and	liabilities	and	their	respective	tax
bases	and	operating	loss	and	tax	credit	carryforwards.	Deferredtax	assets	and	liabilities	are	measured	using	enacted
tax	rates	expected	to	apply	to	taxable	income	in	the	years	in	which	those	temporarydifferences	are	expected	to	be
recovered	or	settled.	A	valuation	allowance	is	provided	when	it	is	more	likely	than	not	that	some	portionor	all	of	a
deferred	tax	asset	will	not	be	realized.	The	ultimate	realization	of	deferred	tax	assets	is	dependent	upon	the
generationof	future	taxable	income	and	the	reversal	of	deferred	tax	liabilities	during	the	period	in	which	the	related
temporary	difference	becomesdeductible.Â	GoingConcernÂ	Ourevaluation	of	our	ability	to	continue	as	a	going	concern
requires	us	to	evaluate	our	future	sources	and	uses	of	cash	sufficient	to	fundour	currently	expected	operations	in
conducting	research	and	development	activities	one	year	from	the	date	our	consolidated	financialstatements	are	issued.
We	evaluate	the	probability	associated	with	each	source	and	use	of	cash	resources	in	making	our	going
concerndetermination.	The	research	and	development	of	our	diagnostic	tests	and	therapeutic	products	are	inherently
subject	to	uncertainty.Â	Off-BalanceSheet	ArrangementsÂ	Wedo	not	engage	in	transactions	that	generate	relationships
with	unconsolidated	entities	or	financial	partnerships,	such	as	entities	oftenreferred	to	as	structured	finance	or	special
purpose	entities,	as	a	part	of	our	ongoing	business.	Accordingly,	we	did	not	have	any	off-balancesheet	arrangements
during	any	of	the	periods	presented.Â	EmergingGrowth	Company	StatusÂ	Weare	both	an	â€œemerging	growth
companyâ€​	and	a	â€œsmaller	reporting	companyâ€​	as	defined	by	Rule	12b-2	of	the	SecuritiesExchange	Act	of	1934,	as
amended	(the	â€œExchange	Actâ€​)	and	are	therefore	subject	to	reduced	public	company	reporting	requirements.Â		52
Â		Â	BUSINESSÂ	BusinessOverviewÂ	Wedevelop	noninvasive	diagnostics	to	detect	early-stage	lung	cancer	and	other
diseases	of	the	lung.	We	are	advancing	research	into	ourtherapeutic	discoveries	which	could	result	in	broad-spectrum
cancer	treatments	in	the	future.	We	develop	proprietary	noninvasive	diagnostictests	using	flow	cytometry	and
automated	analysis	developed	by	artificial	intelligence	(â€œAIâ€​).	Our	diagnostic	tests	analyzecell	populations,
including	cancer	and	cancer-related	cells,	that	are	indicative	of	a	specific	diseased	state.Â	Wewere	formed	as	a
Delaware	corporation	on	March	26,	2014.	On	June	15,	2016,	we	formed	OncoSelectÂ®	Therapeutics,	LLC
(â€œOncoSelectÂ®â€​),a	Delaware	limited	liability	company	and	our	wholly	owned	subsidiary	which	is	a	preclinical-
stage	biopharmaceutical	discovery	companywith	a	focus	on	therapeutics	that	deliver	cytotoxic	(cell-killing)	effects	on	a
broad	selection	of	human	cancers	from	diverse	tissueswhile	having	little	or	no	effect	on	normal	cells.	On	August	14,
2023,	we	formed	Precision	Pathology	Laboratory	Services,	LLC	(â€œPPLSâ€​),a	Texas	limited	liability	company	and	our
wholly	owned	subsidiary.	Research	and	optimization	of	our	platform	technologies	for	in	vitrodiagnostics	and
technologies	are	conducted	in	laboratories	at	The	University	of	Texas	at	San	Antonio	and	PPLS	in	San	Antonio,
Texas.Â	Ourfirst	diagnostic	test,	CyPathÂ®	Lung,	addresses	the	need	for	noninvasive	detection	of	early-stage	lung
cancer.	Lung	canceris	the	leading	cause	of	cancer-related	deaths	worldwide.	Physicians	order	CyPathÂ®	Lung	to	assist
in	their	assessment	ofpatients	who	are	at	high	risk	for	lung	cancer.	The	CyPathÂ®	Lung	test	enables	physicians	to	more
confidently	identify	patientswho	will	likely	benefit	from	timely	intervention	and	more	invasive	follow-up	procedures	and
those	who	are	likely	without	lung	cancerand	should	continue	routine	screening.	CyPathÂ®	Lung	has	the	potential	to
increase	overall	diagnostic	accuracy	of	lungcancer,	which	could	lead	to	increased	survival,	fewer	unnecessary	invasive
procedures,	reduced	patient	anxiety,	and	lower	medical	costs.Â	CyPathÂ®Lung	uses	flow	cytometry	technology	to
detect	and	analyze	cell	populations	in	a	personâ€™s	sputum,	or	phlegm,	to	find	characteristicsindicative	of	lung	cancer,
including	cancer	and/or	cancer-related	cells	that	have	shed	from	a	lung	tumor.	The	flow	cytometer	is	a	well-
establishedinstrument	used	in	many	commercial	laboratories.	Flow	cytometry	collects	data	pertaining	to	properties	of
single	cells	labeled	with	antibodiesand	dyes	specific	to	cell	types	and	characteristics.	Sputum	is	an	excellent	sample	for
analysis	because	it	is	in	direct	contact	withany	malignancy	in	the	lungs	and	can	provide	information	about	its	area	of
field	cancerization	and	the	lung	microenvironment.	CyPathÂ®Lung	uses	automated	data	analysis	developed	by	AI	that
allows	an	entire	sample	of	sputum	averaging	16	million	cells	to	be	examinedin	approximately	30	minutes,	allowing	for
cost-effective,	large-scale	commercialization.Â	Weconducted	a	150-patient	test	validation	trial	of	people	at	high	risk	for
lung	cancer	including	patients	with	the	disease	(N=28)	and	thosewho	were	cancer-free	(N=122)	that	resulted	in
CyPathÂ®	Lungâ€™s	overall	88%	specificity,	meaning	the	ability	to	correctlyidentify	a	person	without	cancer,	and	82%
sensitivity,	meaning	the	ability	to	correctly	identify	cancer	in	a	person	with	the	disease.For	the	subset	of	patients	in	this
trial	who	had	lung	nodules	20	millimeters	(â€œmmâ€​)	or	smaller,	this	trial	resulted	in	92%sensitivity,	87%	specificity,
99%	negative	predictive	value,	and	88%	accuracy.	In	this	subset	of	132	individuals	with	small	nodules,119	patients
were	cancer-free	and	13	had	confirmed	lung	cancer.	The	detection	of	small	lung	nodules	in	people	who	have	early-stage
cancercan	increase	lung	cancer	survival.Â	ThroughOncoSelectÂ®,	our	research	has	led	to	discoveries	of	novel	potential
cancer	therapeutics	that	specifically	and	selectivelytarget	cancer	cells	that	have	been	grown	in	petri
dishes.Â	InSeptember	2023,	through	our	wholly	owned	subsidiary	PPLS,	we	acquired	the	assets	of	Village	Oaks
Pathology	Services,	P.A.,(â€œVillageOaksâ€​)	a	Texas	professional	association	d/b/a	Precision	Pathology	Services,
including	a	clinical	anatomic	and	clinical	pathologylaboratory	and	related	services	business	in	San	Antonio,	Texas.	The
laboratory	is	accredited	by	the	College	of	American	Pathologists(â€œCAPâ€​)	and	certified	under	the	Clinical	Laboratory
Improvement	Amendments	of	1988	(â€œCLIAâ€​).Â	OurFirst	Diagnostic	Test	â€“	CyPathÂ®	LungÂ	Lungcancer	remains



the	most	commonly	diagnosed	cancer	and	the	leading	cause	of	cancer-related	deaths	worldwide.	Globally,	there	were
an	estimated2.21	million	lung	cancer	cases	and	1.8	million	lung	cancer	deaths	in	2020,	as	reported	by	the	World	Health
Organization	in	its	2020	CancerFact	Sheet.	According	to	the	American	Lung	Association	(â€œALAâ€​),	screening	for
individuals	at	high	risk	for	lung	cancer	hasthe	potential	to	improve	lung	cancer	survival	rates	by	finding	disease	at	an
earlier	stage	when	it	is	more	likely	to	be	curable.	A	studypublished	in	the	New	England	Journal	of	Medicine	titled
â€œSurvival	of	patients	with	stage	I	lung	cancer	detected	on	CT	screeningâ€​dated	October	26,	2006,	reported	that	the
survival	rate	of	individuals	with	Stage	I	lung	cancer	who	underwent	surgical	resection	withinone	month	after	diagnosis
had	a	ten-year	survival	rate	of	92%,	as	compared	to	the	overall	five-year	survival	rate	in	the	U.S.	of	26.5%as	reported	by
the	ALA.	Unfortunately,	most	lung	cancer	is	detected	in	late	stages.	The	results	of	a	large	national	clinical	trial	thatwas
reported	in	the	New	England	Journal	of	Medicine	in	an	article	dated	August	4,	2011,	titled	â€œReduced	Lung-Cancer
Mortalitywith	Low-Dose	Computed	Tomographic	Screeningâ€​	showed	that	screening	for	lung	cancer	using	low-dose
computed	tomography	(â€œLDCTâ€​)resulted	in	a	reduction	of	the	mortality	rate	by	20%	as	compared	to	screening	by
X-ray	if	LDCT	screening	is	used	by	patients	at	highrisk	for	lung	cancer	on	an	annual	basis.	Therefore,	LDCT	scans	are
recommended	for	screening	of	an	estimated	14	million	Americans	whoare	at	high	risk	for	lung	cancer.	If	half	of	these
high-risk	individuals	were	screened,	more	than	12,000	lung	cancer	deaths	could	beprevented,	according	to	the	ALA.
However,	the	New	England	Journal	of	Medicine	article	also	reported	that	LDCT	was	shown	to	havea	low	positive
predictive	value	of	less	than	4%.	This	means	that	for	every	100	people	who	receive	a	positive	result	from	LDCT
screeningand	are	suspected	of	having	lung	cancer,	only	four	actually	have	the	disease.	A	reliable,	noninvasive,	and	cost-
effective	diagnostictest	can	increase	diagnosis	of	early-stage	lung	cancer	while	lowering	the	number	of	unnecessary
and	invasive	procedures	for	patientswith	a	false	positive	result	from	LDCT	screening.	(A	false	positive	test	result
indicates	that	the	patient	has	lung	cancer	when	he	orshe	does	not	have	the	disease.)Â		53	Â		Â	CyPathÂ®Lung	is	a	test
for	early-stage	lung	cancer	that	is	designed	to	meet	the	need	for	greater	diagnostic	certainty.	Based	on	our
internalanalysis,	its	use	in	conjunction	with	LDCT	is	predicted	to	improve	the	positive	predictive	value	(the	probability
that	patients	witha	positive	LDCT	scan	truly	have	the	disease)	by	a	factor	of	five.	Our	analysis	concludes	that	improving
the	positive	predictive	valueof	LDCT	with	the	use	of	CyPathÂ®	Lung	has	the	potential	to	subject	fewer	patients	to	the
stresses	of	misdiagnosis	or	unnecessarydiagnostic	procedures,	such	as	biopsies,	while	also	reducing	healthcare
costs.Â	CyPathÂ®Lung	uses	flow	cytometry	technology	to	detect	and	analyze	cell	populations	in	a	personâ€™s	sputum,
or	phlegm,	to	find	characteristicsindicative	of	lung	cancer,	including	cancer	and/or	cancer-related	cells	that	have	shed
from	a	lung	tumor.	The	flow	cytometer	is	a	well-establishedinstrument	used	in	many	commercial	laboratories.	Flow
cytometry	collects	data	pertaining	to	properties	of	single	cells	labeled	with	antibodiesand	dyes	specific	to	cell	types	and
characteristics.	Sputum	is	an	excellent	sample	for	analysis	because	it	is	in	direct	contact	withany	malignancy	in	the
lungs	and	can	provide	information	about	its	area	of	field	cancerization	and	the	lung	microenvironment.	While
studieshave	shown	that	expert	cytological	analysis	of	sputum	can	detect	cancerous	and	pre-malignant	cells,	the	level	of
scrutiny	required	forthe	analysis	is	not	feasible	in	the	laboratory	routine,	according	to	an	October	22,	2009,	article,
â€œPremalignant	and	malignantcells	in	sputum	from	lung	cancer	patients,â€​	published	in	Cancer	Cytopathology.	The
process	of	looking	at	microscopy	slidesis	an	extremely	laborious	approach	and	demands	years	of	expertise.	CyPathÂ®
Lung	uses	flow	cytometry	and	automated	dataanalysis	developed	by	AI	that	allows	for	an	entire	sample	of	sputum
averaging	16	million	cells	to	be	examined	in	approximately	30	minutes,allowing	for	cost-effective,	large-scale
commercialization.Â	Inparticular,	CyPathÂ®	Lung	uses	a	synthetic	porphyrin	called	meso-tetra	(4-carboxyphenyl)
porphyrin	(â€œTCPPâ€​).Porphyrins	are	biological	pigments	that,	when	exposed	to	ultraviolet	light	at	certain
wavelengths,	can	result	in	the	cell	fluorescinga	red	or	purplish	color	that	can	be	detected	under	a	microscope	or	by	flow
cytometry,	according	to	an	article	titled	â€œLaboratoryDiagnosis	of	Porphyria,â€​	published	in	Diagnostics	(Basel)	on
July	26,	2021.	Porphyrins	can	be	man-made,	like	TCPP,	or	theycan	be	naturally	occurring,	like	heme	that	is	responsible
for	the	red	color	in	red	blood	cells.	Cancer	cells	are	known	to	take	up	certainporphyrins	in	higher	amounts	than	non-
cancer	cells,	and	the	high	affinity	for	cancer	cells	displayed	by	TCPP	makes	it	an	excellent	bio-labelfor	cancer,
according	to	an	article	published	in	Progress	in	Clinical	and	Biological	Research	in	1984	titled	â€œA	comparativestudy
of	28	porphyrins	and	their	abilities	to	localize	in	mammary	mouse	carcinoma:	uroporphyrin	I	superior	to
hematoporphyrin	derivative.â€​As	used	in	CyPathÂ®	Lung,	the	proportion	of	cells	with	high	TCPP	fluorescence	intensity
in	a	patientâ€™s	sputum	sampleis	a	significant	predictor	of	lung	cancer.	We	hold	multiple	patents	protecting	our	use	of
TCPP	for	the	diagnosis,	monitoring,	and	treatmentof	cancer.	In	addition,	we	have	multiple	domestic	and	foreign	patent
applications	to	protect	the	use	of	flow	cytometry	and	our	AI-developedautomated	analysis	platform	in	the	detection	of
lung	cancer	and	other	lung	diseases	using	sputum	as	a	sample.Â	Wedeveloped	an	algorithm	as	part	of	a	test	validation
trial	that	used	machine	learning	to	distinguish	samples	from	high-risk	patients	whohad	lung	cancer	from	those	who	are
cancer-free.	Results	of	the	trial	were	published	January	21,	2023,	in	the	peer-reviewed	journal	RespiratoryResearch.
Village	Oaks	developed	CyPathÂ®	Lung	for	sale	as	an	LDT	in	accordance	with	the	standards	of	the	CAP	and
theregulations	and	guidance	of	the	CLIA	program,	which	is	administered	by	CMS.Â	CyPathÂ®Lung	can	be	put	into
routine	lab	use	without	requiring	expert	evaluation	of	samples	or	being	subject	to	operator	bias.	Our	approachallows
the	entire	sputum	sample	to	be	rapidly	analyzed.	The	numerical	analysis	developed	with	machine	learning	captures
complex	interactionsbetween	lung	cancer,	the	microenvironment,	and	areas	of	field	cancerization	that	would	be	difficult
if	not	impossible	for	individualsto	predict	or	detect	reliably	by	eye.	For	example,	during	test	development,	we
discovered	that	viability	staining	density	suggests	alink	with	apoptosis,	or	cell	death,	that	is	linked	to	many	cancers,
including	lung	cancer.	Our	model	also	suggests	that	specific	markersof	immune	cell	populations	may	be	informative	as
to	the	presence	of	cancer	in	the	lung.	These	findings	are	the	result	of	our	machinelearning	approach	to	automated
analysis.Â	CyPathÂ®Lung	uses	sputum	that	is	obtained	noninvasively	by	patients	in	the	privacy	of	their	home.
Physicians	most	often	order	the	testfor	patients	after	CT	imaging	reveals	one	or	more	pulmonary	nodules	that	are
suspected	to	be	lung	cancer.	A	patient	collects	his	or	hersample	using	a	hand-held,	noninvasive	assist	device,	ICU
Medicalâ€™s	AcapellaÂ®	Choice	Blue,	that	acts	to	break	upmucus	in	the	lungs	and	help	a	person	cough	up	sputum
from	the	lung	into	a	collection	cup.	The	AcapellaÂ®	Choice	Blue	hasbeen	510(k)	cleared	by	the	FDA	as	a	positive
expiratory	pressure	device	to	help	mobilize	lung	secretions	in	people	with	certain	lungconditions.Â	Thesputum	sample
is	shipped	overnight	by	the	patient	to	PPLS	and	processed	into	a	single-cell	suspension,	then	labeled	with	antibodies
thatdistinguish	different	cell	types	and	the	synthetic	porphyrin	TCPP	that	identifies	cancer	cells	and/or	cancer-
associated	cells.	Our	testcan	analyze	an	average	sputum	sample	containing	about	16	million	cells	in	approximately	30
minutes	using	integrated	software	for	high-throughput,user-friendly	standardized	analysis	of	flow	cytometric	sample
data.	A	physicianâ€™s	report	is	generated	within	minutes	after	dataacquisition.	The	report	stratifies	the	patient	into
one	of	two	risk	groups.	Those	patients	deemed	â€œlikely	or	very	likelyâ€​to	have	cancer	may	benefit	from	aggressive



intervention.	Those	â€œunlikely	or	very	unlikelyâ€​	to	have	a	malignancy	may	continueimaging	surveillance.	The
physician	also	receives	a	numerical	score	between	0.1	to	1.0,	with	0.1-0.49	being	a	negative	result	and	0.5to	1.0
considered	positive	for	lung	cancer.	The	proprietary	automated	analysis	software	was	developed	and	is	wholly	owned
and	patentprotected	by	bioAffinity	Technologies.Â	Physiciansreceive	test	results	within	three	days	after	the	laboratory
receives	the	patientâ€™s	sputum	sample.	CyPathÂ®	Lung	testinghelps	identify	patients	who	should	undergo	more
aggressive	follow-up	procedures	to	confirm	a	suspected	lung	cancer.	When	CyPathÂ®Lung	sample	analysis	determines
a	patient	is	unlikely	or	very	unlikely	to	have	lung	cancer,	the	result	can	serve	to	support	a	physicianâ€™sdecision	to
monitor	this	patient	by	following	a	recommended	LDCT	screening	routine.Â		54	Â		Â	Asreported	in	an	article	titled
â€œDetection	of	Early-Stage	Lung	Cancer	in	Sputum	using	Automated	Flow	Cytometry	and	Machine
Learning,â€​published	in	Respiratory	Research	on	January	21,	2023,	we	conducted	a	150-patient	test	validation	trial	of
people	at	high	riskfor	lung	cancer	including	patients	with	the	disease	(N=28)	and	those	who	were	cancer-free	(N=122)
that	resulted	in	CyPathÂ®Lungâ€™s	overall	88%	specificity,	meaning	the	ability	to	correctly	identify	a	person	without
cancer,	and	82%	sensitivity,	meaningthe	ability	to	correctly	identify	cancer	in	a	person	with	the	disease.	For	the	subset
of	patients	in	this	trial	who	had	lung	nodules20	mm	or	smaller	or	no	nodules	at	all,	this	trial	resulted	in	92%	sensitivity,
87%	specificity,	99%	negative	predictive	value,	and	88%accuracy.	In	this	subset	of	132	individuals	with	small	nodules,
119	patients	were	cancer-free	and	13	had	confirmed	lung	cancer.	Eightout	of	10	(80%)	of	Stage	I	tumors	were	correctly
identified.	Sensitivity	is	the	percentage	of	persons	with	the	disease	â€“	in	thiscase,	lung	cancer	â€“	who	are	correctly
identified	by	the	test.	Specificity	is	the	percentage	of	persons	without	lung	cancer	whoare	correctly	identified	by	the
test.	The	cancer	group	included	all	lung	cancer	types,	but	mostly	squamous	cell	carcinoma	and	adenocarcinomalung
cancer	(in	near	equal	numbers),	showing	that	CyPathÂ®	Lung	detects	all	types	of	lung	cancer.	The	detection	of
smalllung	nodules	in	people	who	have	early-stage	cancer	can	increase	lung	cancer	survival.Â	Inthis	19-month	test
validation	trial	participants	provided	a	sputum	sample	and	were	released	from	the	study	after	a	physician	either
confirmedthe	individual	was	cancer-free	by	examination	of	CT	imaging	or	confirmed	the	presence	of	lung	cancer	by
biopsy.	Flow	cytometry	and	patientdata	used	in	the	analysis	produced	results	that	included	(1)	the	proportion	of	cells
with	a	high	ratio	of	high	TCPP	fluorescence	intensityover	cell	size;	(2)	the	proportion	of	cells	with	an	intermediate	ratio
of	fluorescence	intensity	caused	by	the	viability	dye	(FVS510)over	cell	size;	(3)	the	proportion	of	cells	that	were	CD206
negative	but	positive	for	one	or	more	of	the	following	markers:	CD66b	(granulocytes),CD3	(T	cells),	and	CD19	(B	cells);
and	(4)	patient	age.Â	TheCyPathÂ®	Lung	technology	is	based	on	scientific	work	originating	at	Los	Alamos	National
Laboratory	in	collaboration	withSt.	Maryâ€™s	Hospital	in	Colorado.	In	the	Los	Alamos	research	study,	sputum	samples
from	lung	cancer	patients	were	differentiatedfrom	non-cancer	samples	with	100%	accuracy.	This	early	research	was
conducted	with	sputum	from	12	uranium	miners.	Microscope	slides	ofsputum	samples	were	labeled	with	the	synthetic
fluorescent	porphyrin	TCPP.	The	Los	Alamos	research	study	of	12	uranium	miners	includedeight	men	with	cancer	and
four	healthy	individuals.	Researchers	were	blinded	to	the	sample	origin	and	looked	for	the	presence	of
highlyfluorescent	cells	indicating	uptake	of	TCPP	as	an	indicator	of	lung	cancer.	The	length	of	the	study	and	specific
follow-up	was	not	reported,but	researchers	did	report	that	one	patient	entering	the	study	as	a	healthy	subject	was
correctly	diagnosed	with	cancer	by	the	test.Later,	a	blinded	clinical	trial	was	conducted	and	results	published
September	2015	in	an	article	titled	â€œEarly	Detection	of	LungCancer	with	Meso-Tetra	(4-Carboxyphenyl)	Porphyrin-
Labeled	Sputumâ€​	in	the	Journal	of	Thoracic	Oncology.	This	study	reportedon	an	earlier	version	of	CyPathÂ®	Lung	that
used	a	fluorescent	microscope	to	directly	identify	cells	labeled	with	TCPPin	one-third	or	less	of	the	sputum	sample.	For
each	trial	participant,	researchers	manually	scanned	12	microscope	slides	labeled	withTCPP	for	the	presence	of	red
fluorescent	cells	(â€œRFCsâ€​)	displaying	a	spectral	signature	that	indicated	uptake	of	TCPP	inthe	cell.	In	addition	to
measuring	the	spectral	signature,	the	fluorescent	intensity	and	cell	size	of	RFCs	were	measured.	The	test	data,including
fluorescent	intensity	over	cell	size,	was	analyzed.	The	trial	was	conducted	over	24	months	and	resulted	in	81%	test
accuracy,77.9%	sensitivity,	and	65.7%	specificity	in	the	ability	to	correctly	differentiate	between	samples	from	lung
cancer	patients	and	thoseat	high	risk	who	were	cancer-free.	The	Patriquin	trial	required	participants	to	provide	a
sputum	sample	and	CT	imaging	of	the	lungs.Those	in	the	cancer	cohort	underwent	a	biopsy	to	confirm	lung	cancer.
High-risk	patients	displaying	indeterminate	nodules	were	followedfor	18	months	to	confirm	they	were	cancer-free.	The
Patriquin	study	concluded	that	optimizing	the	test	to	provide	for	analysis	of	theentire	sputum	sample	would	improve
results.Â	OnJanuary	1,	2024,	the	Medicare	reimbursement	code	0406U	specific	for	CyPathÂ®	Lung	became	effective
after	multiple	regulatorydecisions	in	2023	leading	to	approval.	On	June	6,	2023,	the	American	Medical	Association
(â€œAMAâ€​)	approved	a	Current	ProceduralTerminology	(â€œCPTâ€​)	Proprietary	Laboratory	Analysis	(â€œPLAâ€​)
code	specifically	for	use	with	CyPathÂ®Lung,	which	was	publicly	released	on	June	30,	2023.	The	new	CPT	code	became
effective	for	use	on	October	1,	2023.	On	November	30,	2023,we	announced	CMSâ€™	final	determination	for	payment
for	CyPathÂ®	Lung,	and	CyPathÂ®	Lung	is	on	CMSâ€™2024	clinical	laboratory	fee	schedule.	The	CPT	PLA	code
assigned	to	CyPathÂ®	Lung	is	0406U	with	the	descriptor	â€œOncology	(lung),flow	cytometry,	sputum,	5	markers
(meso-tetra	[4-	carboxyphenyl]	porphyrin	[TCPP],	CD206,	CD66b,	CD3,	CD19),	algorithm	reported	as	likelihoodof	lung
cancer.â€​Â	Wehave	an	agreement	with	GO2	Partners	to	produce	patient	collection	kits	and	to	provide	warehousing	and
distribution	services	for	sendingout	the	kits.	Laboratory	reagents,	supplies,	and	equipment	are	commercially	available
through	multiple	vendors.	Sample	processing,	labeling,and	data	collection	can	be	accomplished	by	a	laboratory
technician	skilled	in	general	laboratory	techniques.	Data	analysis	leading	toa	physicianâ€™s	report	is	done	by
automated	analysis	software	fully	integrated	into	the	test.Â	Toour	knowledge,	CyPathÂ®	Lung	is	the	first	cancer
diagnostic	that	combines	flow	cytometry	and	automated	analysis	to	predictthe	presence	of	lung	cancer	from	sputum
samples.Â	TheCancer	Diagnostics	Market	and	CyPathÂ®	LungÂ	Theglobal	cancer	diagnostic	market	is	projected	to
grow	from	an	estimated	$102.24	billion	in	2022	to	$162.57	billion	in	2030,	with	a	compoundannual	growth	rate
(â€œCAGRâ€​)	of	6.1%,	according	to	a	market	research	report	issued	by	Research	and	Markets	in	June2023.	A	January
2023	report,	also	by	Research	and	Markets,	stated	that	the	market	worldwide	for	lung	cancer	diagnostic	tests
wasestimated	at	$2.6	billion	in	2022	and	is	projected	to	reach	$4.7	billion	by	2030,	with	a	CAGR	of	7.8%	over	2022-
2030.	We	have	the	potentialto	play	a	significant	role	in	the	cancer	diagnostic	market	because	our	platform	is
noninvasive,	cost-effective,	and	has	the	potentialto	lead	to	better	patient	outcomes.Â		55	Â		Â	Comparisonof	CyPathÂ®
Lung	to	Current	Standards	of	CareÂ		Diagnostic	Test	or	Procedure	Â		Intended	Patient	Â		Sensitivity	Â		Â		Specificity	Â	
Â		Procedural	Risk	Â		Source	Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		CyPathÂ®	Lungâ€Œ	Â		High	risk	Â		Â		82	%	Â		88	%	Â	
None	Â		â€œDetection	of	Early-Stage	Lung	Cancer	in	Sputum	using	Automated	Flow	Cytometry	and	Machine
Learning,â€​	published	in	Respiratory	Research	on	January	21,	2023	Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		CyPathÂ®
Lung	Â		High	risk	â€“	nodules	less	than	20	mm	Â		Â		92	%	Â		87	%	Â		None	Â		â€œDetection	of	Early-Stage	Lung
Cancer	in	Sputum	using	Automated	Flow	Cytometry	and	Machine	Learning,â€​	published	in	Respiratory	Research	on



January	21,	2023	Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Low-dose	CT	screening	Â		High	risk	Â		Â		93.80	%	Â		73.40	%	Â	
Radiation	exposure	Â		â€œResults	of	initial	low	dose	computed	tomographic	screening	for	lung	cancer,â€​	published	in
the	New	England	Journal	of	Medicine	on	May	23,	2013	Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		FDG	PET	imaging	Â	
Suspicious	lung	nodules	Â		Â		89	%	Â		75	%	Â		Radiation	exposure	Â		â€œAccuracy	of	FDG-PET	to	diagnose	lung	cancer
in	areas	with	infectious	lung	disease:	a	meta-analysis,â€​	published	in	JAMA	in	September	2014	Â		Â		Â		Â		Â		Â		Â		Â		Â	
Â		Â		Â		Â		Â		Bronchoscopy	Â		Suspicious	lung	nodules	â€“	central	lesions	Â		Â		88	%	Â		47	%	Â		Invasive;	risk	of
collapsed/bleeding	lung;	infection	Â		â€œA	bronchial	genomic	classifier	for	the	diagnostic	evaluation	of	lung	cancer,â€​
published	in	the	New	England	Journal	of	Medicine	on	July	16,	2015	Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Fine	needle
biopsy	Â		Suspicious	lung	nodules	Â		Â		90.4	%	Â		75.4	%	Â		Invasive;	risk	of	collapsed/bleeding	lung;	infection	Â	
â€œFine-needle	aspiration	biopsy	versus	core-needle	biopsy	in	diagnosing	lung	cancer:	a	systemic	review,â€​	published
in	Current	Oncology	in	February	2012	Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Â		Core	needle	biopsy21	Â		Suspicious	lung
nodules	Â		Â		89.1	%	Â		88.6	%	Â		Invasive;	risk	of	collapsed/bleeding	lung;	infection	Â		â€œGlobal	patterns	and	trends
in	lung	cancer	incidence:	a	population-based	study,â€​	published	in	the	Journal	of	Thoracic	Oncology	on	February	16,
2021	Â	Ourbusiness	model	is	to	immediately	address	the	need	for	a	quick-to-market,	noninvasive,	cost-effective	lung
cancer	diagnostic	that	willsave	lives	and	reduce	medical	costs.	The	U.S.	Preventive	Services	Task	Force	recommended
new	guidelines	for	screening	in	March	2021,nearly	doubling	the	number	of	Americans	at	high	risk	for	lung	cancer	who
are	recommended	for	annual	screening	to	14	million	people,	accordingto	the	ALA.	In	November	2023,	the	American
Cancer	Society	updated	its	guidelines	for	lung	cancer	screening	to	include	all	former	smokersover	the	age	of	50
regardless	of	when	they	quit,	increasing	the	number	of	American	adults	eligible	for	screening	to	19	million.	Chinahas
an	estimated	300	million	smokers,	according	to	the	World	Health	Organization.	In	Europe,	it	is	estimated	that	there	is
one	new	caseof	lung	cancer	diagnosed	every	minute,	with	incidence	rates	for	males	the	highest	in	Eastern	European
countries	and	a	five-year	survivalrate	of	only	13%,	as	reported	by	a	May	2021	article,	â€œLung	cancer	screening	in
Europe:	where	are	we	in	2021?â€​	published	inTranslational	Lung	Cancer	Research.	We	expect	to	pursue	CE	marking	of
CyPathÂ®	Lung	for	sale	in	the	European	Union.Â	Weconducted	market	research	in	the	U.S.	with	pulmonologists,
oncologists,	cardiothoracic	surgeons,	radiologists,	and	internists	engagedin	the	diagnosis	and	treatment	of	lung	cancer
to	help	assess	their	reactions	to	our	diagnostic	tool.	Research	revealed	a	strong	interestin	CyPathÂ®	Lung,	driven	by
the	high	level	of	unmet	clinical	need	for	noninvasive	diagnostics.	A	survey	conducted	with240	pulmonologists	and
internists,	the	primary	audience	for	the	test,	showed	that	96%	would	use	CyPathÂ®	Lung	if	it	wereavailable	today	as	an
adjunct	used	for	diagnosis	after	LDCT	screening.	Physicians	responded	favorably	to	a	noninvasive	diagnostic
technologythat	gives	them	more	confidence	in	their	decision	to	proceed	with	more	aggressive	follow-up	procedures	if
the	test	comes	back	positive.If	test	results	are	negative,	physicians	can	rule	out	lung	cancer,	thus	reducing	the	number
of	costly	invasive	procedures	that	resultfrom	the	LDCT	false-positive	rate.Â	CyPathÂ®Lung	Business	Development
PlanÂ	Webelieve	in	the	viability	of	our	business	plan	based	on	the	circumstances	surrounding	our	business	that	are
known	to	us	as	of	the	dateof	this	prospectus.	However,	the	timing,	strategies,	and	stages	of	our	business	plan	may
evolve	in	light	of	new	circumstances	that	cannotbe	predicted	with	certainty	at	this	time.	Our	business	plan	envisions
four	phases	of	expanding	market	entry	into	the	U.S.,	the	EU,	andworldwide	that	are	timed	to	maximize	our	resources
and	minimize	market	risk.	Phase	1	of	our	business	plan	has	already	begun	with	a	limitedmarket	launch	of	our	LDT
CyPathÂ®	Lung	in	Texas.	This	limited	test	market	launch	is	designed	to	evaluate	our	marketingprogram	and	help	us
ensure	each	step	in	the	care	pathway	â€“	from	the	initial	order	by	physicians	to	sputum	collection	and	processing,to
generating	and	delivering	the	patient	report	â€“	is	efficient	and	effective.	This	limited	test	market	approach	allows	us	to
refinefuture	positioning	and	develop	strategic	insight	for	our	CyPathÂ®	Lung	test	before	expanding	to	a	larger
market.Â	Webelieve	that	our	strategy	related	to	a	limited	market	launch	is	proving	successful.	On	March	5,	2024,	we
reported	accelerating	growthof	375%	in	CyPathÂ®	Lung	tests	ordered	and	processed	over	from	December	1,	2023,
through	February	29,	2024,	as	comparedto	the	prior	three-month	period.	We	attribute	the	growth	in	sales	to	three	2023
initiatives	that	came	to	fruition	early	in	2024:	(1)CMSâ€™	inclusion	of	reimbursement	for	CyPathÂ®	Lung	on	its	2024
clinical	laboratory	fee	schedule;	(2)	the	hiring	ofour	new	National	Director	of	Sales,	Dallas	Coleman,	who	is	experienced
and	well	respected	in	the	pulmonary	field;	and	(3)	marketing	materialsfor	the	newly	branded	CyPathÂ®	Lung	that
emphasize	our	testâ€™s	ability	to	assist	physicians	with	next	steps	in	patientcare.Â		56	Â		Â	Thenext	step	in	our
marketing	plan	is	expansion	into	the	Southwest	market	area	in	2024	followed	by	a	staged	nationwide	expansion	of
salesand	marketing	beginning	later	in	2024.	In	addition	to	introducing	pulmonologists,	family	practitioners,	and	other
providers	to	CyPathÂ®Lung,	we	are	selling	CyPathÂ®	Lung	tests	to	the	Department	of	Defense,	which	represents	a
significant	potential	marketfor	CyPathÂ®	Lung.	Phase	2	of	our	business	plan	anticipates	entering	the	EU	market	with
CyPathÂ®	Lung	asa	CE-marked	IVD	test	with	sales	in	the	Netherlands,	followed	by	a	staged	EU	expansion.	Phase	3	of
our	business	plan	focuses	on	the	marketingof	an	FDA-cleared	CyPathÂ®	Lung	test,	beginning	with	a	pivotal	clinical
trial	in	the	U.S.	Toward	that	end,	we	intend	tovoluntarily	seek	FDA	clearance	of	the	CyPathÂ®	Lung	as	a	Class	II	IVD
medical	device	for	the	detection	of	lung	cancer.We	have	designed	our	pivotal	trial	with	guidance	from	our	Clinical
Research	Organization	(â€œCROâ€​),	Courante	Oncology,	andwe	are	preparing	a	pre-submission	that	will	be	submitted
to	the	FDA	for	review	and	feedback.	We	anticipate	a	three-year	diagnostic	trialincluding	an	18-month	patient
enrollment	of	approximately	1,800	patients.	Similar	to	the	test	validation	trial,	the	planned	pivotal	trialwill	analyze	flow
cytometry	and	patient	data	including	(1)	the	proportion	of	cells	with	a	high	ratio	of	high	TCPP	fluorescence
intensityover	cell	size;	(2)	the	proportion	of	cells	with	an	intermediate	ratio	of	fluorescence	intensity	caused	by	the
viability	dye	(FVS510)over	cell	size;	(3)	the	proportion	of	cells	that	were	CD206	negative	but	positive	for	one	or	more	of
the	following	markers:	CD66b	(granulocytes),CD3	(T	cells),	and	CD19	(B	cells);	and	(4)	patient	age.	Patient	enrollment
is	scheduled	to	begin	in	2024	at	up	to	20	collection	sites.Assuming	the	study	is	successful,	we	intend	to	submit	a	de
novo	classification	request	to	the	FDA	within	six	months	of	study	completion.Phase	4	of	our	business	plan	accelerates
the	market	presence	of	CyPathÂ®	Lung	in	countries	in	Asia,	Eastern	Europe,	andAustralia	after	obtaining	FDA
marketing	authorization.Â	Ateach	phase	of	commercialization,	we	plan	to	develop	messaging	and	marketing	programs,
including	key	convention	attendance,	digital	marketing,social	media	presence,	and	advertising,	to	create	an
â€œinboundâ€​	lead	generation	mechanism	that	delivers	our	message	to	ourtarget	audience.	In	addition,	we	plan	to
collaborate	with	key	opinion	leaders	(â€œKOLsâ€​)	to	expand	our	pool	of	third-partyexperts	and	speakers.	We	will
provide	support	and	collateral	materials,	including	posters,	presentations,	videos,	and	peer-reviewed	papers,to	our
KOLs	who	will	present	data	and	their	experience	with	CyPathÂ®	Lung	at	key	meetings.	This	content	can	be	shared
acrossplatforms,	including	websites	and	sales	tools,	and	will	be	used	as	references	to	support	our	product	claims	as
well	as	sales	and	marketingefforts	to	physicians,	reference	laboratories,	and	patients.	We	will	also	work	with	lung
cancer	advocacy	groups	throughout	all	phasesto	support	the	message	that	routine	screening	can	save	lives	by



diagnosing	cancer	at	an	early	stage.Â	TheCompetition	for	CyPathÂ®	LungÂ	CyPathÂ®Lung	has	not	been	tested
directly	against	its	competitorsâ€™	products,	but	a	comparison	of	the	published	performance	numberssuggests
CyPathÂ®	Lung	is	among	the	highest	performing	tests	on	the	market.	Furthermore,	CyPathÂ®	Lung	isnoninvasive	â€“
not	even	requiring	a	needle	stick	â€“	and	cost	effective,	and	processing	and	analysis	procedures	are	easy
toperform.Â	Publisheddata	and	the	results	of	clinical	trials	allow	us	to	group	lung	cancer	diagnostic	tests	into	three
categories:	(1)	balanced	tests;	(2)rule-out	tests,	and	(3)	rule-in	tests.	Balanced	tests	aim	at	excluding	patients	without
cancer	from	unnecessary	follow-up	diagnosticprocedures	and	detecting	patients	with	early-stage	cancer	who	can
proceed	to	more	aggressive	procedures	to	confirm	diagnosis.	Rule-outtests	aim	to	exclude	patients	without	cancer	from
unnecessary	follow-up	procedures	with	high	accuracy	(if	the	test	provides	a	â€œnegativeâ€​result),	but	among	the
remainder	of	patients	who	do	not	receive	an	unambiguous	negative	result,	there	is	still	uncertainty	about	whohas
cancer	and	who	does	not.	Cancer	patients	for	whom	time	is	of	the	essence	are	included	in	this	group	of	patients	still	in
uncertainty.The	patient	can	lose	precious	time	with	a	rule-out	test.	Rule-in	tests	aim	to	identify	patients	with	cancer	but
in	doing	so	may	identifymany	people	without	cancer	as	positive.	Therefore,	rule-in	tests	have	a	low	positive	predictive
value.Â	Webelieve	that	balanced	tests,	like	CyPathÂ®	Lung,	can	be	the	most	cost	effective.	Those	that	perform	well	are
most	usefulto	a	physician	and	his	or	her	patient	because	they	provide	the	most	information,	allowing	a	quicker	decision
on	what	follow-up	path	tochoose:	whether	to	move	forward	with	more	aggressive	follow-up	procedures	(i.e.,	in	the	case
of	CyPathÂ®	Lung,	if	the	testreveals	a	â€œlikelyâ€​	or	â€œhighly	likelyâ€​	cancer	result)	or	to	follow	a	more
conservative	approach	(i.e.,	when	theCyPathÂ®	Lung	test	reveals	an	â€œunlikelyâ€​	or	â€œvery	unlikelyâ€​	cancer
result).Â	Wecompleted	a	competitive	analysis	in	2022	of	67	companies	that	published	research	sufficient	to	provide	a
scientific	basis	for	evaluation.We	found	only	seven	tests,	including	CyPathÂ®	Lung,	that	represent	a	balanced	test	for
early	lung	cancer	detection	andhave	advanced	to	the	point	that	there	is	sufficient	data	for	evaluation.	One	test	is	sold
by	two	companies:	one	from	the	U.S.	and	onefrom	China.	In	the	U.S.,	the	test	is	called	Lung	LB	(sold	by	LungLife	AI)
and	is	now	on	the	market.	LungLB	is	a	FISH-based	test	thatrequires	a	significant	amount	of	experience	to	conduct.
Four	companies,	each	selling	unique	tests	for	early	lung	cancer	detection,	conductedtheir	studies	on	a	population	that
does	not	match	the	high-risk	population	for	which	the	test	is	intended.	Their	clinical	data,	therefore,is	not	necessarily
representative	of	the	results	that	would	be	achieved	in	the	population	of	patients	who	actually	will	use	the	test.The
remaining	balanced	test,	ProLung,	is	from	IONIQ	Sciences.	The	test	requires	an	expensive	machine	to	measure
transcutaneous	bioconductance.The	test	is	not	on	the	market	at	this	time.Â	Delphiâ€™sFirst	Look	was	recently
launched	to	assist	in	determining	whether	a	person	should	be	screened	by	LDCT.	While	CyPath	LungÂ®is	positioned	to
help	diagnose	lung	nodules	in	patients	who	have	already	undergone	screening	by	LDCT,	First	Look	is	intended	to	be
usedprior	to	LDCT.	As	such,	this	test	may	increase	lung	cancer	screening	uptake	and	potentially	increase	the	need	for
CyPath	LungÂ®.Â	Wefound	two	rule-out	tests	on	the	market.	Both	REVEAL,	offered	by	MagArray,	and	Nodify-XL2,
offered	by	Biodesix,	are	rule-out	tests,	meaningthe	tests	aim	to	exclude	patients	without	cancer.	The	REVEAL	test	is	a
blood	test	intended	for	patients	with	indeterminant	nodules.	Intheir	97-patient	clinical	validation	trial,	only	patients
with	an	intermediate	risk	of	cancer,	based	either	on	a	physicianâ€™s	judgementor	a	clinical	model,	took	part.	This
requirement	led	to	30%	of	high	-risk	patients	being	excluded	at	the	onset	of	their	analysis.	Inaddition,	the	positive
predictive	value	of	the	REVEAL	test	was	13.5%	as	compared	to	CyPathÂ®	Lungâ€™s	positive	predictivevalue	of	43.2%.
Importantly,	no	patients	were	excluded	from	the	CyPathÂ®	Lung	test.	The	tests	had	negative	predictive	valuesof	98%
and	97.8%,	respectively.	The	second	rule-out	test,	Nodify-XL2,	is	used	only	by	people	with	a	pre-test	probability	of
cancer	lessthan	50%.	As	with	the	REVEAL	test,	a	large	number	of	patients	were	excluded	from	analysis.	In	the	case	of
Nodify-XL2,	about	55%	of	patientswith	lung	nodules	that	physicians	considered	indeterminate,	namely	lung	nodules
sized	between	8-30	mm,	were	excluded	from	the	study.In	addition,	Nodify	XL-2	reported	an	AUC	of	0.62	(unacceptable)
and	0.76	(acceptable)	for	their	two	clinical	trials,	as	compared	to	CyPathÂ®Lung	with	an	AUC	of	0.89	and	0.90	in	two
independent	study	groups	(excellent).Â		57	Â		Â	Finally,the	Percepta	nasal	swab	test	offered	by	Veracyte	is	not	widely
available	and	is	seeking	a	reimbursement	code.	The	test	classifies	patientsin	low-	and	high-risk	categories,	or	for	those
whose	results	are	unclear,	an	intermediate	category.	Test	performance	is	different	ineach	risk	category.	In	a	recently
published	paper	of	the	test	validation	trial,	the	sensitivity	and	specificity	for	low-risk	classificationwas	97%	and	40%,
respectively,	with	those	at	low	risk	having	an	8%	calculated	risk	of	having	a	malignancy.	The	sensitivity	and
specificityfor	the	high-risk	classification	was	57%	and	92%,	respectively,	and	those	patients	who	were	put	into	the	high-
risk	category	had	a	90%risk	of	a	malignancy.	One	of	the	limitations	of	this	study	is	that	the	participants	in	the	validation
trial	had	a	cancer	prevalence	of54%	as	compared	to	the	overall	high-risk	population	that	has	an	estimated	lung	cancer
prevalence	of	1.1%,	according	to	the	National	LungCancer	Screening	Trial.	Therefore,	we	believe	the	nasal	swab
testâ€™s	performance	may	suffer	when	the	classifier	is	tested	on	morerealistic	cohorts	with	a	cancer	prevalence	lower
than	10%.	Although	it	is	a	patient-friendly	test,	a	major	limitation	of	the	test	isthat	nearly	half	of	all	patients	who	took
part	in	the	validation	trial	could	not	be	classified	as	either	low-	or	high-risk;	instead,they	are	considered
â€œintermediate	riskâ€​	with	a	50:50	chance	of	having	cancer.	Thus,	in	nearly	half	of	the	patients	who	receivedthe
Percepta	nasal	swab	test,	the	results	would	not	help	advance	the	diagnostic	process.	In	fact,	for	those	patients	in	this
indeterminatecategory	who	do	have	cancer,	valuable	time	in	diagnosis	may	be	lost.Â	Webelieve	there	are	many	reasons
why	CyPathÂ®	Lung	is	a	superior	test	when	compared	to	its	competitors.	First,	lung	sputumis	an	excellent	medium	for
early	lung	cancer	detection	because	sputum	is	in	close	contact	with	the	tumor	and	pre-cancerous	areas	thatshed	cancer
and	pre-cancerous	cells	directly	into	the	sputum,	can	be	obtained	noninvasively,	and	can	be	transported	easily.
Moreover,sputum	contains	immune	cell	populations	in	reaction	to	the	presence	of	a	tumor.	Second,	our	proprietary
technology	is	straightforward.Our	CyPathÂ®	Lung	platform	technology	is	not	a	molecular	test	and	does	not	collect
genetic	material	that	requires	immediateprocessing.	CyPathÂ®	Lung	uses	well-established	flow	cytometry	techniques
to	investigate	cells	contained	in	the	sputumfor	characteristics	that	indicate	the	likelihood	of	lung	cancer.	Sample
processing	is	straightforward,	and	laboratory	technicians	canbe	easily	trained.	Reagents	used	by	the	test	are	widely
available.	Data	acquisition	and	analysis	is	fully	automated,	allowing	for	non-biased,efficient	test	results.	Third,
CyPathÂ®	Lung	has	shown	high	specificity	and	sensitivity	that	is	similar	to	far	more	invasiveand	more	expensive
procedures	currently	used	to	detect	lung	cancer.	Fourth,	CyPathÂ®	Lung	is	cost	effective,	with	a
Medicarereimbursement	code	billable	to	both	government	and	private	insurance	carriers.	Fifth	and	as	important	as	any
of	our	testâ€™s	benefits,CyPathÂ®	Lung	is	patient	friendly,	providing	at-home	sample	collection	that	is	noninvasive
and	offers	particular	benefitduring	a	public	healthcare	crisis	like	the	coronavirus	pandemic.Â	Researchand
Development	ActivitiesÂ	Weare	continuing	our	research	and	development	activities	pertaining	to	diagnostics	that
include	multiple	studies	we	believe	will	supportFDA	final	approval	of	CyPathÂ®	Lung,	which	we	will	seek	after
completing	the	pivotal	trial.	With	support	from	the	DOD,we	are	also	conducting	research	advancing	the	development	of



CyPathÂ®	Lung	for	detection	of	COPD	and	a	test	for	use	withbronchoalveolar	lavage	fluid	(BAL)	as	a	companion	test	to
bronchoscopy.	With	regard	to	therapeutic	research,	we	continue	our	experimentsfocused	on	establishing	proof-of-
concept	for	our	discovery	that	the	silencing	or	knockdown	of	two	genes	that	each	encode	a	cell	surfacereceptor	result
in	cancer	death	without	perceived	harm	to	healthy	cells.Â	OtherDiagnostic	Applications	for	the	CyPathÂ®
PlatformÂ	Weexpect	to	expand	our	platform	technology	to	detect	and	monitor	other	lung	diseases.	Our	research	is
conducted,	in	part,	in	collaborationwith	Brooke	Army	Medical	Center	in	San	Antonio,	Texas,	and	partially	funded	by	the
DOD.Â	ChronicObstructive	Pulmonary	Disease	and	Other	Diseases	of	the	Lung.Â	Therespiratory	diagnostics	market	was
valued	at	$5.6	billion	in	2023	and	is	expected	to	reach	$8.2	billion	by	2029,	according	to	a	marketresearch	study
published	by	Research	and	Markets	in	November	2023.	The	World	Health	Organization	reports	that	COPD	is	the
thirdleading	cause	of	death	in	the	world,	causing	nearly	3.23	million	deaths	in	2019.	The	disease	is	characterized	as	an
abnormal	inflammatoryresponse	and	airflow	obstruction	that	cannot	be	fully	reversed.	Early	detection	allows	for	the
use	of	therapies	when	the	disease	is	lesssevere,	which	slows	the	progression	of	the	disease.	We	plan	to	build	on	our
expertise	in	using	sputum	as	a	sample	for	flow	cytometricanalysis	to	develop	a	test	to	detect	COPD	at	an	early	stage
and	monitor	for	signs	of	impending	exacerbations	before	clinical	signs	occur.CyPathÂ®	Lungâ€™s	flow	cytometry
platform	provides	for	identification	of	cell	populations	and	other	parameters	of	diseasein	the	lung.	Our	test	illuminates
the	microenvironment	of	the	lung.	We	believe	that	our	flow	cytometric	test	can	be	designed	to	identifyother	lung
diseases,	such	as	COPD	and	asthma,	using	antibodies	that	characterize	cell	populations	in	sputum	specific	to	the
disease.Â	Bronchoscopies.Â	Themarket	research	firm	Markets	and	Markets	reports	that	the	bronchoscopy	market	is
primarily	driven	by	an	increasing	prevalence	of	variousrespiratory	diseases	such	as	COPD	and	lung	cancer.	Improving
reimbursement	code	policies,	growing	hospital	investment	in	bronchoscopyfacilities,	and	technological	advancements
are	factors	driving	growth	of	a	market	that	was	estimated	at	$2.5	billion	in	2022	and	expectedto	reach	an	estimated
$3.7	billion	in	2027.	Despite	advancements	in	bronchoscopy	technologies,	there	remains	a	significant	need	for
companiontests	that	can	increase	diagnostic	performance.	Bronchoscopy	is	considered	minimally	invasive	but	carries	a
risk	of	collapsed	or	bleedinglung	and	risk	of	infection.	The	sensitivity	of	bronchoscopy	is	88%	and	specificity	of	47%,
according	to	the	article	â€œA	bronchialgenomic	classifier	for	the	diagnostic	evaluation	of	lung	cancerâ€​	published	in
the	New	England	Journal	of	Medicine	on	July16,	2015.	In	collaboration	with	Brooke	Army	Medical	Center,	the
CyPathÂ®	process	is	being	developed	as	a	companion	to	bronchoscopyin	which	samples	are	collected	as	part	of	the
bronchoscopy	process	and	processed	using	flow	cytometry	and	automated	analysis	developedusing
AI.Â	OncoSelectÂ®Therapeutics	ResearchÂ	OncoSelectÂ®Therapeutics,	LLC,	a	Delaware	limited	liability	company	and
our	wholly	owned	subsidiary,	is	a	preclinical-stage	biopharmaceuticaldiscovery	company	with	a	focus	on	therapeutics
that	deliver	cytotoxic	(cell-killing)	effects	on	a	broad	selection	of	human	cancers	fromdiverse	tissues	while	having	little
or	no	effect	on	normal	cells.Â	Unlikemany	of	our	industry	competitors,	OncoSelectÂ®	does	not	pursue	therapies	that
depend	on	specific	mutations,	biomarkers,or	other	genetic	or	epigenetic	abnormalities	for	their	effect.	We	pursue
research	based	on	our	own	scientific	discoveries	demonstratingthat	inhibition	of	the	expression	of	two	specific	cell
membrane	proteins	results	in	the	selective	killing	of	various	cancer	cell	typesgrown	in	the	laboratory	with	little	or	no
effect	on	normal	(non-cancerous)	cells.	We	have	established	several	specific	areas	of	therapeuticresearch	that	offer	the
possibility	of	broad	applications	in	cancer	treatment.	OncoSelectÂ®	will	use	a	licensing	businessmodel	for	selective
chemotherapeutic	compounds	to	be	developed	by	the	Company.Â		58	Â		Â	Ourtherapeutic	platforms	originated	from	our
research	on	how	TCPP,	the	synthetic	porphyrin	used	in	CyPathÂ®	Lung,	enters	cancercells.	We	conducted	research	to
better	understand	the	mechanism	of	TCPPâ€™s	selective	uptake	in	cancer	cells.	Our	research	identifiedreceptors,	cell-
membrane	proteins	which	capture	small	molecules	outside	of	the	cell	and	bring	them	inside	the	cell,	that	are
associatedwith	TCPP.	Experiments	that	we	conducted	confirmed	that	at	least	two	of	these	receptors,	CD320	and	LRP2,
contributed	to	TCPP	uptake	bycancer	cells.	When	these	receptors	were	individually	â€œknocked	downâ€​	in	cancer	cells
and	therefore	could	not	be	made	by	thecell,	TCPP	uptake	was	significantly	decreased.	Knock-down	of	CD320	and	LRP2
receptors	was	achieved	by	introducing	siRNA	molecules	intothe	cells	that	cause	the	destruction	of	CD320	and	LRP2
gene	products.	These	gene	products	were	the	messenger	(m)RNAs	that	are	the	precursorsof	the	receptor	protein.	An
siRNA	is	a	small,	chemically	synthesized	piece	of	RNA	that	specifically	binds	to	mRNA,	prohibiting	the
furtherproduction	of	the	corresponding	proteins.	Thus,	the	reduction	of	CD320	or	LRP2	mRNAs	reduced	the	CD320	or
LRP2	protein,	respectively,and	resulted	in	decreased	TCPP	uptake	in	a	variety	of	cancer	cells,	with	a	larger	decrease
observed	when	CD320	was	knocked	down.	We	subsequentlydiscovered	that	the	simultaneous	knockdown	of	these	two
cell-surface	receptors,	CD320	and	LRP2,	was	deadly	to	cancer	cells	or	inhibitedtheir	growth	significantly	but	left
normal	cells	virtually	unharmed.Â	siRNAscan	be	easily	synthesized	and	are	easily	introduced	into	cells	growing	in	a
petri	dish	by	a	process	called	transfection.	siRNAs	havebeen	broadly	adopted	by	academic	and	industrial	researchers
for	the	fundamental	study	of	the	function	of	genes	and	their	proteins.	Wedesigned	siRNAs	to	effectively	eliminate
CD320	and	LRP2	protein	production	to	study	their	role	in	TCPP	uptake	into	the	cell.	With	theseCD320	and	LRP2
siRNAs,	we	achieved	a	reduction	of	CD320	and	LRP2	protein	levels	of	up	to	90%.	Simultaneous	siRNA	knock-down	of
CD320and	LRP2	in	normal	cells,	including	skin	fibroblasts	and	breast	epithelial	cells,	did	not	affect	cell	growth.
However,	knock-down	ofCD320	and	LRP2	in	cancer	cell	lines	derived	from	diverse	tissues	(lung,	breast,	prostate,	brain,
and	skin	cancers)	inhibited	cell	growthor	killed	the	cells,	in	some	cases	up	to	80%.	Interestingly,	in	some	cell	lines,
when	either	CD320	or	LRP2	were	silenced	individually,a	concurrent	increase	in	protein	expression	of	the	other	receptor
was	observed,	suggesting	that	CD320	and	LRP2	compensate	for	each	otherâ€™sfunction;	hence,	silencing	both
receptors	is	required	for	optimal	cell	killing.	These	discoveries	can	lead	to	novel	and	very	promisingtherapeutic
approaches	for	diverse	cancers	that	do	not	appear	to	be	dependent	on	any	aberrant	genetic	or	epigenetic
profiles.Â	CorporateInformationÂ	Wewere	incorporated	in	the	State	of	Delaware	on	March	26,	2014.	Our	principal
executive	office	is	located	at	22211	West	Interstate	10,Suite	1206,	San	Antonio,	Texas	78257,	and	our	telephone
number	at	that	address	is	(210)	698-5334.	Our	website	address	is	https://www.bioaffinitytech.com/.Information
contained	on	or	that	can	be	accessed	through	our	website	is	not	incorporated	by	reference	into	this	prospectus.
Investorsshould	not	consider	any	such	information	to	be	part	of	this	prospectus.Â	IntellectualProperty
PortfolioÂ	Westrive	to	protect	the	proprietary	technologies	that	we	believe	are	important	to	our	business,	including
pursuing	and	maintaining	patentprotection	intended	to	cover	our	commercialized	diagnostic	test,	pipeline	product
candidates	and	their	use,	as	well	as	other	inventionsthat	are	important	to	our	business.	In	addition	to	patent	protection,
we	also	protect	valuable	company	assets	with	copyright,	trademark,trade	secret,	and	know-how	through	confidentiality
agreements,	invention	assignment	agreements,	and	a	trade	secret	program	to	protectaspects	of	our	business	that	are
not	amenable	to,	or	that	we	do	not	consider	appropriate	for,	patent	protection.	The	confidentialityagreements	are
designed	to	protect	our	proprietary	information,	and	the	invention	assignment	agreements	are	designed	to	gain



companycontrol	and	ownership	of	technologies	that	are	developed	for	us	by	our	employees,	consultants,	or	other	third
parties.	We	seek	to	preservethe	integrity	and	confidentiality	of	our	data	and	trade	secrets	by	maintaining	physical
security	of	our	premises,	physical	and	electronicsecurity	of	our	information	technology	systems,	and	non-disclosure
agreements	with	those	that	produce	or	receive	company	confidentialinformation.	While	we	have	confidence	in	our
agreements	and	security	measures,	either	may	be	breached,	and	we	may	not	have	adequate	remedies.In	addition,	our
trade	secrets	may	otherwise	become	known	or	independently	discovered	by	competitors.Â	Ourcommercial	success
depends	in	part	upon	our	ability	to	obtain	and	maintain	patent	and	other	proprietary	protection	for	commercially
importanttechnologies,	inventions,	and	trade	secrets	related	to	our	business,	defend	and	enforce	our	intellectual
property	rights,	particularlyour	patent	rights,	preserve	the	confidentiality	of	our	trade	secrets,	and	operate	without
infringing	valid	and	enforceable	intellectualproperty	rights	of	others.Â	Thepatent	positions	for	biotechnology	companies
like	us	are	generally	uncertain	and	can	involve	complex	legal,	scientific,	and	factual	issues.In	addition,	the	coverage
claimed	in	a	patent	application	can	be	significantly	reduced	before	a	patent	is	issued,	and	its	scope	can	bereinterpreted
and	even	challenged	after	issuance.	As	a	result,	we	cannot	guarantee	that	any	of	our	product	candidates	will	be
protectableor	remain	protected	by	enforceable	patents.	We	cannot	predict	whether	the	patent	applications	we	are
currently	pursuing	will	issue	aspatents	in	any	particular	jurisdiction	or	whether	the	claims	of	any	issued	patents	will
provide	sufficient	proprietary	protection	fromcompetitors.	Any	patents	that	we	hold	may	be	challenged,	circumvented,
or	invalidated	by	third	parties.Â	Asof	September	11,	2024,	we	and	our	OncoSelectÂ®	subsidiary	have	a	patent	estate
that	includes	16	issued	U.S.	andforeign	counterpart	patents	including	two	U.S.	patents	and	14	foreign	counterpart
patents	in	Australia,	Canada,	China,	France,	Germany,Hong	Kong,	India,	Italy,	Mexico,	Spain,	Sweden,	and	the	United
Kingdom.	We	and	OncoSelectÂ®	own	all	patents	and	trademarksin	our	intellectual	property	portfolio.	One	U.S.	patent
and	nine	counterpart	foreign	patents	directed	at	diagnostic	applications	expirein	2030.	One	U.S.	patent	and	five
counterpart	foreign	patents	directed	at	therapeutic	applications	expire	in	2037.Â	Withregard	to	our	diagnostic	patent
portfolio,	we	have	one	issued	U.S.	patent	and	nine	foreign	counterpart	patents	in	Canada,	China,	France,Germany,
Hong	Kong,	Italy,	Spain,	Sweden,	and	the	United	Kingdom.	With	regard	to	our	diagnostic	patent	applications,	there	are
two	familiesof	which	one	is	directed	at	diagnosing	lung	health	using	flow	cytometry	and	the	other	is	directed	at
proprietary	compensation	beads	usedin	analysis	by	flow	cytometry.	The	diagnostic	family	of	pending	patent	applications
is	directed	at	diagnosing	lung	health	and	includesone	pending	non-provisional	U.S.	patent	application	and	eight	foreign
counterpart	patent	applications	in	Australia,	Canada,	China,	EuropeanPatent	Office,	Japan,	Hong	Kong,	Mexico,	and
Singapore	filed	in	2019,	one	International	Patent	Application	filed	in	2022	and	one	InternationalPatent	Application	filed
in	2023.	Also,	a	patent	application	directed	at	the	composition	of	compensation	beads	was	filed	as	an
InternationalPatent	application	in	2022.Â		59	Â		Â	Withregard	to	our	therapeutic	product	candidates,	we	have	one
issued	U.S.	patent,	five	issued	foreign	patents	in	Australia,	China,	Hong	Kong,India	and	Mexico,	two	pending	U.S.
applications,	and	10	foreign	applications	pending	in	Canada,	China,	European	Patent	Office,	Hong	Kong,India,	and
Japan	and	one	pending	International	Patent	Application	filed	in	2022.	The	therapeutic	intellectual	property	is	made	up
oftwo	families,	including	one	family	directed	at	our	siRNA	product	candidates	for	the	treatment	of	cancer,	and	another
family	directedat	our	porphyrin	conjugates	for	treating	cancer.	One	therapeutic	patent	application	has	been	granted	in
China	that	expires	in	2037.Â	Theterm	of	individual	patents	depends	upon	the	legal	term	of	the	patents	in	the	countries
in	which	they	are	obtained.	In	most	countriesin	which	we	file,	the	patent	term	is	20	years	from	the	earliest	date	of	filing
a	non-provisional	patent	application.	In	the	U.S.,	theterm	of	a	patent	covering	an	FDA-approved	drug	may	be	eligible	for
a	patent	term	extension	under	the	Hatch-Waxman	Act	as	compensationfor	the	loss	of	patent	term	during	the	FDA
regulatory	review	process.	The	period	of	extension	may	be	up	to	five	years	beyond	the	expirationof	the	patent,	but
cannot	extend	the	remaining	term	of	a	patent	beyond	a	total	of	14	years	from	the	date	of	product	approval.	Only
onepatent	among	those	eligible	for	an	extension	may	be	extended,	and	a	given	patent	may	only	be	extended	once.
Similar	provisions	are	availablein	Europe	and	in	certain	other	jurisdictions	to	extend	the	term	of	a	patent	that	covers	an
approved	drug.	It	is	possible	that	issuedU.S.	patents	covering	each	of	our	therapeutic	product	candidates	may	be
entitled	to	patent	term	extensions.	If	our	product	candidatesreceive	FDA	approval,	we	intend	to	apply	for	patent	term
extensions,	if	available,	to	extend	the	term	of	patents	that	cover	the	approvedproduct	candidates.	We	also	intend	to
seek	patent	term	extensions	in	any	jurisdictions	where	they	are	available;	however,	there	is	noguarantee	that	the
applicable	authorities,	including	the	FDA,	will	agree	with	our	assessment	of	whether	such	extensions	should	be
granted,and,	if	granted,	the	length	of	such	extensions.Â	Inaddition	to	patent	protection,	we	also	rely	on	know-how	and
trade	secret	protection	for	our	proprietary	information	that	is	not	amenableto,	or	that	we	do	not	consider	appropriate
for,	patent	protection,	to	develop	and	maintain	our	proprietary	position.	However,	trade	secretscan	be	difficult	to
protect.	Although	we	take	steps	to	protect	our	proprietary	information,	including	restricting	access	to	our	premisesand
our	confidential	information,	as	well	as	entering	into	agreements	with	our	employees,	consultants,	advisors,	and
potential	collaborators,third	parties	may	independently	develop	the	same	or	similar	proprietary	information	or	may
otherwise	gain	access	to	our	proprietary	information.As	a	result,	we	may	be	unable	to	meaningfully	protect	our	know-
how,	trade	secrets,	and	other	proprietary	information.Â	Inaddition,	we	plan	to	rely	on	regulatory	protection	based	on
orphan	drug	exclusivities,	data	exclusivities,	and	market
exclusivities.Â	GovernmentRegulationÂ	UnitedStatesÂ	DiagnosticProducts	(including	Medical	Devices	and
Tests)Â	Inthe	U.S.,	medical	devices,	including	IVDs	are	subject	to	extensive	regulation	by	the	FDA,	under	the	federal
Food,	Drug	and	Cosmetic	Act(â€œFDCAâ€​)	and	its	implementing	regulations,	and	certain	other	federal	and	state
statutes	and	regulations.	The	laws	and	regulationsgovern,	among	other	things,	the	design,	manufacture,	storage,
recordkeeping,	approval,	labeling,	promotion,	post-approval	monitoringand	reporting,	distribution,	and	import	and
export	of	medical	devices,	including	IVDs.	IVDs	are	a	category	of	medical	device	that	canbe	purchased	by	clinical
laboratories	and	used	to	perform	laboratory	testing.	IVDs	include	reagents	and	instruments	used	to	detect	thepresence
of	certain	chemicals	or	other	biomarkers	in	human	specimens	for	the	purpose	of	diagnosis	or	detection	of	diseases	or
conditions.IVDs	can	also	be	used	to	perform	predictive,	prognostic,	and	screening	testing.	Like	other	medical	devices,
IVDs	may	require	premarketreview	and	clearance,	authorization,	or	approval	by	the	FDA.	Failure	to	comply	with
applicable	requirements	may	subject	a	device	and/orits	manufacturer	to	a	variety	of	administrative	and	judicial
sanctions,	such	as	FDA	refusal	to	approve	pending	premarket	approval	(â€œPMAâ€​)applications,	issuance	of	warning
letters	or	untitled	letters,	mandatory	product	recalls,	import	detentions,	civil	monetary	penalties,and/or	judicial
sanctions,	such	as	product	seizures,	injunctions,	and	criminal	prosecution.Â	LaboratoryDeveloped
TestsÂ	CyPathÂ®Lung	has	entered	the	U.S.	market	as	an	LDT.	The	FDA	considers	LDTs	to	be	tests	that	are	developed,
validated,	and	performed	withina	single	laboratory.	While	CMS	oversees	clinical	laboratory	operations	through	the
CLIA	program,	the	FDA	has	the	authority	to	regulateLDTs	as	IVDs	under	the	FDCA	but	has	generally	exercised



enforcement	discretion	with	regard	to	LDTs.	This	means	that	even	though	the	FDAbelieves	it	can	impose	IVD	regulatory
requirements	on	LDTs,	such	as	requirements	to	obtain	premarket	approval,	authorization,	or	clearance,it	has	generally
chosen	not	to	enforce	those	requirements	except	in	cases	it	deemed	appropriate	to	address	significant	public
healthconcerns.Â	InSeptember	2023,	the	FDA	announced	a	proposed	rule	to	ensure	the	safety	and	effectiveness	of
LDTs	by	amending	regulations	to	explicitlysay	that	IVDs	offered	as	LDTs	fall	under	the	FDCA	and	phase	out	its	general
enforcement	discretion	approach	for	most	LDTs.	The	proposedpolicy	makes	it	clear	that	the	FDA	intends	to	provide
greater	oversight	of	LDTs.	The	FDA	plans	to	finalize	its	ruling	in	April	2024	andinitiate	a	phased	implementation
process	in	which	it	will	require	laboratories	to	register	their	LDTs	and	begin	the	premarket	reviewprocess	over	the	next
four	years.Â	In2021,	two	bills	were	reintroduced	in	the	U.S.	Congress:	the	Verifying	Accurate,	Leading-edge	IVCT
Development	Act	of	2020	(the	â€œVALIDActâ€​),	which	would	have	expressly	granted	the	FDA	authority	to	regulate
LDTs	under	a	risk-based	framework;	and	the	Verified	InnovativeTesting	in	American	Laboratories	Act	of	2020	(the
â€œVITAL	Actâ€​),	which	would	have	assigned	LDTs	to	regulation	solely	underCLIA	and	would	have	directed	CMS	to
update	its	CLIA	regulations.	Neither	of	these	bills	were	enacted.	The	VALID	Act	was	reintroducedin	March	2023.	The
likelihood	that	Congress	will	pass	the	VALID	Act,	VITAL	Act,	or	similar	legislation,	and	the	extent	to	which
suchlegislation	may	affect	the	FDAâ€™s	plans	to	regulate	LDTs	as	medical	devices	is	difficult	to	predict.Â		60	Â	
Â	ClinicalLaboratory	Improvement	Amendments	of	1988Â	Clinicallaboratories	testing	specimens	collected	in	the	U.S.
for	the	purpose	of	disease	diagnosis	or	health	assessment	are	subject	to	CLIA,	unlessexempt.	CLIA	establishes	quality
standards	for	all	clinical	laboratory	testing	to	ensure	the	accuracy,	reliability,	and	timeliness	ofpatient	test	results
regardless	of	where	the	test	was	performed.	In	particular,	these	regulations	mandate	that	clinical	laboratoriesmust	be
certified	by	the	federal	government	or	an	accreditation	organization	with	deemed	status	from	the	federal	government,
or	mustbe	located	in	a	state	that	has	been	granted	exemption	from	CLIA	requirements	because	the	state	has	laws	in
effect	that	provide	for	requirementsequal	to	or	more	stringent	than	CLIA	requirements.	CLIA	also	requires	that
laboratories	meet	quality	assurance,	quality	control	and	personnelstandards,	perform	proficiency	testing,	and	undergo
inspections.	The	CLIA	standards	applicable	to	clinical	laboratories	are	based	onthe	complexity	of	the	testing	performed
by	the	laboratory,	which	ranges	from	â€œwaivedâ€​	to	â€œmoderate	complexityâ€​to	â€œhigh	complexity.â€​	In	the	case
of	tests	performed	using	IVDs,	test	complexity	categorization	of	the	IVD	is	performed	bythe	FDA.Â	CAPis	a	member-
based	physician	organization	comprising	approximately	18,000	board-certified	pathologists.	CAPâ€™s	Laboratory
AccreditationProgram	has	been	granted	deeming	authority	from	the	federal	government,	meaning	that	CAP
accreditation	can	be	used	to	qualify	for	CLIAcertification	and	to	satisfy	CLIA	inspection
requirements.Â	MedicalDevicesÂ	TheFDCA	classifies	medical	devices	into	one	of	three	categories	based	on	the	risks
associated	with	the	device	and	the	level	of	control	necessaryto	provide	reasonable	assurance	of	safety	and
effectiveness.	Class	I	devices	are	low	risk	and	are	subject	only	to	general	regulatorycontrols.	Class	II	devices	are
moderate	risk.	They	are	subject	to	general	controls	and	may	also	be	subject	to	special	controls.	ClassIII	devices	are
generally	the	highest	risk	devices.	They	are	required	to	obtain	premarket	approval	and	comply	with	postmarket
conditionsof	approval	in	addition	to	general	regulatory	controls.Â	Generally,establishments	that	design	and/or
manufacture	devices	are	required	to	register	their	establishments	with	the	FDA.	They	also	must	providethe	FDA	with	a
list	of	the	devices	that	they	design	and/or	manufacture	at	their	facilities.Â	TheFDA	enforces	its	requirements	by	market
surveillance	and	periodic	inspections,	both	announced	and	unannounced,	to	review	records,	equipment,facilities,
laboratories,	and	processes	to	confirm	regulatory	compliance.	These	inspections	may	include	the	manufacturing
facilitiesof	subcontractors.	Following	an	inspection,	the	FDA	may	issue	a	report,	known	as	a	Form	483	notice	of
observations,	listing	instanceswhere	the	manufacturer	has	failed	to	comply	with	applicable	regulations	and/or
procedures.	The	FDA	may	also	issue	a	public	warning	letter.If	the	manufacturer	does	not	adequately	respond	to	a	Form
483	or	warning	letter,	the	FDA	may	take	enforcement	action	against	the	manufactureror	impose	other	sanctions	or
consequences,	which	may	include:Â		Â		â—​	cease	and	desist	orders;	Â		â—​	injunctions,	or	consent	decrees;	Â		â—​	civil
monetary	penalties;	Â		â—​	recall,	detention,	or	seizure	of	products;	Â		â—​	operating	restrictions,	partial	or	total
shutdown	of	production	facilities;	Â		â—​	refusal	of	or	delay	in	granting	requests	for	510(k)	clearance,	de	novo
classification,	or	premarket	approval	of	new	products	or	modified	products;	Â		â—​	withdrawing	510(k)	clearances,	de
novo	classifications,	or	premarket	approvals	that	are	already	granted;	Â		â—​	refusal	to	grant	export	approval	or	export
certificates	for	devices;	and	Â		â—​	criminal	prosecution.	Â	PremarketAuthorization	and	NotificationÂ	Whilemost	Class	I
and	some	Class	II	devices	may	be	marketed	without	prior	FDA	authorization,	many	Class	II	and	most	Class	III	medical
devicescan	be	legally	sold	within	the	U.S.	only	if	the	FDA	has:	(1)	approved	a	PMA	application	prior	to	marketing,
generally	applicable	to	mostClass	III	devices;	(2)	cleared	the	device	in	response	to	a	premarket	notification	(a
â€œ510(k)	submissionâ€​),	generally	applicableto	some	Class	I	and	most	II	devices;	or	(3)	authorized	the	device	to	be
marketed	through	the	de	novo	classification	process,	generallyapplicable	for	novel	low-	or	moderate-risk	devices.	PMA
applications,	510(k)	premarket	notifications,	and	de	novo	requests	requirepayment	of	user	fees.Â	510(k)Premarket
NotificationÂ	Productmarketing	in	the	U.S.	for	most	Class	II	and	a	limited	number	of	Class	I	devices	typically	follows
the	510(k)	premarket	notification	pathway.To	obtain	510(k)	clearance,	a	manufacturer	must	submit	a	premarket
notification	demonstrating	that	the	proposed	device	is	substantiallyequivalent	to	a	legally	marketed	device,	referred	to
as	the	â€œpredicate	device.â€​	A	predicate	device	may	be	a	previously	510(k)cleared	device	or	a	Class	III	device	that
was	in	commercial	distribution	before	May	28,	1976,	for	which	the	FDA	has	not	yet	called	forPMA	applications,	or	a
product	previously	placed	in	Class	II	or	Class	I	through	the	de	novo	classification	process.	The	manufacturermust	show
that	the	proposed	device	has	the	same	intended	use	as	the	predicate	device,	and	that	it	either	has	the	same
technological	characteristics,or	has	different	technological	characteristics	but	is	shown	to	be	equally	safe	and	effective
and	does	not	raise	different	questions	ofsafety	and	effectiveness	as	compared	to	the	predicate	device.Â	TheFDA	has	a
user	fee	goal	to	apply	no	more	than	90	calendar	review	days	to	510(k)	submissions.	During	the	process,	the	FDA	may
issue	anAdditional	Information	request,	which	stops	the	clock.	The	applicant	has	180	days	to	respond,	although	during
the	COVID-19	Public	HealthEmergency,	the	FDA	has	permitted	companies	an	additional	180	days	in	which	to	respond.
Therefore,	the	total	review	time	absent	the	PublicHealth	Emergency	could	be	up	to	270	days,	and	in	practice	may	be
longer.Â		61	Â		Â	Aftera	device	receives	510(k)	clearance,	any	modification	that	could	significantly	affect	its	safety	or
effectiveness,	or	that	would	constitutea	major	change	in	its	intended	use,	requires	a	new	510(k)	clearance	or	could
require	a	PMA	approval	or	de	novo	classification.The	FDA	requires	each	manufacturer	to	make	this	determination	in
the	first	instance,	but	the	FDA	can	review	any	such	decision.	If	theFDA	disagrees	with	a	manufacturerâ€™s	decision	not
to	seek	a	new	510(k)	clearance	for	the	modified	device,	the	agency	may	retroactivelyrequire	the	manufacturer	to	seek
510(k)	clearance,	de	novo	classification,	or	PMA	approval.	The	FDA	also	can	require	the	manufacturerto	cease
marketing	and/or	recall	the	modified	device	until	510(k)	clearance	or	PMA	approval	is	obtained.Â	DeNovo



ClassificationÂ	Devicesof	a	new	type	that	the	FDA	has	not	previously	classified	based	on	risk	are	automatically
classified	into	Class	III	regardless	of	thelevel	of	risk	they	pose.	To	avoid	requiring	PMA	review	of	novel	low-	to
moderate-risk	devices	classified	in	Class	III	by	operation	oflaw,	Congress	enacted	a	provision	that	allows	the	FDA	to
reclassify	a	novel	low-	to	moderate-risk	device	into	Class	I	or	II	in	the	absenceof	a	predicate	device	that	would	support
510(k)	clearance.	The	FDA	evaluates	the	safety	and	effectiveness	of	devices	submitted	for	reviewunder	this	de	novo
pathway	and	devices	determined	to	be	Class	II	can	serve	as	predicate	devices	for	future	510(k)	applicants.The	de	novo
pathway	can	require	clinical	data.Â	TheFDA	has	a	user	fee	goal	to	review	a	de	novo	request	in	150	calendar	review
days.	During	the	process,	the	FDA	may	issue	an	AdditionalInformation	request,	which	stops	the	clock.	The	applicant	has
180	days	to	respond.	Therefore,	the	total	review	time	could	be	as	longas	330	days	and	in	practice	may	be	longer.
During	the	COVID-19	public	health	emergency,	applicants	were	given	an	additional	180	daysin	which	to
respond.Â	PMAApprovalÂ	AClass	III	product	generally	must	follow	the	PMA	approval	pathway.	The	PMA	must	be
supported	by	sufficient	valid	scientific	evidence,including	clinical	study	data,	to	assure	that	the	device	is	safe	and
effective	for	its	intended	use(s).	After	completion	of	clinicaltesting,	a	PMA	including	the	results	of	all	non-clinical,
clinical,	and	other	testing	and	information	relating	to	the	productâ€™smarketing	history,	design,	labeling,	manufacture,
and	controls,	is	prepared	and	submitted	to	the	FDA.Â	ThePMA	approval	process	is	generally	more	expensive,	rigorous,
lengthy,	and	uncertain	than	the	510(k)	premarket	notification	process	andde	novo	classification	process	and	requires
proof	of	the	safety	and	effectiveness	of	the	device	to	the	FDAâ€™s	satisfaction.As	part	of	the	PMA	review,	the	FDA	will
typically	inspect	the	manufacturerâ€™s	facilities	for	compliance	with	Quality	System	Regulation(â€œQSRâ€​)
requirements,	which	impose	elaborate	testing,	control,	documentation,	and	other	quality	assurance	procedures.
TheFDA	has	a	user	fee	goal	to	review	a	PMA	in	180	calendar	review	days	if	the	submission	does	not	require	advisory
committee	input,	or	320review	days	if	the	submission	does	require	advisory	committee	input.	During	the	process,	the
FDA	may	issue	a	major	deficiency	letter,which	stops	the	review	clock.	The	applicant	has	up	to	180	days	to	respond.
Therefore,	the	total	review	time	could	be	up	to	360	days,if	the	submission	does	not	require	advisory	committee	input,	or
500	days	if	the	submission	does	require	advisory	committee	input,	andin	practice	may	be	longer.	The	COVID-19
pandemic	significantly	increased	the	FDAâ€™s	workload	because	of	the	need	to	review	emergencyuse	authorization
requests	for	IVDs	and	other	regulated	products,	which	delayed	review	timelines	for	some	non-COVID-19
products.Â	Ifthe	FDAâ€™s	evaluation	of	the	PMA	application	is	favorable,	the	FDA	will	issue	a	PMA	for	the	approved
indications,	which	can	be	morelimited	than	those	originally	sought	by	the	manufacturer.	The	PMA	can	include	post-
approval	conditions	that	the	FDA	believes	necessaryto	ensure	the	safety	and	effectiveness	of	the	device	including,
among	other	things,	restrictions	on	labeling,	promotion,	sale,	and	distributionor	a	requirement	for	postmarket
surveillance	or	completion	of	postmarket	studies.	Failure	to	comply	with	the	conditions	of	approval	canresult	in
material	adverse	enforcement	action,	including	the	loss	or	withdrawal	of	the	approval	and/or	placement	of	restrictions
on	thesale	of	the	device	until	the	conditions	are	satisfied.Â	Evenafter	approval	of	a	PMA,	a	new	PMA	or	PMA
supplement	may	be	required	in	the	event	of	a	modification	to	the	device,	its	labeling,	or	itsmanufacturing	process.
Supplements	to	a	PMA	may	require	the	submission	of	the	same	type	of	information	required	for	an	original	PMA,except
that	the	supplement	is	generally	limited	to	that	information	needed	to	support	the	proposed	change	from	the	product
covered	bythe	original	PMA.Â	ClinicalTrialsÂ	Generally,at	least	one	clinical	trial	is	required	to	support	a	PMA
application.	Clinical	studies	also	may	be	required	for	de	novo	classificationor	a	510(k)	premarket	notification.	Clinical
trials	may	also	be	conducted	or	continued	to	satisfy	post-approval	requirements	for	deviceswith	PMAs.	For	significant
risk	investigational	device	studies,	the	FDA	regulations	require	that	human	clinical	investigations	conductedin	the	U.S.
be	subject	to	an	approved	investigational	device	exemption	(â€œIDEâ€​).	An	IDE	application	is	considered	approved30
days	after	it	has	been	received	by	the	FDA,	unless	the	FDA	otherwise	informs	the	sponsor	prior	to	that	time	that	the
IDE	is	approved,approved	with	conditions,	or	disapproved.	A	nonsignificant	risk	investigational	device	study	does	not
require	FDA	approval	of	an	IDE.Some	types	of	device	studies,	including	many	IVD	studies,	are	exempt	from	IDE
requirements	altogether.Â	Clinicaltrials	must	be	conducted	in	accordance	with	good	clinical	practice	(â€œGCPâ€​)
requirements	contained	in	federal	regulationsand	in	international	guidelines.	Clinical	trials,	for	both	significant	and
nonsignificant	risk	devices,	as	well	as	exempt	studies,	mustbe	approved	by	an	institutional	review	board	(â€œIRBâ€​),
an	appropriately	constituted	group	that	has	been	formally	designatedto	review	and	monitor	biomedical	research
involving	human	subjects	and	which	has	the	authority	to	approve,	require	modifications	in,or	disapprove	research	to
protect	the	rights,	safety,	and	welfare	of	the	human	research	subject.Â	TheFDA	may	order	the	temporary	or	permanent
discontinuation	of	a	clinical	trial	at	any	time	or	impose	other	sanctions,	if	it	believes	thatthe	clinical	trial	either	is	not
being	conducted	in	accordance	with	FDA	requirements	or	presents	an	unacceptable	risk	to	the	clinicaltrial	patients.	An
IRB	may	also	require	the	clinical	trial	it	has	approved	to	be	halted,	either	temporarily	or	permanently,	for	failureto
comply	with	the	IRBâ€™s	requirements	or	may	impose	other	conditions	or	sanctions.Â	Althoughthe	QSR	does	not	fully
apply	to	investigational	devices,	the	requirement	for	controls	on	design	and	development	does	apply.	The	sponsoralso
must	manufacture	the	investigational	device	in	conformity	with	the	quality	controls	described	in	the	IDE	application
and	any	conditionsof	IDE	approval	that	the	FDA	may	impose	with	respect	to	manufacturing.Â		62	Â	
Â	PostmarketRequirementsÂ	Aftera	device	is	placed	on	the	market,	numerous	general	regulatory	controls	apply.	These
include	the	QSR,	labeling	regulations,	medical	devicereporting	regulations	(which	require	that	manufacturers	report	to
the	FDA	if	their	device	may	have	caused	or	contributed	to	a	death	orserious	injury	or	malfunctioned	in	a	way	that	would
likely	cause	or	contribute	to	a	death	or	serious	injury	if	it	were	to	recur),	andreports	of	corrections	and	removals
regulations	(which	require	manufacturers	to	report	recalls	or	removals	and	field	corrections	to	theFDA	if	initiated	to
reduce	a	risk	to	health	posed	by	the	device	or	to	remedy	a	violation	of	the	FDCA).	Failure	to	properly	identify
reportableevents	or	to	file	timely	reports,	as	well	as	failure	to	address	each	of	the	observations	to	the	FDAâ€™s
satisfaction,	can	subjecta	manufacturer	to	warning	letters,	recalls,	or	other	sanctions	and
penalties.Â	Advertising,marketing,	and	promotional	activities	for	devices	are	also	subject	to	FDA	oversight	and	must
comply	with	the	statutory	standards	of	theFDCA	and	the	FDAâ€™s	implementing	regulations.Â	Manufacturersof
medical	devices	are	permitted	to	promote	products	solely	for	the	uses	and	indications	set	forth	in	the	approved	or
cleared	productlabeling.	A	number	of	enforcement	actions	have	been	taken	against	manufacturers	that	promote
products	for	â€œoff-labelâ€​	uses(i.e.,	uses	that	are	not	described	in	the	approved	or	cleared	labeling).Â	Violationsof	the
FDCA	relating	to	inappropriate	promotion	of	medical	devices	may	also	lead	to	investigations	alleging	violations	of
federal	andstate	healthcare	fraud	and	abuse	and	other	laws,	as	well	as	state	consumer	protection	laws.Â	Fora	PMA	or
Class	II	510(k)	or	de	novo	device,	the	FDA	also	may	require	postmarketing	testing,	surveillance,	or	other	measures
tomonitor	the	effects	of	an	approved	or	cleared	product.	The	FDA	may	place	conditions	on	a	PMA-approved	device	that
could	restrict	thedistribution	or	use	of	the	product.	In	addition,	quality	control,	manufacture,	packaging,	and	labeling



procedures	must	continue	to	conformto	the	QSR	after	approval	and	clearance,	and	manufacturers	are	subject	to
periodic	inspections	by	the	FDA.	Accordingly,	manufacturersmust	continue	to	expend	time,	money,	and	effort	in	the
areas	of	production	and	quality	control	to	maintain	compliance	with	the	QSR	andother	applicable	regulatory
requirements.	The	FDA	may	withdraw	product	approvals	or	recommend	or	require	product	recalls	if	a	companyfails	to
comply	with	regulatory	requirements.Â	TherapeuticProductsÂ	FDAApproval	ProcessÂ	Inthe	U.S.,	therapeutic	products
are	subject	to	extensive	regulation	by	the	FDA.	The	FDCA	and	other	federal	and	state	statutes	and	regulations,govern,
among	other	things,	the	research,	development,	testing,	manufacture,	storage,	recordkeeping,	approval,	labeling,
promotion	andmarketing,	distribution,	post-approval	monitoring	and	reporting,	sampling,	and	import	and	export	of
pharmaceutical	products.	Failureto	comply	with	applicable	U.S.	requirements	may	subject	a	company	to	a	variety	of
administrative	or	judicial	sanctions,	such	as	clinicalhold,	FDA	refusal	to	approve	pending	new	drug	applications
(â€œNDAsâ€​),	warning	or	untitled	letters,	product	recalls,	productseizures,	total	or	partial	suspension	of	production	or
distribution,	injunctions,	fines,	civil	penalties,	and	criminal	prosecution.Â	Developmentfor	a	new	therapeutic	product	in
the	U.S.	typically	involves	preclinical	laboratory	and	animal	tests,	the	submission	to	the	FDA	of	aninvestigational	new
drug	application	(â€œINDâ€​),	which	must	become	effective	before	clinical	testing	may	commence,	and	adequateand
well-controlled	clinical	trials	to	establish	the	safety	and	effectiveness	of	the	drug	for	each	indication	for	which	FDA
approvalis	sought.	Satisfaction	of	FDA	premarket	approval	requirements	typically	takes	many	years,	and	the	actual	time
required	may	vary	substantiallybased	upon	the	type,	complexity,	and	novelty	of	the	product	or	disease.Â	Preclinicaltests
include	laboratory	evaluation	of	product	chemistry,	formulation,	and	toxicity,	as	well	as	animal	trials	to	assess	the
characteristicsand	potential	safety	and	efficacy	of	the	product.	The	conduct	of	the	preclinical	tests	must	comply	with
federal	regulations	and	requirements,including	Good	Laboratory	Practices.	The	results	of	preclinical	testing	are
submitted	to	the	FDA	as	part	of	an	IND	along	with	other	information,including	information	about	product	chemistry,
manufacturing	and	controls,	a	general	investigational	plan,	and	a	proposed	clinical	trialprotocol.	Long-term	preclinical
tests,	such	as	tests	of	reproductive	toxicity	and	carcinogenicity	in	animals,	may	continue	after	theIND	is	submitted.	A
30-day	waiting	period	after	the	submission	of	each	IND	is	required	prior	to	the	commencement	of	clinical	testingin
humans.	If	the	FDA	has	neither	commented	on	nor	questioned	the	IND	within	this	30-day	period,	the	clinical	trial
proposed	in	the	INDmay	begin.	If	the	IND	is	placed	on	clinical	hold,	the	sponsor	must	resolve	any	issues	to	the
satisfaction	of	the	FDA	before	the	clinicalhold	is	lifted	and	the	clinical	trial	may	proceed.Â	Clinicaltrials	involve	the
administration	of	the	investigational	drug	to	healthy	volunteers	or	patients	under	the	supervision	of	a
qualifiedinvestigator.	Clinical	trials	must	be	conducted	(1)	in	compliance	with	federal	regulations;	(2)	in	compliance
with	GCP	requirements;and	(3)	under	protocols	detailing	the	objectives	of	the	trial,	the	parameters	to	be	used	in
monitoring	safety,	and	the	effectivenesscriteria	to	be	evaluated.	Each	protocol	involving	testing	on	U.S.	patients	and
subsequent	protocol	amendments	must	be	submitted	to	theFDA	as	part	of	the	IND.Â	TheFDA	may	order	the	temporary
or	permanent	discontinuation	of	a	clinical	trial	at	any	time	or	impose	other	sanctions	if	it	believes	thatthe	clinical	trial
either	is	not	being	conducted	in	accordance	with	FDA	regulations	or	presents	an	unacceptable	risk	to	the	clinicaltrial
patients.	Imposition	of	a	clinical	hold	may	be	full	or	partial.	The	study	protocol	and	informed	consent	information	for
patientsin	clinical	trials	must	also	be	submitted	to	an	IRB	for	approval.	The	IRB	will	also	monitor	the	clinical	trial	until
completed.	An	IRBmay	also	require	the	clinical	trial	at	the	site	to	be	halted,	either	temporarily	or	permanently,	for
failure	to	comply	with	the	IRBâ€™srequirements	or	may	impose	other	conditions.	Additionally,	some	clinical	trials	are
overseen	by	an	independent	group	of	qualified	expertsorganized	by	the	clinical	trial	sponsor,	known	as	a	data	safety
monitoring	board	or	committee.	This	group	provides	authorization	forwhether	a	trial	may	move	forward	at	designated
checkpoints	based	on	access	to	certain	data	from	the	trial.Â		63	Â		Â	Clinicaltrials	to	support	NDAs	for	marketing
authorization	are	typically	conducted	in	three	sequential	phases,	which	may	overlap	or	be	combined.In	Phase	1,	the
initial	introduction	of	the	drug	into	patients,	the	product	is	tested	to	assess	safety,	dosage	tolerance,
metabolism,pharmacokinetics,	pharmacological	actions,	side	effects	associated	with	drug	exposure,	and	to	obtain	early
evidence	of	a	treatment	effectif	possible.	Phase	2	usually	involves	trials	in	a	limited	patient	population	to	determine	the
effectiveness	of	the	drug	for	a	particularindication,	determine	optimal	dose	and	regimen,	and	to	identify	common
adverse	effects	and	safety	risks.	If	a	compound	demonstrates	evidenceof	effectiveness	and	an	acceptable	safety	profile
in	Phase	2	evaluations,	Phase	3	trials	are	undertaken	to	obtain	additional	informationabout	clinical	effects	and	confirm
efficacy	and	safety	in	a	larger	number	of	patients,	typically	at	geographically	dispersed	clinicaltrial	sites,	to	permit	the
FDA	to	evaluate	the	overall	benefit-risk	relationship	of	the	drug	and	to	provide	adequate	information	forthe	labeling	of
the	product.	In	most	cases,	the	FDA	requires	two	adequate	and	well-controlled	Phase	3	clinical	trials	to	demonstratethe
safety	and	efficacy	of	the	drug.	In	rare	instances,	a	single	Phase	3	trial	may	be	sufficient	when	either	(1)	the	trial	is	a
large,multicenter	trial	demonstrating	internal	consistency	and	a	statistically	very	persuasive	finding	of	a	clinically
meaningful	effect	onmortality,	irreversible	morbidity,	or	prevention	of	a	disease	with	a	potentially	serious	outcome	and
confirmation	of	the	result	in	asecond	trial	would	be	practically	or	ethically	impossible	or	(2)	the	single	trial	is	supported
by	other	confirmatory	evidence.	Approvalon	the	basis	of	a	single	trial	may	be	subject	to	a	requirement	for	additional
post-approval	studies.Â	Thesephases	may	overlap	or	be	combined.	For	example,	a	Phase	1/2	clinical	trial	may	contain
both	a	dose	escalation	stage	and	a	dose	expansionstage,	the	latter	of	which	may	confirm	tolerability	at	the
recommended	dose	for	expansion	in	future	clinical	trials	(as	in	traditionalPhase	1	clinical	trials)	and	provide	insight	into
the	anti-tumor	effects	of	the	investigational	therapy	in	selected	subpopulation(s).Typically,	during	the	development	of
oncology	therapies,	all	subjects	enrolled	in	Phase	1	clinical	trials	are	disease-affected	patientsand,	as	a	result,
considerably	more	information	on	clinical	activity	may	be	collected	during	such	trials	than	during	Phase	1	clinicaltrials
for	non-oncology	therapies.Â	Inaddition,	the	manufacturer	of	an	investigational	drug	in	a	Phase	2	or	Phase	3	clinical
trial	for	a	serious	or	life-threatening	diseaseis	required	to	make	available,	such	as	by	posting	on	its	website,	its	policy
on	evaluating	and	responding	to	requests	for	expanded	accessto	such	investigational	drug.Â	Whilethe	IND	is	active,
progress	reports	summarizing	the	results	of	the	clinical	trials	and	nonclinical	studies	performed	since	the	last
progressreport,	among	other	information,	must	be	submitted	at	least	annually	to	the	FDA,	and	written	IND	safety
reports	must	be	submitted	tothe	FDA	and	investigators	for	serious	and	unexpected	suspected	adverse	events,	findings
from	other	studies	suggesting	a	significant	riskto	humans	exposed	to	the	same	or	similar	drugs,	findings	from	animal	or
in	vitro	testing	suggesting	a	significant	risk	to	humans,	andany	clinically	important	increased	incidence	of	a	serious
suspected	adverse	reaction	compared	to	that	listed	in	the	protocol	or	investigatorbrochure.Â	Aftercompletion	of	the
required	clinical	testing,	an	NDA	is	prepared	and	submitted	to	the	FDA.	FDA	approval	of	the	NDA	is	required
beforemarketing	and	distribution	of	the	product	may	begin	in	the	U.S.	The	NDA	must	include	the	results	of	all
preclinical,	clinical,	and	othertesting	and	a	compilation	of	data	relating	to	the	productâ€™s	pharmacology,	chemistry,
manufacture,	and	controls.	The	cost	of	preparingand	submitting	an	NDA	is	substantial.	The	submission	of	most	NDAs	is



additionally	subject	to	a	substantial	application	user	fee.	Underan	approved	NDA,	the	applicant	is	also	subject	to	an
annual	program	fee.	These	fees	typically	increase	annually.	The	FDA	has	60	daysfrom	its	receipt	of	an	NDA	to
determine	whether	the	application	will	be	filed	based	on	the	FDAâ€™s	determination	that	it	is	adequatelyorganized	and
sufficiently	complete	to	permit	substantive	review.	Once	the	submission	is	filed,	the	FDA	begins	an	in-depth	review.
TheFDA	has	agreed	to	certain	performance	goals	to	complete	the	review	of	NDAs.	Most	applications	are	classified	as
Standard	Review	productsthat	are	reviewed	within	ten	months	of	the	date	the	FDA	files	the	NDA;	applications	classified
as	Priority	Review	are	reviewed	withinsix	months	of	the	date	the	FDA	files	the	NDA.	An	NDA	can	be	classified	for
Priority	Review	when	the	FDA	determines	the	drug	has	the	potentialto	treat	a	serious	or	life-threatening	condition	and,
if	approved,	would	be	a	significant	improvement	in	safety	or	effectiveness	comparedto	available	therapies.	The	review
process	for	both	standard	and	priority	reviews	may	be	extended	by	the	FDA	for	three	or	more	additionalmonths	to
consider	certain	late-submitted	information,	or	information	intended	to	clarify	information	already	provided	in	the	NDA
submission.Â	TheFDA	may	also	refer	applications	for	novel	products,	as	well	as	products	that	present	difficult	questions
of	safety	or	efficacy,	to	bereviewed	by	an	advisory	committee	â€“	typically	a	panel	that	includes	clinicians,	statisticians
and	other	experts	â€“	for	review,evaluation,	and	a	recommendation	as	to	whether	the	NDA	should	be	approved.	The
FDA	is	not	bound	by	the	recommendation	of	an	advisorycommittee,	but	generally	follows	such	recommendations.
Before	approving	an	NDA,	the	FDA	will	typically	inspect	one	or	more	clinical	sitesto	assure	compliance	with	GCP.
Additionally,	the	FDA	will	inspect	the	facility	or	the	facilities	at	which	the	drug	product	is	manufactured.The	FDA	will
not	approve	the	product	unless	compliance	with	current	good	manufacturing	practices	(â€œcGMPâ€​)	is
satisfactory.After	the	FDA	evaluates	the	NDA	and	completes	any	clinical	and	manufacturing	site	inspections,	it	issues
either	an	approval	letter	ora	complete	response	letter.	A	complete	response	letter	generally	outlines	the	deficiencies	in
the	NDA	submission	and	may	require	substantialadditional	testing	or	information	in	order	for	the	FDA	to	reconsider	the
application	for	approval.	If,	or	when,	those	deficiencies	havebeen	addressed	to	the	FDAâ€™s	satisfaction	in	a
resubmission	of	the	NDA,	the	FDA	will	issue	an	approval	letter.	The	FDA	has	committedto	reviewing	such
resubmissions	in	two	or	six	months	depending	on	the	type	of	information	included.	An	approval	letter	authorizes
commercialmarketing	and	distribution	of	the	drug	with	specific	prescribing	information	for	specific	indications.	As	a
condition	of	NDA	approval,the	FDA	may	require	a	risk	evaluation	and	mitigation	strategy	(â€œREMSâ€​)	to	help	ensure
that	the	benefits	of	the	drug	outweighthe	potential	risks	to	patients.	A	REMS	can	include	medication	guides,
communication	plans	for	healthcare	professionals,	and	elementsto	assure	a	productâ€™s	safe	use	(â€œETASUâ€​).
ETASU	can	include,	but	are	not	limited	to,	special	training	or	certificationfor	prescribing	or	dispensing	the	product,
dispensing	the	product	only	under	certain	circumstances,	special	monitoring,	and	the	use	ofpatient-specific	registries.
The	requirement	for	a	REMS	can	materially	affect	the	potential	market	and	profitability	of	the	product.Moreover,	the
FDA	may	require	substantial	post-approval	testing	and	surveillance	to	monitor	the	productâ€™s	safety	or
efficacy.Â	Oncegranted,	product	approvals	may	be	withdrawn	if	compliance	with	regulatory	standards	is	not	maintained
or	problems	are	identified	followinginitial	marketing.	Changes	to	some	of	the	conditions	established	in	an	approved
NDA,	including	changes	in	indications,	product	labeling,manufacturing	processes,	or	facilities,	require	submission	and
FDA	approval	of	a	new	NDA,	or	a	supplement	to	an	approved	NDA,	beforethe	change	can	be	implemented.	An	NDA
supplement	for	a	new	indication	typically	requires	clinical	data	similar	to	that	in	the	originalapplication,	and	the	FDA
uses	the	same	procedures	and	actions	in	reviewing	NDA	supplements	as	it	does	in	reviewing	original
NDAs.Â	Disclosureof	Clinical	Trial	InformationÂ	Sponsorsof	clinical	trials	of	FDA-regulated	products,	including
diagnostic	and	drugs	products,	are	required	to	register	and	disclose	certainclinical	trial	information	on	the	website
www.clinicaltrials.gov.	Information	related	to	the	product,	patient	population,	phase	of	investigation,trial	sites,	and
investigators,	and	other	aspects	of	a	clinical	trial	are	then	made	public	as	part	of	the	registration.	Sponsors	arealso
obligated	to	disclose	the	results	of	their	clinical	trials	after	completion.	Disclosure	of	the	results	of	clinical	trials	can
bedelayed	in	certain	circumstances	for	up	to	two	years	after	the	date	of	completion	of	the	trial.	Competitors	may	use
this	publicly	availableinformation	to	gain	knowledge	regarding	the	progress	of	clinical	development	programs	as	well	as
clinical	trial	design.Â		64	Â		Â	Post-ApprovalRequirementsÂ	Oncean	NDA	is	approved,	a	product	will	be	subject	to
certain	post-approval	requirements.	For	instance,	the	FDA	closely	regulates	the	post-approvalmarketing	and	promotion
of	drugs,	including	standards	and	regulations	for	direct-to-consumer	advertising,	off-label	promotion,	industry-
sponsoredscientific	and	educational	activities,	and	promotional	activities	involving	the	internet.	A	drug	may	be
marketed	only	for	the	approvedindications	and	in	accordance	with	the	provisions	of	the	approved
labeling.Â	Adverseevent	reporting	and	submission	of	periodic	safety	summary	reports	is	required	following	FDA
approval	of	an	NDA.	The	FDA	also	may	requirepostmarket	testing,	known	as	Phase	4	testing,	REMS,	and	surveillance	to
monitor	the	effects	of	an	approved	product,	or	the	FDA	may	placeconditions	on	an	approval	that	could	restrict	the
distribution	or	use	of	the	product.	In	addition,	quality	control,	product	manufacture,packaging,	and	labeling	procedures
must	continue	to	conform	to	cGMP	after	approval.	Drug	manufacturers	and	certain	of	their	subcontractorsare	required
to	register	their	establishments	with	the	FDA	and	certain	state	agencies.Â	Registrationwith	the	FDA	subjects	entities	to
periodic	unannounced	inspections	by	the	FDA,	during	which	the	agency	inspects	a	drug	productâ€™smanufacturing
facilities	to	assess	compliance	with	cGMP.	Accordingly,	manufacturers	must	continue	to	expend	time,	money,	and	effort
inthe	areas	of	production	and	quality	control	to	maintain	compliance	with	cGMP.	Regulatory	authorities	may	withdraw
product	approvals	orrequest	product	recalls	if	a	company	fails	to	comply	with	required	regulatory	standards,	if	it
encounters	problems	following	initialmarketing,	or	if	previously	unrecognized	problems	are	subsequently
discovered.Â	EuropeanUnionÂ	Amedical	device	or	diagnostic	test	must	be	CE	marked	to	be	sold	in	the	EU.	The	In	Vitro
Diagnostic	Device	Regulation	(â€œIVDRâ€​)of	the	EU	defines	the	necessary	pre-conditions	that	must	be	fulfilled	to	CE
mark	an	IVD	test	or	in	vitro	medical	device	in	the	EU.	Themanufacture	of	the	test	and/or	device	must	fulfill	all
applicable	regulatory	requirements	in	the	IVDR.	Objective	evidence	of	fulfilmentof	these	requirements	must	be
provided	by	the	manufacturer	prior	to	placing	a	test	on	the	EU	market.	The	manufacturer	is	required	toestablish	a
Quality	Management	System	(â€œQMSâ€​)	as	well	as	processes	for	manufacturing,	importing,	distribution,	post-
marketsurveillance,	and	vigilance.	Regulations	also	require	that	the	product	is	fully	documented.	In	addition,	it	is	likely
that	our	CyPathÂ®Lung	test	is	classified	in	a	risk	class	that	requires	a	review	by	an	external	party,	a	Notified	Body,
prior	to	placing	the	teston	the	EU	market.	This	process	is	expected	to	require	an	additional	six	to	12	months	after
required	documents	and	systems	are	in	place.There	currently	is	a	general	shortage	in	the	EU	of	available	Notified
Bodies	designated	for	IVDR	devices.	Further,	we	will	need	to	contracta	European	Authorized	Representative
(â€œEARâ€​)	that	acts	as	the	Companyâ€™s	legal	representative	in	the	EU.	Medical	devicesalso	must	be	registered	with
the	competent	authority	in	the	country	in	which	they	are	based.	In	addition	to	the	CE	mark	and	the	registrationdone	by
the	EAR,	there	is	a	need	for	an	administrative	national	notification	with	certain	member	states	of	the



EU.Â	EuropeanData	CollectionÂ	Thecollection	and	use	of	personal	data	(including	health	data)	in	the	European
Economic	Area	(the	â€œEEAâ€​)	are	governed	by	theEU	General	Data	Protection	Regulations	(the	â€œEU	GDPRâ€​)	and
national	implementing	legislation	in	EEA	member	states.	The	EUGDPR	applies	to	any	company	established	in	the	EEA
and	to	companies	established	outside	the	EEA	that	process	personal	data	in	connectionwith	the	offering	of	goods	or
services	to	data	subjects	in	the	EEA	or	the	monitoring	of	the	behavior	of	data	subjects	in	the	EEA.	TheEU	GDPR
establishes	stringent	requirements	applicable	to	the	processing	of	personal	data,	including	strict	requirements	relating
to	thevalidity	of	consent	of	data	subjects,	expanded	disclosures	about	how	personal	data	is	used,	requirements	to
conduct	data	protection	impactassessments	for	â€œhigh	riskâ€​	processing,	limitations	on	retention	of	personal	data,
special	provisions	for	â€œspecialcategories	of	personal	dataâ€​	including	health	and	genetic	information	of	data
subjects,	mandatory	data	breach	notification	(incertain	circumstances),	â€œprivacy	by	designâ€​	requirements,	and
direct	obligations	on	service	providers	acting	as	processors.The	EU	GDPR	also	prohibits	the	international	transfer	of
personal	data	from	the	EEA	to	countries	outside	of	the	EEA	unless	made	to	acountry	deemed	to	have	adequate	data
privacy	laws	by	the	European	Commission	or	a	data	transfer	mechanism	has	been	put	in	place.	Failureto	comply	with
the	requirements	of	the	EU	GDPR	and	the	related	national	data	protection	laws	of	the	EEA	states	may	result	in	fines
upto	20	million	euros	or	4%	of	a	companyâ€™s	global	annual	revenues	for	the	preceding	financial	year,	whichever	is
higher.	Moreover,the	EU	GDPR	affords	various	data	protection	rights	to	individuals	(i.e.,	the	right	to	erasure	of
personal	data)	in	certain	circumstances,and	the	ability	for	data	subjects	to	claim	material	and	non-material	damages
resulting	from	infringements	of	the	EU	GDPR.	Given	the	breadthand	depth	of	changes	in	data	protection	obligations,
maintaining	compliance	with	the	EU	GDPR	will	require	significant	time,	resources,and	expense,	and	we	may	be
required	to	put	in	place	additional	mechanisms	ensuring	compliance	with	the	evolving	data	protection	rules.This	may
be	onerous	and	adversely	affect	our	business,	financial	condition,	results	of	operations,	and	prospects.Â	Restof	the
World	RegulationÂ	Forother	countries	outside	of	the	EU	(or	in	some	cases,	EEA)	and	the	U.S.,	such	as	China,	Southeast
Asia,	and	Australia,	the	requirementsgoverning	the	conduct	of	clinical	trials,	product	licensing,	pricing,	and
reimbursement	vary	from	country	to	country.	Additionally,	theclinical	trials	must	be	conducted	in	accordance	with	GCP
requirements	and	the	applicable	regulatory	requirements,	and	the	ethical	principlesthat	have	their	origin	in	the
Declaration	of	Helsinki.Â	Ifwe	fail	to	comply	with	applicable	foreign	regulatory	requirements,	we	may	be	subject	to,
among	other	things,	fines,	suspension	or	withdrawalof	regulatory	approvals,	product	recalls,	seizure	of	products,
operating	restrictions,	and	criminal	prosecution.Â		65	Â		Â	HumanCapitalÂ	Weemploy	75	employees	at	the	time	of	this
filing,	22	employed	by	bioAffinity	and	53	employed	by	PPLS.	We	place	significant	emphasis	onthe	recruitment,
development,	and	retention	of	our	employees	who	include	award-winning	scientists	dedicated	to	advancing	scientific
discoveryfrom	bench	to	bedside.	Of	our	nine	employees	engaged	in	research	and	development,	all	of	whom	are
employed	full-time,	one	holds	an	MDand	six	hold	PhDs	in	biology	or	medicinal	chemistry.	Of	the	53	employees	at	PPLS,
nearly	half	have	worked	at	our	clinical	laboratoryfor	more	than	five	years.Â	OurExecutive	Vice	President	and	Chief
Medical	and	Science	Officer,	Vivienne	Rebel,	holds	an	MD	and	PhD.	Business	development	is	led	by	ourChief	Operating
Officer,	Xavier	Reveles,	who	has	25	years	of	experience	as	a	clinical	geneticist	skilled	in	the	creation	and
managementof	CLIA	clinical	laboratories,	coding,	and	CPT	reimbursement	valuations.	Mr.	Reveles	is	board	certified	by
the	American	Society	of	ClinicalPathology	as	a	clinical	specialist	in	cytogenetics	who	has	successfully	launched	multiple
diagnostics	and	commercial	laboratories.	Wehave	recently	attracted	experienced	salespeople	with	a	proven	record	in
the	pulmonary	field.	In	November	2023,	we	hired	Dallas	Colemanas	National	Sales	Director	who	has	more	than	15
years	of	experience	in	medical	sales	and	marketing,	most	recently	as	Executive	AccountManager	for	the	respiratory
portfolio	of	Olympus	Americaâ€™s	therapeutic	solutions	division.	In	February	2024,	Cole	Koeppen	joinedus	as
Pulmonary	Sales	Executive	for	CyPathÂ®	Lung	in	North	Texas.	Previously,	he	was	Territory	Sales	Associate	for
PulmonxCorporation,	a	provider	of	treatments	for	patients	with	COPD.	Our	innovative	and	collaborative	culture	is	in
part	responsible	for	ourability	to	attract	and	retain	highly	skilled	professionals	seeking	professional	advancement.
Outside	partnerships	and	collaborationsthat	advance	business	and	scientific	research	are	encouraged,	allowing	us	to
multiply	workforce	efforts	without	expending	significantcapital.Â	Implicationsof	Being	an	Emerging	Growth	Company
and	a	Smaller	Reporting	CompanyÂ	Wequalify	as	an	â€œemerging	growth	companyâ€​	as	defined	in	the	Jumpstart	Our
Business	Startups	Act	of	2012,	or	the	JOBS	Act.	Foras	long	as	we	remain	an	emerging	growth	company,	we	may	take
advantage	of	specified	reduced	reporting	requirements	and	other	burdensthat	are	otherwise	applicable	generally	to
other	public	companies.	These	provisions	include,	but	are	not	limited	to:Â		Â		â—​	reduced	obligations	with	respect	to
financial	data,	including	presenting	only	two	years	of	audited	financial	statements	and	selected	financial	data,	and	only
two	years	of	related	Managementâ€™s	Discussion	and	Analysis	of	Financial	Condition	and	Results	of	Operations
disclosure	in	our	initial	registration	statement;	Â		â—​	an	exemption	from	the	auditor	attestation	requirement	in	the
assessment	of	our	internal	control	over	financial	reporting	pursuant	to	the	Sarbanes-Oxley	Act	of	2002,	as	amended
(â€œSOXâ€​);	Â		â—​	reduced	disclosure	about	executive	compensation	arrangements	in	our	periodic	reports,
registration	statements,	and	proxy	statements;	and	Â		â—​	exemptions	from	the	requirements	to	seek	non-binding
advisory	votes	on	executive	compensation	or	stockholder	approval	of	any	golden	parachute	arrangements.	Â	Wemay
take	advantage	of	some	or	all	of	these	provisions	until	we	are	no	longer	an	emerging	growth	company.	We	will	remain
an	emerging	growthcompany	until	the	earliest	of	(1)	the	last	day	of	the	fiscal	year	following	the	fifth	anniversary	of	the
completion	of	our	initial	publicoffering,	(2)	the	last	day	of	the	first	fiscal	year	in	which	our	annual	gross	revenues
exceed	$1.235	billion,	(3)	the	date	on	which	wehave,	during	the	immediately	preceding	three-year	period,	issued	more
than	$1.0	billion	in	non-convertible	debt	securities	and	(4)	thedate	on	which	we	are	deemed	to	be	a	large	accelerated
filer	under	the	rules	of	the	SEC.	We	may	choose	to	take	advantage	of	some	but	notall	of	these	reduced	burdens.	For
example,	we	have	taken	advantage	of	the	reduced	reporting	requirements	with	respect	to	disclosure	regardingour
executive	compensation	arrangements,	have	presented	only	two	years	of	audited	financial	statements	and	only	two
years	of	relatedâ€œManagementâ€™s	Discussion	and	Analysis	of	Financial	Condition	and	Results	of	Operationsâ€​
disclosure	in	this	prospectus,and	have	taken	advantage	of	the	exemption	from	auditor	attestation	on	the	effectiveness	of
our	internal	control	over	financial	reporting.To	the	extent	that	we	take	advantage	of	these	reduced	burdens,	the
information	that	we	provide	stockholders	may	be	different	than	youmight	obtain	from	other	public	companies	in	which
you	hold	equity	interests.Â	Inaddition,	the	JOBS	Act	permits	emerging	growth	companies	to	take	advantage	of	an
extended	transition	period	to	comply	with	new	or	revisedaccounting	standards	applicable	to	public	companies.	We	have
elected	to	use	this	extended	transition	period.	As	a	result	of	this	election,our	timeline	to	comply	with	new	or	revised
accounting	standards	will	in	many	cases	be	delayed	as	compared	to	other	public	companies	thatare	not	eligible	to	take
advantage	of	this	election	or	have	not	made	this	election.	Therefore,	our	financial	statements	may	not	be	comparableto
those	of	companies	that	comply	with	the	public	company	effective	dates	for	these	accounting	standards.Â	Weare	also	a



â€œsmaller	reporting	companyâ€​	as	defined	in	the	Securities	Exchange	Act	of	1934,	as	amended,	(â€œthe
ExchangeActâ€​)	and	have	elected	to	take	advantage	of	certain	of	the	scaled	disclosures	available	to	smaller	reporting
companies.	To	theextent	that	we	continue	to	qualify	as	a	â€œsmaller	reporting	companyâ€​	as	such	term	is	defined	in
Rule	12b-2	under	the	ExchangeAct,	after	we	cease	to	qualify	as	an	emerging	growth	company,	certain	of	the
exemptions	available	to	us	as	an	â€œemerging	growthcompanyâ€​	may	continue	to	be	available	to	us	as	a	â€œsmaller
reporting	company,â€​	including	exemption	from	compliance	withthe	auditor	attestation	requirements	pursuant	to	SOX
and	reduced	disclosure	about	our	executive	compensation	arrangements.	We	will	continueto	be	a	â€œsmaller	reporting
companyâ€​	until	we	have	$250	million	or	more	in	public	float	(based	on	our	Common	Stock)	measuredas	of	the	last
business	day	of	our	most	recently	completed	second	fiscal	quarter	or	in	the	event	we	have	no	public	float	(based	on
ourCommon	Stock)	or	a	public	float	(based	on	our	Common	Stock)	that	is	less	than	$700	million,	annual	revenues	of
$100	million	or	more	duringthe	most	recently	completed	fiscal	year.Â		66	Â		Â	MANAGEMENTÂ	Thefollowing	is	a	list	of
our	directors	and	executive	officers	as	of	September	11,	2024.Â		Name	Â		Age	Â		Position(s)	Maria	Zannes,	JD	Â		67	Â	
President,	CEO,	and	Director	Michael	Dougherty1	Â		45	Â		Chief	Financial	Officer	Xavier	Reveles	Â		54	Â		Chief
Operating	Officer	Timothy	P.	Zannes,	JD	Â		71	Â		Executive	Vice	President,	Secretary,	and	General	Counsel	Steven
Girgenti	Â		77	Â		Executive	Chairman	and	Director	Robert	Anderson	Â		82	Â		Director	Stuart	Diamond	Â		62	Â		Director
Peter	Knight	Â		72	Â		Director	Gary	Rubin	Â		67	Â		Director	Roby	P.	Joyce,	MD	Â		78	Â		Director	Jamie	Platt,	PhD	Â		57
Â		Director	Â	1On	August	19,	2024,	Michael	Dougherty	notified	the	Company	of	his	decision	to	resign	from	his	position
as	the	Companyâ€™s	ChiefFinancial	Officer	and	Principal	Accounting	Officer	to	pursue	other	opportunities.	Mr.
Dougherty	will	remain	Chief	Financial	Officer	andPrincipal	Accounting	Officer	until	September	16,	2024.	Effective	as	of
September	16,	2024,	Michael	Edwards,	will	serve	as	the	Companyâ€™sInterim	Chief	Financial	Officer	and	Principal
Accounting	Officer.	See	â€œInterim	Chief	Financial	Officer	and	Principal	AccountingOfficerâ€​
below.Â	BiographicalInformationÂ	MariaZannes,	JD	â€”	President,	Chief	Executive	Officer,	and	DirectorÂ	Ms.Zannes
has	served	as	our	President,	Chief	Executive	Officer	and	director	since	2014.	She	brings	more	than	30	years	of
executive-levelmanagement	experience	dedicated	to	defining	and	advancing	company	goals	and	overcoming	obstacles
impeding	corporate	success.	Prior	toher	position	at	bioAffinity	Technologies,	Ms.	Zannes	founded	The	Zannes	Firm
focusing	on	strategic	solutions	for	private	industry	inthe	medical,	environmental	and	energy	fields.	In	her	current
capacity	as	the	Companyâ€™s	CEO	and	President,	she	has	built	a	teamof	award-winning	scientists	and	executives	who
are	advancing	breakthrough	oncology-focused	diagnostics	and	therapeutics.Â	Ms.Zannes	was	President	of	the	Energy
Recovery	Council,	the	national	trade	group	for	the	$10	billion	waste-to-energy	industry,	and	GeneralManager	of	ECOS
Corporation,	a	subsidiary	of	Burlington	Environmental.	Ms.	Zannes	also	served	as	a	project	manager	at	Wheelabrator
Technologies,Inc.	where	she	led	project	teams	that	developed,	negotiated,	and	financed	the	companyâ€™s	renewable
energy	generation	facilities.Ms.	Zannes	began	her	career	as	a	journalist,	working	for	Voice	of	America	and	the
Associated	Press.	Before	entering	the	business	world,she	served	as	a	legislative	aide	specializing	in	energy	policy	and
law	for	Congressman	Charles	Wilson	(D-TX).	She	is	licensed	to	practicelaw	in	New	Mexico.	She	has	been	awarded
Lifetime	Achievement	Awards	by	the	American	Society	of	Mechanical	Engineers	and	the	Earth	EngineeringCenter
Award	from	the	WTE	Council	of	Columbia	University.Â	Sheis	the	co-founder	of	two	engineering	research	centers	at
Columbia	University.	Ms.	Zannes	received	her	BA	in	Journalism	from	the	Universityof	New	Mexico	and	her	JD	from	the
University	of	Puget	Sound	in	Washington	State.	We	believe	Ms.	Zannes	should	serve	as	a	director	ofthe	Company
because	of	her	experience	as	a	lawyer	and	business	woman	skilled	in	identifying,	prioritizing	and	managing	both	the
risksand	rewards	of	business	opportunities	and	her	proven	record	of	assembling	and	motivating	award-winning	teams
of	professionals	focusedon	strategic	corporate	growth.Â	MichaelDougherty	â€”	Chief	Financial
OfficerÂ	MichaelDougherty	was	appointed	to	serve	as	our	new	Vice	President	and	Chief	Financial	Officer	(principal
financial	officer	and	principal	accountingofficer)	effective	May	1,	2023.Â	Priorto	joining	the	Company,	Mr.	Dougherty
served	from	2022	through	April	2023	as	the	Chief	Financial	Officer	of	Alexa	Business	Domains,	Amazonâ€™sAlexa	AI
and	voice	division,	where	he	was	responsible	for	financial	strategy	over	Alexaâ€™s	multi-billion-dollar	investments	in
AI-generatedcustomer	experiences.	From	2020	to	2022,	Mr.	Dougherty	was	Chief	Financial	Officer	of	TINT	and
Filestack,	two	software-as-a-service	companies.From	2017	to	2020,	Mr.	Dougherty	served	as	Chief	Financial	Officer	for
Amazon	Pay,	where	he	supported	Amazonâ€™s	digital	paymentwallet	globally.	Earlier	in	his	career	Mr.	Dougherty	held
various	finance	positions	at	Russell	Investments	and	Medisystems	Corporation.He	is	a	certified	public	accountant	and	a
Chartered	Global	Management	Accountant	by	the	American	Institute	of	Certified	Public	Accountants.Â	XavierReveles-
Chief	Operating	OfficerÂ	Mr.Reveles	was	appointed	as	our	Chief	Operating	Officer	on	September	18,	2023.	Mr.	Reveles
has	served	as	our	Vice	President	of	Operationssince	September	2022.	He	has	30	years	of	experience	as	a	clinical
cytogeneticist	skilled	in	the	design/concept	and	management	of	CAP/CLIAclinical	laboratories,	coding,	CPT
reimbursement	valuations,	and	the	development	of	LDTs.	Mr.	Reveles	is	board	certified	by	the	AmericanSociety	of
Clinical	Pathology	as	a	clinical	specialist	in	cytogenetics.	He	joined	bioAffinity	as	Director	of	Operations	in	2017.	Priorto
joining	bioAffinity,	Mr.	Reveles	created	the	Oncopath	Laboratory	â€“	START	Cancer	Center	in	San	Antonio,	Texas,	and
served	asLaboratory	Director.	During	his	tenure	at	Oncopath,	he	commercialized	eight	LDTs,	including	bringing	to
market	a	proprietary	cancer	specificgene	oligo	array	he	designed	for	the	deletions	and	amplifications	of	specific
oncogenes	for	solid	tumors.	As	the	Director	of	the	CytogeneticsLaboratory	at	UT	Health	San	Antonio,	Mr.	Revelesâ€™
research	included	molecular	evaluation	of	disease	progression	in	prostate,	breastand	ovarian	cancer,	schizophrenia,
diabetes	and	other	constitutional	genetic	syndromes.	He	was	a	lecturer	and	instructor	for	the	UT	HealthGraduate,
Medical,	and	Allied	Health	Schools	and	the	director	of	the	NCI	San	Antonio	Cancer	Institute	(SACI)	Genetics	and
CytogeneticsCore	facility.	After	leaving	academia,	Mr.	Reveles	was	a	genomic	specialist	for	CombiMatrix	Diagnostics,
Irvine,	CA,	a	diagnostic	biotechcompany	where	he	validated	pre-natal,	post-natal,	and	cancer	gene	arrays	for
commercialization	as	LDTs.	Mr.	Reveles	is	(co)author	of20	publications	and	six	abstracts	in	peer-reviewed	journals	and
is	a	member	of	the	Association	for	Molecular	Pathology.Â		67	Â		Â	TimothyP.	Zannes,	JD	â€”	Executive	Vice	President,
General	Counsel,	and	SecretaryÂ	Mr.Zannes	has	been	corporate	legal	counsel	to	both	public	and	private	biomedical
firms	for	more	than	16	years,	having	begun	his	legal	careeras	a	sole	practitioner	accepting	criminal,	business,	family,
and	tort	litigation.	Prior	to	receiving	his	JD,	Mr.	Zannes	was	a	court	bailiffand	ran	his	own	private	investigation	firm
after	serving	as	an	investigator	for	the	Albuquerque	City	Attorney.	He	received	his	JD	fromthe	University	of	New
Mexico	School	of	Law	and	attended	the	New	England	Conservatory	with	studies	in	violin	and	saxophone.	Mr.
Zannesbegan	his	undergraduate	education	at	The	University	of	North	Carolina	where	he	was	a	student	athlete	on
scholarship.	In	addition	to	hisduties	as	General	Counsel	and	Secretary,	Mr.	Zannes	is	responsible	for	corporate
compliance	and	directs	Human	Resources.	Mr.	Zannes	andMaria	Zannes	are	siblings.Â	StevenGirgenti	â€”	Executive
Chairman	of	the	BoardÂ	Mr.Girgenti	has	been	Executive	Chairman	of	bioAffinity	Technologies,	Inc.	since	November



2014.	Mr.	Girgenti	was	formerly	CEO	and	co-founderof	DermWorx	Incorporated,	a	dermatology	company	that
specialized	in	developing	nanotechnology	formulations	to	enhance	the	performanceof	topical	drugs.	He	was	also	the
founder	and	CEO	of	Healthworld	Corporation,	a	leading	global	healthcare	marketing	services	networkwith	offices	in	36
countries,	until	2008.	The	network	had	more	than	1,000	brand	assignments	from	nearly	200	clients	worldwide,
providingstrategic	marketing	and	communications	services	to	many	of	the	worldâ€™s	leading	healthcare	companies.
Mr.	Girgenti	founded	Healthworldin	1986,	and	under	his	leadership	the	Company	made	numerous	acquisitions	to
expand	and	diversify	the	business.	Healthworld	went	publicin	1997.	In	1998	and	again	in	1999,	Business	Week	named
Healthworld	one	of	the	â€œBest	Small	Corporations	in	America.â€​	In	1999,Forbes	listed	Healthworld	as	one	of	the
â€œ200	Best	Small	Companies.â€​	Mr.	Girgenti	was	recognized	as	â€œEntrepreneur	ofthe	Yearâ€​	by	Nasdaq	in	1999
and	was	named	Med	Ad	Newsâ€™	first	â€œMedical	Advertising	Man	of	the	Yearâ€​	in	2000.	In2010,	he	was	inducted
into	the	Medical	Advertising	Hall	of	Fame.	In	addition,	Mr.	Girgenti	is	Vice	Chairman	of	the	Board	of	Governorsfor	the
Mt.	Sinai	Hospital	Prostate	Disease	and	Research	Center	in	New	York	City	and	is	on	the	Board	of	Directors	for	the	Jack
MartinFund,	a	Mt.	Sinai	Hospital-affiliated	charitable	organization	devoted	to	pediatric	oncology	research.	He
graduated	from	Columbia	University.We	believe	Mr.	Girgenti	should	serve	as	Executive	Chairman	because	of	his
unparalleled	experience	in	the	healthcare	field,	particularlyin	marketing,	and	his	skill	in	building	emerging	growth
companies	into	multi-national	corporations.Â	RobertAnderson	â€”	DirectorÂ	Mr.Anderson	has	more	than	50	years	of
broad	experience	in	the	healthcare	industry	in	which	he	held	executive	positions	at	CIBA	PharmaceuticalCo.,	Becton
Dickinson	and	Company,	Pfizer,	Inc.,	Parke-Davis	Division	of	Warner-Lambert	Co,	Schering-Plough	Corp.,	and	Centocor,
Inc.Mr.	Anderson	was	Vice	President	of	Marketing	for	the	Key	Pharmaceuticals	Division	of	Schering-Plough	Corp.	and
later	at	Centocor,	Inc.Subsequently,	Mr.	Anderson	joined	Physicians	World	Communications	Group,	the	largest	medical
education	company	in	the	U.S.	where	he	wasChief	Operating	Officer.	Mr.	Anderson	currently	is	a	marketing	consultant
to	several	healthcare	companies.	Mr.	Anderson	received	a	BAin	political	science	from	Rutgers	University.	We	believe
Mr.	Anderson	should	serve	as	a	director	of	the	Company	because	of	his	experienceand	skill	in	marketing	and	product
positioning	of	medical	products	to	bioAffinity	Technologies.Â	StuartDiamond	â€”	DirectorÂ	Mr.Diamond	is	the	Global
Chief	Financial	Officer	for	GroupM,	the	worldâ€™s	leading	media	investment	company	responsible	for	over	$50billion
in	media	investment	through	agencies	Mindshare,	MediaCom,	Wavemaker,	Essence	and	m/SIX,	as	well	as	the	outcome-
driven	programmaticaudience	company,	Xaxis,	LLC.	Before	joining	GroupM,	Mr.	Diamond	was	a	member	of	the	WPP
plc	family	as	the	CFO	for	Healthworld	Corporation(now	called	Ogilvy	Health),	where	he	took	the	company	public	and
negotiated	its	sale	to	Cordiant	Communications	Group	in	2000.	He	alsoserved	as	CFO	for	National	Medical	Health	Card
Systems,	Inc.,	a	comprehensive	pharmacy	benefit	management	company.	From	2008	to	2014,Mr.	Diamond	was	the	CFO
for	GroupM	North	America,	where	he	established	financial	strategies	and	supervised	all	corporate	accounting
andfinancial	activities	for	GroupM	and	its	agencies.	Earlier	in	his	career,	he	held	the	positions	of	Vice	President	and
Controller	for	CalvinKlein,	Inc.	and	as	Senior	Vice	President	and	CFO	for	Medicis	Pharmaceutical	Corporation.	Mr.
Diamond	holds	a	BS	from	the	State	Universityof	New	York,	a	Master	of	Science,	Taxation	degree	from	Pace	University,
and	an	MBA	from	Fordham	University.	We	believe	Mr.	Diamond	shouldserve	as	a	director	of	the	Company	because	of
his	substantial	business	and	financial	acumen	to	his	position	as	Chairman	of	the	AuditCommittee	and	to	the
Board.Â	PeterS.	Knight	â€”	DirectorÂ	Mr.Knight	is	a	Partner	at	Cyan	Capital	Partners,	a	fund	dedicated	to	helping	new
fund	managers	and	asset	owners	in	the	field	of	sustainableinvesting.	Prior	to	that,	he	was	a	Founding	Partner	at
Generation	Investment	Management,	where	he	and	his	partners	Al	Gore	and	DavidBlood	helped	build	a	leading	global
sustainable	investing	firm	with	assets	under	management	now	exceeding	$40	billion.	Prior	to	his	retirementfrom	the
firm	in	2018,	Mr.	Knight	held	leadership	positions	within	Generation	IM,	notably	developing	and	overseeing	the
firmâ€™sU.S.	business.	Prior	to	Generation,	Mr.	Knight	was	a	Managing	Director	of	Met	West	Financial,	a	Los	Angeles-
based	asset	management	company.Mr.	Knight	started	his	career	at	the	Antitrust	Division	of	the	U.S.	Department	of
Justice.	From	1977	to	1989,	he	served	as	the	Chiefof	Staff	to	Representative	and	later	Senator	Al	Gore.	He	served	as
the	General	Counsel	of	Medicis	Pharmaceutical	and	then	started	hislaw	practice	where	he	represented	the
International	Olympic	Committee,	the	U.S.	Olympic	Committee,	and	numerous	Fortune	500	Companies.Mr.	Knight	has
also	served	in	senior	positions	on	four	Presidential	campaigns	including	serving	as	the	Campaign	Manager	for
PresidentClintonâ€™s	1996	re-election	campaign.	Mr.	Knight	has	extensive	board	experience	in	both	the	for-profit	and
nonprofit	sectors.	Heserved	on	a	number	of	public	company	boards	including	Medicis	Pharmaceutical,	Par
Pharmaceutical,	EntreMed	(Casi	Pharmaceuticals	Inc.),Healthworld	Corporation,	Whitman	Education,	Comsat,	and	the
Schroder	Mutual	Fund	Board	complex.	Mr.	Knight	currently	serves	on	the	boardsof	Generation	Investment
Management	and	Gratitude	Railroad.	His	philanthropic	efforts	include	serving	as	Chair	of	the	Climate	Museumand	the
board	of	Emergent,	a	nonprofit	intermediary	to	help	stop	deforestation	in	tropical	forest	nations.	He	received	a	BA	from
CornellUniversity	and	a	JD	from	the	Georgetown	Law	School.	We	believe	Mr.	Knight	should	serve	as	a	director	of	the
Company	because	of	his	considerableexperience	in	finance	and	business	to	his	position	of	Chairman	of	the
Compensation	Committee,	as	well	as	his	expertise	and	skill	in	buildingnew	ventures	into	leading	global	firms.Â		68	Â	
Â	GaryRubin	â€”	DirectorÂ	Mr.Rubin,	a	Certified	Public	Accountant,	serves	as	a	Managing	Member	of	Masters
Research	Partners,	LLC,	an	investment	fund	of	hedge	fundsthat	he	co-founded	in	October	2000.	Mr.	Rubin	began	his
career	with	Deloitte	&	Touche	and	later	served	as	Managing	Partner	at	Schissel,Rubin	&	Lehman,	a	New	York-based
certified	public	accounting	firm.	He	has	been	involved	in	the	investment	business,	including	hedgefunds,	private	equity,
and	investment	banking,	for	more	than	20	years.	Mr.	Rubin	is	active	in	numerous	charities	as	well	as	his
familyâ€™sfoundation	and	presently	serves	on	the	board	of	Boca	Raton	Regional	Hospital	Foundation.	He	also	sits	on
the	finance	committee	of	theLevitz	Jewish	Community	Center.	He	graduated	with	a	BS	cum	laude	from	the	State
University	of	New	York	at	Buffalo.	We	believe	Mr.	Rubinshould	serve	as	a	director	of	the	Company	because	of	his
financial	expertise	and	organizational	skills	to	his	position	as	Chairman	ofthe	Nominating	and	Governance	Committee
and	to	the	Board.Â	RobyJoyce,	MD	â€”	DirectorÂ	RobyP.	Joyce	was	appointed	to	serve	on	our	Board	of	Directors	on
September	14,	2023.	He	is	board-certified	in	anatomic	and	clinical	pathologyby	the	College	of	American	Pathologists
and	is	a	Diplomat	in	the	American	Board	of	Pathology.	He	is	also	board-certified	in	neurologyby	the	American	Academy
of	Neurology	and	is	a	Diplomat	in	the	American	Board	of	Psychiatry	and	Neurology.	Dr.	Joyce	founded	Village	Oaksin
2008.	He	is	Medical	Director	and	Laboratory	Director	of	Precision	Pathology	Laboratory	Services	(â€œPPLSâ€​)and
owner	of	Village	Oaks,	the	medical	professional	association	whose	pathologists	provide	pathology	interpretation
services	to	PPLS.In	addition	to	his	role	at	Village	Oaks,	he	has	served	in	various	capacities	at	Northeast	Methodist
Hospital	in	San	Antonio,	includingChairman	of	the	Board	of	Trustees	and	Chief	of	Staff	of	the	Methodist	Healthcare
System.	Throughout	a	career	in	pathology	that	spansmore	than	40	years,	he	has	been	a	highly	regarded	speaker	at
medical	and	scientific	conferences,	has	served	in	leadership	roles	on	dozensof	professional	organizations	and



committees,	and	has	served	as	lead	or	co-author	of	numerous	scientific	articles.	Dr.	Joyce	receivedhis	medical	degree
from	Louisiana	State	University,	where	he	also	received	a	BS	in	zoology.	He	performed	his	internship	at
FitzsimonsArmy	Medical	Center	in	Denver,	his	residency	in	neurology	at	the	Letterman	Army	Medical	Center	at	the
University	of	California	MoffettHospital	in	San	Francisco,	and	his	residency	in	pathology	at	Brooke	Army	Medical
Center	in	San	Antonio.	We	believe	Dr.	Joyce	should	serveas	a	director	of	the	Company	because	of	his	extensive
experience	as	a	clinical	pathologist,	his	substantial	professional	relationshipswith	physician	practices	and	hospital
systems	and	his	business	acumen	in	the	creation	and	operation	of	a	successful	pathology	laboratorythat	developed
CyPathÂ®	Lung	as	an	LDT.Â	JamiePlatt,	PhD	â€”	DirectorÂ	JamiePlatt	has	20	years	of	progressive	leadership	in
genomics	and	molecular	diagnostics,	guiding	teams	in	developing,	validating,	and	commercializingmore	than	40
innovative,	high-complexity	molecular	tests	for	U.S.	and	global	firms,	both	LDTs	and	in-vitro	diagnostic	tests
(â€œIVDsâ€​).Since	April	2023,	she	has	served	as	Managing	Director	and	Chief	Executive	Officer	at	Pictor	Ltd.,	an	in-
vitro	diagnostics	company	usinga	proprietary	enzyme-linked	immunosorbent	assay	platform	to	test	complex	and
infectious	diseases,	and	since	January	2021,	has	servedas	a	member	of	its	board	of	directors.	From	August	2021	until
April	2023,	Dr.	Platt	served	as	Chief	Operations	Officer	at	Personal	GenomeDiagnostics,	a	company	dedicated	to
advancing	precision	oncology	acquired	by	Laboratory	Corporation	of	America	Holdings.	Since	May	2015,Dr.	Platt	has
served	as	President	and	Chief	Executive	Officer	of	BRIDGenomics,	a	private	consulting	and	contract	commercialization
firmshe	founded	in	2015	to	provide	molecular	and	genomic-based	strategies	to	clients.	Dr.	Platt	has	served	since	March
2021	as	a	member	ofthe	board	of	directors	of	DxTerity	Diagnostics	Inc.,	a	company	pioneering	the	use	of	RNA-based
immune	system	profiling	to	better	understandthe	root	causes	of	immune	mediated	conditions.	From	February	2017
until	January	2021,	Dr.	Platt	served	as	Chief	Operations	Officer	ofInivata	Limited,	a	company	applying	pioneering	liquid
biopsy	technology	acquired	by	NeoGenomics	Laboratories,	Inc.	Dr.	Platt	earned	herPhD	in	molecular	and	cellular
biology	from	Oregon	State	University	and	completed	post-doctoral	studies	at	the	University	of	California,Berkeley.	Dr.
Platt	is	an	industry-recognized	peer	educator	and	speaker,	holds	multiple	U.S.	and	international	patents	and	has
authorednumerous	peer-reviewed	publications.	We	believe	Dr.	Platt	should	serve	as	a	director	of	the	Company	because
of	her	scientific	background,her	start-up	company	experience,	her	prior	leadership	and	laboratory	experience,	her
involvement	in	transforming	research	organizationsinto	successful	commercial	entities	and	her	experience	expanding
product	market	share	in	the	diagnostics	market.Â	InterimChief	Interim	Chief	Financial	Officer	and	Principal	Accounting
OfficerÂ	OnAugust	21,	2024,	the	Board	of	Directors	of	the	Company	appointed,	effective	as	of	September	16,	2024,
Michael	Edwards,	age	57,	to	serveas	the	Companyâ€™s	Interim	Chief	Financial	Officer	and	Principal	Accounting
Officer.	On	August	21,	2024,	the	Company	entered	intoa	consulting	agreement	with	Mr.	Edwards	(the	â€œEdwards
Consulting	Agreementâ€​).	The	Edwards	Consulting	Agreement	provides	forMr.	Edwards	to	serve	as	the	Companyâ€™s
Interim	Chief	Financial	Officer	reporting	to	the	Companyâ€™s	Chief	Executive	Officerand	provides	for	a	monthly	salary
of	$10,000	plus	expenses.Â	Abrief	description	of	the	qualifications	and	experiences	of	Mr.	Edwards	is	set	forth
below:Â	MichaelEdwards	has	more	than	25	years	of	experience	in	corporate	finance	and	accounting.	Since	2009,	Mr.
Edwards	has	provided	consulting	servicesthrough	his	company	J.	Michael	Edwards,	LLC.	Mr.	Edwards	served	as	the
Companyâ€™s	Chief	Financial	Officer	from	April	2014	untilNovember	2016	and	again	from	June	2017	to	May	1,	2023.
He	was	the	CFO	for	CytoBioscience,	Inc.	from	2016	until	2017	and	previously	hewas	the	CFO	for	OncoVista	Innovative
Therapies,	Inc.	He	was	an	assistant	controller	at	ILEX	Oncology,	Inc.	and	controller	at	BionumerikPharmaceuticals	Inc.
and	U.S.	Global	Investors,	Inc.	Mr.	Edwards	started	his	career	at	PricewaterhouseCoopers.	He	is	a	Certified
PublicAccountant	and	holds	a	BBA	from	The	University	of	Texas	at	San	Antonio	and	an	MBA	from	The	University	of
Texas	McCombs	School	of	Business.Â	DirectorIndependenceÂ	Underthe	corporate	governance	standards	of	Nasdaq,	a
majority	of	our	directors	must	meet	the	independence	requirements	specified	in	thoserules.	The	Nasdaq	listing
standards	also	subject	members	of	the	Companyâ€™s	Audit	Committee	and	Compensation	Committee	to
additionalindependence	requirements.	The	Board	has	affirmatively	determined	that	each	of	the	Companyâ€™s	non-
employee	directors,	which	includeRobert	Anderson,	Stuart	Diamond,	Peter	Knight,	Gary	Rubin,	and	Jamie	Platt	are
independent	directors	under	the	Nasdaq	rules	and	listingstandards,	including	with	respect	to	each	directorâ€™s
committee	service.Â		69	Â		Â	EXECUTIVEAND	DIRECTOR	COMPENSATIONÂ	EmergingGrowth	Company
StatusÂ	TheCompany	qualifies	as	an	â€œemerging	growth	companyâ€​	(an	â€œEGCâ€​)	as	defined	in	the	Jumpstart	Our
BusinessStartups	Act	of	2012.	As	an	EGC,	the	Company	is	permitted	to	rely	on	exemptions	from	certain	disclosure
requirements	that	are	applicableto	other	non-EGC	companies.	In	accordance	with	the	SECâ€™s	disclosure	rules	for
EGCs	concerning	executive	compensation,	the	Companyhas	provided	a	Summary	Compensation	Table	and	an
Outstanding	Equity	Awards	at	Fiscal	Year	End	Table,	as	well	as	limited	narrative	disclosuresregarding	executive
compensation	for	the	last	completed	fiscal	year	and	a	report	of	the	Compensation	Committee.	In	addition,	for	so	longas
the	Company	is	an	EGC,	it	is	not	required	to	submit	certain	executive	compensation	matters	to	stockholder	advisory
votes,	such	asthe	â€œsay-on-payâ€​	vote.	Furthermore,	the	Companyâ€™s	reporting	obligations	extend	only	to	its
â€œnamed	executive	officersâ€​(the	â€œNEOsâ€​),	which	include	the	Companyâ€™s	Chief	Executive	Officer	and	the	two
most	highly	compensatedexecutive	officers	in	respect	of	their	service	to	the	Company	at	the	end	of	the	last	completed
fiscal	year.	In	accordance	with	the	permittedexemptions	from	disclosure	requirements	for	EGCs,	the	Company	has	not
provided	a	Compensation	Discussion	and	Analysis.	For	fiscal	year2023,	the	Companyâ€™s	NEOs	were:Â		Â		â—​	Maria
Zannes,	JDâ€”President,	Chief	Executive	Officer,	and	Director	Â		Â		Â		Â		â—​	Michael	Doughertyâ€”	Vice	President	and
Chief	Financial	Officer	Â		Â		Â		Â		â—​	Steven	Girgentiâ€”Executive	Chairman	and	Director	Â	SummaryCompensation
TableÂ	Thetable	below	summarizes	all	compensation	awarded	to,	earned	by,	or	paid	to	our	named	executive	officers	for
all	services	rendered	in	allcapacities	to	us	and	our	subsidiaries	during	the	fiscal	years	noted	below:Â		Name	and
Principal	PositionÂ		YearÂ	Â		Salary	($)Â	Â		Bonus	($)Â	Â		Stock	Awards	($)	(1)Â	Â		Option	Awards	($)Â	Â		All	Other
Compensation	($)Â	Â		Total	($)Â		Maria	ZannesÂ		Â	2023Â	Â		Â	261,671Â	Â		Â	37,500Â	Â		Â	124,996Â	Â		Â	â€”Â	Â	
Â	â€”Â	Â		Â	424,168Â		President	and	CEO	(2)Â		Â	2022Â	Â		Â	253,343Â	Â		Â	50,000Â	Â		Â	47,944Â	Â		Â	â€”Â	Â	
Â	â€”Â	Â		Â	351,287Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Michael	DoughertyÂ		Â	2023Â	Â	
Â	158,919Â	Â		Â	80,000Â	Â		Â	100,000Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	338,919Â		Vice	President	and	CFO	(3)Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	
Steven	GirgentiÂ		Â	2023Â	Â		Â	95,000(4)Â		Â	18,750Â	Â		Â	134,995Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	248,745Â		Executive
Chairman	(4)Â		Â	2022Â	Â		Â	93,333Â	Â		Â	30,000Â	Â		Â	60,000Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	153,333Â		Â	Â		(1)	Amounts
do	not	reflect	compensation	actually	received	by	the	NEO.	Instead,	the	amounts	represent	aggregate	grant	date	fair
value	of	the	restricted	stock	award	computed	in	accordance	with	ASC	718,	Stock	Compensation.	The	valuation
assumptions	used	in	determining	such	amounts	are	consistent	with	those	described	in	Note	11	of	the	Companyâ€™s
Consolidated	Financial	Statements,	included	in	the	Companyâ€™s	Annual	Report	on	Form	10-K	for	the	year	ended



December	31,	2023.	(2)	Includes	for	2023	the	following	amounts	received	by	Ms.	Zannes	for	her	service	to	the	Company
as	a	director:	(i)	in	the	Salary	column	-	$25,000,	and	(ii)	in	the	Stock	Awards	column	-	$74,996.	(3)	Mr.	Dougherty	was
appointed	as	our	Chief	Financial	Officer	effective	as	of	May	1,	2023.	(4)	Includes	for	2023	the	following	amounts
received	by	Mr.	Girgenti	for	his	service	to	the	Company	as	a	director:	(i)	in	the	Salary	column	-	$35,000,	and	(ii)	in	the
Stock	Awards	column	-	$74,996.	Â	NarrativeDisclosure	to	Summary	Compensation	TableÂ	BaseSalariesÂ	TheCompany
uses	base	salaries	to	recognize	the	experience,	skills,	knowledge,	and	responsibilities	required	of	all	its	employees,
includingthe	NEOs.	Base	salaries	are	reviewed	annually	and	adjusted	from	time	to	time	to	realign	salaries	with	market
levels	after	taking	intoaccount	individual	responsibilities,	performance,	and	experience.	For	2023,	the	annual	base
salaries	of	the	Companyâ€™s	NEOs	were:Â		Â		â—​	For	Ms.	Zannes:	$220,000	through	July	31,	2023	and	$260,000
commencing	August	1,	2023	(which	amounts	does	not	include	$25,000	in	fees	paid	to	Ms.	Zannes	for	her	service	as	a
director	in	2023);	Â		Â		Â		Â		â—​	For	Mr.	Dougherty:	$250,000	Â		Â		Â		Â		â—​	For	Mr.	Girgenti:	$60,000	(which	amount
does	not	include	$35,000	in	fees	paid	to	Mr.	Girgenti	for	his	service	as	a	director	in	2023).	Â		70	Â	
Â	BonusesÂ	OnJanuary	26,	2024,	the	Compensation	Committee	approved	discretionary	bonuses	for	each	of	Maria
Zannes,	Michael	Dougherty,	and	Steven	Girgentifor	calendar	year	2023	of	$75,000,	$100,000,	and	$37,500,
respectively	to	be	paid	50%	in	cash	and	50%	in	shares	of	restricted	stock.The	bonuses	were	out	on	January	31,	2024.
The	number	of	shares	of	restricted	stock	issued	were	determined	by	dividing	the	cash	valueof	50%	of	each
executiveâ€™s	bonus	by	the	closing	price	of	the	Companyâ€™s	Common	Stock	on	January	31,	2024.	The	restricted
stockawards	granted	on	January	31,	2024	are	not	included	in	the	Summary	Compensation	Table	for	2023	and	will
appear	in	the	Summary	CompensationTable	for	2024.Â	OnJanuary	26,	2024,	the	Compensation	Committee	adopted	the
bioAffinity	Technologies,	Inc.	Management	Incentive	Bonus	Plan	(the	â€œBonusPlanâ€​).	The	purpose	of	the	Bonus	Plan
is	to	align	officersâ€™	and	other	employeesâ€™	efforts	with	the	strategic	goals	ofthe	Company	through	competitive
annual	incentive	opportunities.	The	Bonus	Plan	is	administered	by	the	Compensation	Committee.	The
CompensationCommittee	has	the	power	to	grant	awards	under	the	Bonus	Plan,	determine	the	amount	of	cash	and/or
equity	to	be	paid	pursuant	to	eachaward	and	the	terms	and	conditions	of	each	award.	Awards	may	provide	for	payment
in	installments,	or	upon	the	satisfaction	of	qualitativeperformance	standards	or	quantitative	performance	standards,	on
an	individual,	divisional	or	company-wide	basis,	as	determined	by	theCompensation	Committee.	Equity	awards	will	be
issued	in	accordance	with,	and	pursuant	to,	any	equity-related	incentive	plan	maintainedby	the
Company.Â	Eachparticipant	in	the	Bonus	Plan	will	be	entitled	to	receive	payment	of	the	award	for	a	plan	year	only	after
certification	by	the	CompensationCommittee	that	the	targets	associated	with	such	award	have	been	satisfied.	Final
payments	with	respect	to	awards	will	vary	based	on	thelevel	of	achievement	measured	against	the	pre-determined
performance	measures.	Except	as	may	be	approved	by	the	Compensation	Committee,each	participant	must	be
employed	full-time	on	the	date	of	payment,	and	not	under	a	notice	of	termination,	to	receive	the	amount	earnedunder
the	award.	Except	as	otherwise	provided	by	the	Compensation	Committee,	awards	will	be	paid	on	or	before	March	15th
followingthe	end	of	the	plan	year	in	which	payment	under	the	award	is	earned.	The	Compensation	Committee	will	have
the	discretion	to	reduce	oreliminate	the	amount	otherwise	payable	to	a	participant	if	it	determines	that	such	a
reduction	or	elimination	is	in	the	best	interestsof	the	Company.Â	RetirementPlansÂ	TheCompany	established	a	defined
contribution	plan	for	all	employees	age	21	and	older	who	have	completed	one	month	of	service	for	payrollsafter	April	1,
2022.	The	Company	does	not	currently	make	a	matching	contribution.Â	EmployeeBenefitsÂ	TheCompanyâ€™s	NEOs
are	eligible	to	participate	in	employee	benefit	plans	and	programs,	including	medical	and	dental	benefit
plans.Â	EmploymentAgreementsÂ	Thefollowing	discussion	contains	a	summary	of	the	terms	of	the	NEOs	employment
agreements	currently	in	effect.Â	ZannesEmployment	Agreement.	The	Company	entered	into	an	employment	agreement
with	Ms.	Zannes	on	February	1,	2015,	which	sets	forththe	terms	and	conditions	of	her	employment	(the	â€œZannes
Agreementâ€​).	Pursuant	to	the	Zannes	Agreement,	Ms.Zannes	serves	as	the	Companyâ€™s	Chief	Executive	Officer	and
was	entitled	to	an	annual	base	salary	of	$220,000.	On	July	26,	2023,the	Company	and	Ms.	Zannes	entered	into	an
amendment	to	the	Zannes	Agreement	to	provide	for	the	payment	of	an	annual	base	salary	of	$260,000effective	August
1,	2023.	The	Zannes	Agreement	may	be	terminated	by	either	party	at	any	time,	provided	that	Ms.	Zannes	is	required
togive	the	Company	at	least	90	days	advance	notice	of	termination.Â	Inthe	event	the	Company	terminates	Ms.
Zannesâ€™	employment	without	â€œCauseâ€​	(as	defined	in	the	Zannes	Agreement)	she	isentitled	to	receive	the
following	payments	and	benefits,	in	addition	to	any	accrued	obligations:	(i)	an	amount	of	cash	equal	to	the	sumof	12
months	of	her	then-current	annual	base	salary,	payable	in	the	form	of	salary	continuation	in	regular	installments,	in
accordancewith	our	normal	payroll	practices,	over	a	period	of	12	months	from	the	termination	date,	and	(ii)
reimbursement	for	her	healthcare	insurancepremiums	for	a	period	of	up	to	12	months.Â	DoughertyOffer	Letter.
Pursuant	to	the	terms	of	an	offer	letter	dated	April	11,	2023,	entered	into	between	the	Company	and	Mr.Dougherty,	Mr.
Dougherty	will	receive	an	annual	base	salary	of	$250,000.	The	offer	letter	provided	that	Mr.	Dougherty	would	receive
aone-time	signing	bonus,	comprised	of	both	cash	and	equity.	The	cash	portion	of	the	signing	bonus	would	equal	$30,000
and	the	equity	portionof	the	signing	bonus	would	be	a	grant	of	restricted	stock	with	the	number	of	shares	to	be	issued
to	be	equal	to	the	quotient	obtainedby	dividing	$100,000	by	the	average	of	the	closing	stock	price	of	the	Companyâ€™s
Common	Stock	on	each	of	the	30	trading	days	priorto	the	date	of	grant.	In	addition,	the	offer	letter	states	that	Mr.
Dougherty	will	be	eligible	to	receive	further	equity	grants	underthe	Companyâ€™s	equity	incentive	plan	at	the
discretion	of	the	Compensation	Committee	and	to	participate	in	the	Companyâ€™s	healthinsurance	and	the	401K
retirement	plans	on	the	same	basis	and	at	the	same	rates	as	the	Companyâ€™s	similarly	situated	employees.In
addition,	on	January	26,	2024,	the	Compensation	Committee	approved	an	amendment	(the	â€œAmendmentâ€​)	to	Mr.
Doughertyâ€™soffer	letter	to	amend	the	terms	of	the	restricted	stock	award	previously	granted	to	Mr.	Dougherty
pursuant	to	the	offer	letter	(the	â€œPriorRestricted	Stock	Awardâ€​).	The	Amendment	provides	that	upon	a	Change	in
Control	(as	defined	in	the	Companyâ€™s	Amended	and	Restated2014	Equity	Incentive	Plan,	as	amended),	any
outstanding	and	unvested	portion	of	the	Prior	Restricted	Stock	Award	shall	vest	in	fullimmediately	prior	to	such	Change
in	Control.Â	GirgentiEmployment	Agreement.	The	Company	entered	into	an	employment	agreement	with	Mr.	Girgenti
on	January	1,	2020,	which	setsforth	the	terms	and	conditions	of	his	employment	(the	â€œGirgenti	Agreementâ€​).
Pursuant	to	the	Girgenti	Agreement,Mr.	Girgenti	serves	as	the	Companyâ€™s	Executive	Chairman	and	is	entitled	to	an
annual	base	salary	of	$120,000,	one-half	of	whichis	paid	in	cash	and	one-half	of	which	is	paid	in	the	form	of	restricted
stock	grants.	The	cash	portion	of	his	compensation	is	deferredand	credited	to	an	unfunded	bookkeeping	account
established	on	his	behalf	and	is	payable	to	Mr.	Girgenti	on	the	earlier	of:	(i)	a	Changein	Control	of	the	Company	(as
defined	in	the	Girgenti	Agreement);	(ii)	his	termination	as	Chairman	of	the	Board;	(iii)	the	terminationof	his	employment
without	Cause	(as	defined	in	the	Girgenti	Agreement);	(iv)	his	death;	or	(v)	the	third	anniversary	of	the	payroll
datewhen	such	compensation	would	have	been	paid	but	for	the	deferral.	The	Girgenti	Agreement	may	be	terminated	by



either	party	at	any	time,provided	that	Mr.	Girgenti	is	required	to	give	the	Company	at	least	30	days	advance	notice	of
termination.Â		71	Â		Â	Inthe	event	the	Company	terminates	Mr.	Girgentiâ€™s	employment	without	â€œCauseâ€​	or	Mr.
Girgenti	terminates	his	employmentfor	â€œGood	Reasonâ€​	(as	defined	in	the	Girgenti	Agreement)	he	is	entitled	to
receive	the	following	payments	and	benefits,	inaddition	to	any	accrued	obligations:	(i)	all	deferred	payments	of	his	cash
compensation,	and	(ii)	the	immediate	vesting	of	any	unvestedshares	of	restricted	stock	granted	to	him	under	the
Girgenti	Agreement.	In	the	event	the	Company	terminates	Mr.	Girgentiâ€™s	employmentfor	â€œCause,â€​	Mr.	Girgenti
will	not	be	entitled	to	any	of	his	deferred	cash	compensation	or	vesting	of	his	restricted
stock.Â	ClawbackPolicyÂ	TheBoard	has	adopted	a	clawback	policy	which	requires	the	clawback	of	erroneously	awarded
incentive-based	compensation	of	past	or	currentexecutive	officers	awarded	during	the	three	full	fiscal	years	preceding
the	date	on	which	the	issuer	is	required	to	prepare	an	accountingrestatement	due	to	the	material	noncompliance	of	the
Company	with	any	financial	reporting	requirement	under	the	federal	securities	laws.There	is	no	fault	or	misconduct
required	to	trigger	a	clawback.Â	TheCompensation	Committee	shall	determine,	in	its	sole	discretion,	the	timing	and
method	for	promptly	recouping	such	erroneously	awardedcompensation,	which	may	include	without	limitation:	(a)
seeking	reimbursement	of	all	or	part	of	any	cash	or	equity-based	award,	(b)	cancellingprior	cash	or	equity-based
awards,	whether	vested	or	unvested	or	paid	or	unpaid,	(c)	cancelling	or	offsetting	against	any	planned	futurecash	or
equity-based	awards,	(d)	forfeiture	of	deferred	compensation,	subject	to	compliance	with	Section	409A	of	the	Internal
RevenueCode	and	the	regulations	promulgated	thereunder,	and	(e)	any	other	method	authorized	by	applicable	law	or
contract.	Subject	to	compliancewith	any	applicable	law,	the	Compensation	Committee	may	affect	recovery	under	this
policy	from	any	amount	otherwise	payable	to	the	executiveofficer,	including	amounts	payable	to	such	individual	under
any	otherwise	applicable	Company	plan	or	program,	including	base	salary,bonuses	or	commissions	and	compensation
previously	deferred	by	the	executive	officer.Â	OutstandingEquity	Awards	at	December	31,	2023Â	Thetable	below
summarizes	the	outstanding	equity	awards	awarded	to	the	Companyâ€™s	NEOs	during	the	fiscal	year	ended	December
31,	2023.Â		Â	Â		Â	Â		Option	AwardsÂ	Â		Stock	AwardsÂ		NameÂ		Grant	DateÂ		Â	Number	of	Securities	Underlying
Unexercised	Options	(#)	ExercisableÂ	Â		Â	Number	of	Securities	Underlying	Unexercised	Options	(#)
UnexercisableÂ	Â		Â	Option	Exercise	Price	($)Â	Â		Â	Option	Expiration	DateÂ	Â		Â	Number	of	Shares	or	Units	of	Stock
That	Have	Not	Vested	(#)(1)Â	Â		Â	Market	Value	of	Shares	of	Units	of	Stock	That	Have	Not	Vested	($)(2)Â		Maria
ZannesÂ		4/28/2014Â		Â	64,848Â	Â		Â	-Â	Â		Â	1.16Â	Â		Â	4/27/2024Â	Â		Â	-Â	Â		Â	-Â		Â	Â		7/27/2015Â		Â	3,571Â	Â		Â	-
Â	Â		Â	4.20Â	Â		Â	7/26/2025Â	Â		Â	-Â	Â		Â	-Â		Â	Â		7/25/2016Â		Â	3,571Â	Â		Â	-Â	Â		Â	7.00Â	Â		Â	7/24/2026Â	Â		Â	-Â	Â	
Â	-Â		Â	Â		4/24/2027Â		Â	3,571Â	Â		Â	-Â	Â		Â	7.00Â	Â		Â	4/23/2027Â	Â		Â	-Â	Â		Â	-Â		Â	Â		5/7/2018Â		Â	7,142Â	Â		Â	-Â	Â	
Â	7.70Â	Â		Â	5/6/2028Â	Â		Â	-Â	Â		Â	-Â		Â	Â		2/25/2019Â		Â	2,857Â	Â		Â	-Â	Â		Â	7.70Â	Â		Â	2/24/2029Â	Â		Â	-Â	Â		Â	-Â	
Â	Â		7/26/2029Â		Â	7,142Â	Â		Â	-Â	Â		Â	7.70Â	Â		Â	7/25/2029Â	Â		Â	-Â	Â		Â	-Â		Â	Â		2/5/2020Â		Â	7,142Â	Â		Â	-Â	Â	
Â	7.70Â	Â		Â	2/4/2030Â	Â		Â	-Â	Â		Â	-Â		Â	Â		7/27/2020Â		Â	7,142Â	Â		Â	-Â	Â		Â	7.70Â	Â		Â	7/26/2030Â	Â		Â	Â	Â	Â		Â	Â	Â	
Â	Â		7/26/2021Â		Â	7,142Â	Â		Â	-Â	Â		Â	7.70Â	Â		Â	7/26/2031Â	Â		Â	-Â	Â		Â	-Â		Â	Â		12/16/2031Â		Â	7,142Â	Â		Â	-Â	Â	
Â	4.20Â	Â		Â	12/15/2031Â	Â		Â	-Â	Â		Â	-Â		Â	Â		7/26/2021Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	698Â	Â		Â	989Â		Â	Â	
6/6/2023Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	13,092Â	Â		Â	18,553Â		Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â		Michael	DoughertyÂ		6/6/2023Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	52,356Â	Â		Â	74,194Â		Â	Â		Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Steven	GirgentiÂ		4/28/2014Â		Â	64,848Â	Â		Â	-Â	Â		Â	1.16Â	Â	
Â	4/27/2024Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â		7/27/2015Â		Â	3,571Â	Â		Â	-Â	Â		Â	4.20Â	Â		Â	7/26/2025Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â	
7/25/2016Â		Â	3,571Â	Â		Â	-Â	Â		Â	7.00Â	Â		Â	7/24/2026Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â		4/24/2017Â		Â	3,571Â	Â		Â	-Â	Â	
Â	7.00Â	Â		Â	4/23/2027Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â		5/7/2018Â		Â	7,142Â	Â		Â	-Â	Â		Â	7.70Â	Â		Â	5/6/2028Â	Â		Â	Â	Â	Â	
Â	Â	Â		Â	Â		7/26/2019Â		Â	7,142Â	Â		Â	-Â	Â		Â	7.70Â	Â		Â	7/25/2029Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â		7/27/2020Â		Â	7,142Â	Â		Â	-
Â	Â		Â	7.70Â	Â		Â	7/26/2030Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â		12/16/2021Â		Â	7,142Â	Â		Â	-Â	Â		Â	4.20Â	Â		Â	12/15/2031Â	Â	
Â	Â	Â	Â		Â	Â	Â		Â	Â		2/19/2021Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	3,896Â	Â		Â	5,521Â		Â	Â		12/31/2021Â		Â	-Â	Â		Â	-Â	Â	
Â	-Â	Â		Â	-Â	Â		Â	14,285Â	Â		Â	20,243Â		Â	Â		8/9/2023Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	-Â	Â		Â	26,315Â	Â		Â	37,291Â	
Â	Â	(1)The	following	table	shows	the	vesting	schedule	for	restricted	stock	awards	in	this	column	vest:Â		Name	Â		Grant
Date	Â		Vesting	Schedule	M.	Zannes	Â		7/26/2021	Â		Vests	in	equal	monthly	installments	over	the	36	months	following
the	date	of	grant	Â		Â		6/6/2023	Â		Vests	in	equal	monthly	installments	over	the	12	months	following	the	date	of	grant
M.	Dougherty	Â		6/6/2023	Â		Vests	in	equal	monthly	installments	over	the	36	months	following	the	date	of	grant,	subject
to	the	closing	price	of	the	Companyâ€™s	common	stock	averaging	at	least	$5.00	per	share	for	30	consecutive	trading
days	S.	Girgenti	Â		2/19/2021	Â		Vests	on	third	anniversary	of	the	grant	date,	February	19,	2024	Â		Â		12/31/2021	Â	
Vests	on	third	anniversary	of	the	grant	date,	December	31,	2024	Â		Â		8/9/2023	Â		Vests	on	third	anniversary	of	the
grant	date,	August	9,	2026	Â	(2)Calculated	by	multiplying	the	closing	price	per	share	of	the	Companyâ€™s	common
stock	on	December	29,	2022,	$1.471	by	the	numberof	shares.Â		72	Â		Â	DirectorCompensationÂ	2023Director
Compensation	ProgramÂ	TheBoard	adopted	a	compensation	plan	for	directors	on	November	21,	2022,	pursuant	to
which	directors	are	compensated	for	services	as	a	directorof	the	Company.	Beginning	on	January	1,	2023,	each	director
will	receive	compensation	in	accordance	with	the	following:Â		Â		â—​	each	director	will	be	paid	$25,000	per	year	in	cash
with	payments	to	be	made	in	four	quarterly	installments	of	$6,250	on	each	of	January	1,	April	1,	July	1,	and	October	1;
Â		Â		Â		Â		â—​	the	Chairman	of	the	Board	will	be	paid	an	additional	$10,000	per	year	in	cash,	with	payments	to	be	made
to	the	chairman	in	four	quarterly	installments	of	$2,500	on	each	of	January	1,	April	1,	July	1,	and	October	1;	Â		Â		Â		Â		â
—​	the	chairman	of	the	Audit	Committee	will	be	paid	an	additional	$5,000	per	year	in	cash,	with	payments	to	be	made	to
the	Audit	Committee	chairman	in	four	quarterly	installments	of	$1,250	on	each	of	January	1,	April	1,	July	1,	and	October
1;	Â		Â		Â		Â		â—​	the	chairmen	of	the	Compensation	Committee	and	the	Nominating	and	Governance	Committee	will	be
paid	an	additional	$2,500	per	year	in	cash,	with	payments	to	be	made	to	such	committee	chairmen	in	four	quarterly
installments	of	$625	on	each	of	January	1,	April	1,	July	1,	and	October	1;	and	Â		Â		Â		Â		â—​	each	director	will	granted	a
quarterly	restricted	stock	award	valued	at	$18,750	based	on	the	fair	market	value	of	the	Companyâ€™s	Common	Stock
on	the	date	of	grant	(which	shall	be	deemed	to	be	the	greater	of	(a)	the	average	closing	price	of	the	Companyâ€™s
Common	Stock	on	the	Nasdaq	Stock	Market	over	the	30	trading	days	prior	to	the	date	of	grant,	or	(b)	the	closing	price
of	the	Companyâ€™s	Common	Stock	on	the	Nasdaq	Stock	Market	on	the	trading	date	immediately	prior	to	the	date	of
grant)	on	each	of	January	1,	April	1,	July	1,	and	October	1.	The	restricted	stock	awards	will	vest	after	three	months	of
continued	service	by	the	director.	Â	Thetable	below	summarizes	the	compensation	paid	to	the	Companyâ€™s	non-NEO
directors	who	served	on	the	Board	during	the	fiscal	yearended	December	31,	2023.Â		NameÂ		Fees	Earned	or	Paid	in
Cash	($)Â	Â		Stock	Awards	($)(1)Â	Â		Total	($)Â		Robert	AndersonÂ		Â	25,000Â	Â		Â	74,996Â	Â		Â	99,996Â		Stuart
DiamondÂ		Â	30,000Â	Â		Â	74,996Â	Â		Â	104,996Â		Peter	KnightÂ		Â	27,500Â	Â		Â	74,996Â	Â		Â	102,496Â		Mohsin
Meghji	(2)Â		Â	25,000Â	Â		Â	74,996Â	Â		Â	99,996Â		Gary	RubinÂ		Â	27,500Â	Â		Â	74,966Â	Â		Â	102,496Â		Roby	Joyce
(3)Â		Â	6,250Â	Â		Â	18,750Â	Â		Â	25,000Â		Jamie	Platt(4)Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â		Â	Â		Â		(1)	Amounts	do	not



reflect	compensation	actually	received	by	the	directors.	Instead,	the	amounts	represent	aggregate	grant	date	fair	value
of	the	restricted	stock	award	computed	in	accordance	with	ASC	718,	Stock	Compensation.	The	valuation	assumptions
used	in	determining	such	amounts	are	consistent	with	those	described	in	Note	11	of	the	Companyâ€™s	Consolidated
Financial	Statements,	included	in	the	Companyâ€™s	Annual	Report	on	Form	10-K	for	the	year	ended	December	31,
2023.	As	of	December	31,	2023,	the	aggregate	number	of	outstanding	exercisable	options	held	by	each	individual	who
served	as	a	non-NEO	director	during	2023	was	as	follows:	Robert	Andersonâ€“104,129;	Stuart	Diamondâ€“7,142;	Peter
Knightâ€“28,568;	Mohsin	Meghji	â€“	21,426;	Gary	Rubinâ€“32,139;	Roby	Joyce	-0;	and	Jamie	Platt-0.	Â		(2)	Mr.	Meghji
resigned	on	December	1,	2023	Â		(3)	Dr.	Joyce	was	appointed	as	a	director	on	September	18,	2023.	Â		(4)	Dr.	Platt	was
appointed	as	a	director	on	December	1,	2023.	Â	Changesto	Program	in	Fiscal	2024Â	InMarch	2024,	on	the
recommendation	of	the	Compensation	Committee,	our	Board	amended	the	terms	of	the	equity	grants	from	quarterly	to
annuallyas	follows:	beginning	July	1,	2024,	each	Board	member	shall	receive	an	annual	equity	grant	of	restricted	stock
on	July	1st	of	each	yearwith	a	grant	date	value	(which	shall	be	equal	to	the	closing	price	of	a	share	of	the	Companyâ€™s
common	stock	as	of	the	date	of	granton	the	principal	established	stock	exchange	or	national	market	system	on	which
the	Companyâ€™s	common	stock	is	then	traded)	of	approximately$75,000	that	will	vest	pro	rata	on	a	monthly	basis	for
12	months	commencing	on	August	1st	of	each	year.Â	EquityCompensation	Plan	Information(1)Â	Thefollowing	table	sets
forth	information	as	of	December	31,	2023,	with	respect	to	the	Companyâ€™s	2014	Incentive	Compensation	Plan(the
â€œ2014	Planâ€​),	which	was	approved	by	the	Companyâ€™s	stockholders:Â		Plan	CategoryÂ		Number	of	securities	to
be	issued	upon	exercise	of	outstanding	options,	warrants	and	rights	(a)Â	Â		Weighted	average	exercise	price	of
outstanding	options,	warrants	and	rights	(b)Â	Â		Number	of	securities	remaining	available	for	future	issuance	under
equity	compensation	plans	(excluding	securitiesreflectedin	column	(a))Â		Equity	compensation	plans	approved	by
security	holdersÂ		Â	676,553Â	Â		$3.98Â	Â		Â	683,175Â		TotalÂ		Â	676,553Â	Â		$3.98Â	Â		Â	683,175Â		Â	(1)The	2014
Plan	expired	on	March	25,	2024.	On	March	27,	2024,	the	Companyâ€™s	Board	of	Directors	adopted,	and	on	June	4,
2024	the	Companyâ€™sstockholders	approved,	the	2024	Incentive	Compensation	Plan	(the	â€œ2024	Planâ€​).	The
maximum	number	of	shares	of	Common	Stockthat	may	be	issued	under	the	2024	Plan	in	connection	with	awards	is
2,000,000	sharesÂ		73	Â		Â	CERTAINRELATIONSHIPS	AND	RELATED	PARTY	TRANSACTIONSÂ	ZannesPurchase	of
Bridge	Note	and	Accompanying	Bridge	WarrantÂ	InAugust	2022,	Maria	Zannes,	the	President,	CEO,	and	a	director	of
the	Company,	purchased	a	convertible	promissory	note	(a	â€œBridgeNoteâ€​)	in	the	principal	amount	of	$99,000,	which
accrued	interest	at	a	rate	of	6%	per	year.	Originally,	all	principal	andunpaid	interest	on	the	Bridge	Note	was	due,	if	not
settled	prior,	on	May	31,	2022.	Upon	the	IPO	Closing	on	September	6,	2022,	the	BridgeNote	automatically	converted
into	23,672	shares	of	Common	Stock.Â	Inconnection	with	her	Bridge	Note	purchase,	Ms.	Zannes	was	issued	an
accompanying	warrant	(a	â€œBridge	Warrantâ€​)to	purchase	one	share	of	the	Companyâ€™s	Common	Stock	for	each
conversion	share	based	on	the	principal	balance	of	the	Bridge	Noteat	an	exercise	price	equal	to	$5.25	per	share.	The
Bridge	Warrant	issued	to	Ms.	Zannes	entitled	her	to	purchase	23,571	shares	of	CommonStock	at	an	exercise	price	of
$5.25	per	share.Â	GirgentiPurchase	of	Bridge	Note	and	Accompanying	Bridge	WarrantÂ	InAugust	2022,	Steven
Girgenti,	the	Executive	Chairman	and	a	director	of	the	Company,	purchased	a	Bridge	Note	in	the	principal	amount
of$150,000.	Upon	the	IPO	closing,	Mr.	Girgentiâ€™s	Bridge	Note	automatically	converted	into	35,866	shares	of
Common	Stock.Â	Inconnection	with	his	Bridge	Note	purchase,	Mr.	Girgenti	received	a	Bridge	Warrant	to	purchase
35,714	shares	of	Common	Stock	at	an	exerciseprice	of	$5.25	per	share.Â	PPLSAcquisition	of	the
LaboratoryÂ	OnSeptember	18,	2023,	PPLS	consummated	the	Acquisition	of	the	Laboratory	Assets	pursuant	to	the	terms
of	the	Asset	Purchase	Agreement	withVillage	Oaks.	As	a	result	of	the	Acquisition,	the	CAP-accredited	CLIA-certified
clinical	pathology	laboratory	is	owned	by	PPLS.	Dr.	Joycewas	the	Medical	Director	and	Laboratory	Director	of	the
clinical	pathology	laboratory	prior	to	the	Acquisition	and	he	continues	to	serveas	Medical	Director	and	Laboratory
Director	after	the	Acquisition.	Founded	in	2007	by	Dr.	Roby	Joyce,	Village	Oaks	has	provided	pathologyservices	to
physicians	practicing	in	a	variety	of	outpatient	settings.	Since	September	2021,	Village	Oaks,	under	the	trade	name
PrecisionPathology	Services,	has	offered	CyPathÂ®	Lung	for	sale	as	an	LDT	for	the	detection	of	early-stage	lung
cancer.	In	additionto	CyPathÂ®	Lung,	PPLS	intends	to	continue	to	offer	a	range	of	laboratory	services	including
respiratory	testing	for	SARS-CoV-2and	influenza,	anatomical	pathology,	morphological	stains,	histological	services,
DNA	extractions,	STI	testing	and	womenâ€™s	andmenâ€™s	health	testing.Â	Pursuantto	the	terms	of	the	Asset
Purchase	Agreement,	PPLS	acquired	the	Laboratory	Assets,	which	included	all	of	the	assets	owned	by	VillageOaks,
other	than	medical	assets,	which	are	assets	Village	Oaks	used	in	connection	with	its	management	and	operation	of	a
clinical	pathologylaboratory,	now	owned	by	PPLS,	and	related	services	business,	and	assumed	certain	liabilities	and
obligations.	The	laboratory	is	a	clinicalpathology	laboratory	that	is	CAP-accredited	and	CLIA-certified.	Pursuant	to	the
terms	of	the	Asset	Purchase	Agreement,	Village	Oaks	received$3,500,000	in	consideration	for	the	assets	to	be
purchased	by	PPLS,	of	which	$1,000,000	was	paid	by	the	issuance	of	564,972	shares	ofour	restricted	Common	Stock	to
the	Joyce	Trust,	which	share	number	was	determined	by	dividing	$1,000,000	by	$1.77,	the	average	of	thetrading	day
closing	prices	for	the	30	days	prior	to	September	15,	2023,	rounded	to	the	nearest	whole	share.Â	TheAsset	Purchase
Agreement	contains	customary	representations,	warranties	and	covenants	made	by	PPLS	and	Village	Oaks	and
consummationof	the	transaction	was	subject	to	customary	closing	conditions,	including,	among	other	things,	entry	into
the	other	ancillary	agreementsdescribed	below.Â		74	Â		Â	Pursuantto	the	Asset	Purchase	Agreement,	PPLS	assumed	all
liabilities	and	obligations	under	and	obtained	any	and	all	rights,	title	and	interestof	Village	Oaks	in	and	to	(i)	the
Assumed	Leases	under	the	Assumption	Agreement;	(ii)	the	Assumed	Contracts	under	the	Assumption	Agreement;(iii)	all
accounts	payable	of	Village	Oaks	as	of	September	18,	2023	that	were	incurred	in	the	ordinary	course	of	business
consistentwith	past	custom	and	practice;	and	(iv)	the	lease	of	the	premises	used	in	connection	with	operation	of	the
CLIA-certified	and	CAP-accreditedclinical	pathology	laboratory,	pursuant	to	the	Assignment	and	Assumption	of	Lease,
which	Assignment	of	Lease	was	consented	to	by	thelandlord	of	the	leased	premises.	The	monthly	rent	is	currently
$10,143.83	per	month	and	the	term	of	the	Lease	is	five	years.Â	Inconnection	with	the	Asset	Purchase	Agreement,	PPLS
entered	into	the	Management	Services	Agreement	with	Village	Oaks,	pursuant	to	whichPPLS	will	provide
comprehensive	management	and	administrative	services	to	Village	Oaks	in	connection	with	the	operation	of	Village
Oaksâ€™professional	cytopathology,	histopathology,	clinical	and	anatomic	pathology	interpretation	medical	services
practice.	PPLS	will	providespace,	equipment,	administrative,	management	and	clinical	personnel,	billing	and	collection,
and	related	management	services	to	VillageOaks	in	exchange	for	a	management	fee	of	70%	of	the	net	revenues
received	by	Village	Oaks	from	the	provision	of	the	medical	services.The	Management	Services	Agreement	has	an	initial
term	of	20	years	and	provides	that	upon	expiration	of	the	initial	term,	it	will	be	automaticallyextended	for	two
additional	successive	terms	of	five	years	each,	unless	either	party	delivers	written	notice	of	its	intention	not	toextend
the	term	of	the	agreement	not	less	than	90	days	prior	to	the	expiration	of	the	preceding	term.	The	Management



Services	Agreementalso	provides	that	until	the	fifth	anniversary	of	its	effective	date,	Village	Oaks	will	not,	without	the
prior	written	approval	of	PPLSown,	operate	or	have	any	financial	interest	in	any	other	person	or	entity	that	operates	an
independent	laboratory	or	an	enterprise	withinthe	United	States	that	provides	or	promotes	management	or
administrative	services	or	any	product	or	services	substantially	similar	tothose	provided	by	PPLS.Â	Inconnection	with
the	Asset	Purchase	Agreement,	PPLS	entered	into	the	Succession	Agreement,	pursuant	to	which	Dr.	Joyce,	as	holder	of
100%of	the	issued	and	outstanding	stock	of	Village	Oaks,	and	Village	Oaks	are	restricted	from	disposing	of	their	equity
interests	in	VillageOaks,	subject	to	certain	exceptions,	without	the	prior	written	consent	of	us	and	Village	Oaks.	The
Succession	Agreement	further	providesthat	the	entire	equity	interest	held	by	Dr.	Joyce	in	Village	Oaks	will	be
automatically	assigned	and	transferred	to	a	successor	who	meetsthe	Eligibility	Requirements	of	a	Designated	Physician,
as	such	terms	are	defined	and	described	in	the	Succession	Agreement,	in	the	eventof,	among	other	things,	the	death,
disability,	retirement,	or	a	courtâ€™s	determination	of	incompetence	of	Dr.	Joyce,	as	well	asDr.	Joyceâ€™s	failure	to
satisfy	the	eligibility	requirements	of	a	Designated	Physician,	exclusion	or	disqualification	from	participationin	the
Medicare	program,	conviction	of	a	felony	or	crime	or	moral	turpitude,	bankruptcy	filing,	or	material	breach	of	the
SuccessionAgreement.	In	the	event	of	the	automatic	transfer	of	Dr.	Joyceâ€™s	equity	interests	in	Village	Oaks	as
provided	in	the	SuccessionAgreement,	such	agreement	provides	that	the	board	of	directors	of	Village	Oaks	shall
nominate	a	group	of	three	candidates	as	the	DesignatedPhysician	who	satisfy	the	Eligibility	Requirements.	In	the	event
the	Company	desires	not	to	select	any	of	such	candidates,	the	Companyshall	select	and	appoint	a	successor	Designated
Physician	from	any	other	physicians	that	satisfy	the	Eligibility	Requirements.	Subjectin	all	cases	to	the	Management
Services	Agreement,	Dr.	Joyce	shall	not	cause	any	voluntary	interruption	of	the	conduct	of	Village	Oaksâ€™business
and	operations,	and	shall	use	commercially	reasonable	efforts	to	preserve	(or	assist	us	in	preserving)	all	rights,
privilegesand	franchises	held	by	Village	Oaks,	including	the	maintenance	of	all	contracts,	copyrights,	trademarks,
licenses	and	registrations.Â	Inconnection	with	the	Asset	Purchase	Agreement,	PPLS	entered	into	the	Professional
Services	Agreement	with	Village	Oaks,	pursuant	to	whichVillage	Oaks	will	provide	pathology	interpretation	services	as
requested	on	behalf	of	PPLS	based	on	the	professional	fees	approved	forthe	CPT	code	for	the	services	provided	under
the	Medicare	Physician	Fee	Schedule	in	the	locality	where	the	test	is	performed.	The	ProfessionalServices	Agreement
has	an	initial	term	of	20	years	and	provides	that	upon	expiration	of	the	initial	term,	it	will	be	automatically	extendedfor
successive	terms	of	12	months	each,	unless	either	party	delivers	written	notice	of	its	intention	not	to	extend	the	term	of
the	agreementnot	less	than	30	days	prior	to	the	expiration	of	the	preceding	term.Â	Inconnection	with	the	Asset
Purchase	Agreement,	we	entered	into	the	Executive	Employment	Agreement	with	Dr.	Joyce,	for	a	term	of	threeyears,	to
serve	as	the	Medical	Director	and	Laboratory	Director	of	PPLS	at	a	base	salary	of	$333,333.34	per	year.	Pursuant	to
the	JoyceEmployment	Agreement,	Dr.	Joyce	was	also	appointed	to	serve	on	our	Board.	Dr.	Joyce	will	be	eligible	to
participate	in	or	receive	benefitsunder	our	benefit	plans	generally	made	available	to	executives	of	similar	status	and
responsibilities	and	will	be	provided	use	of	a	companycar.	In	the	event	the	Joyce	Employment	Agreement	is	terminated
for	any	reason,	including	by	Dr.	Joyce	upon	60	daysâ€™	notice,	byus	for	cause	or	by	reason	of	Dr.	Joyceâ€™s	death,	Dr.
Joyce	(or	his	estate	as	applicable)	will	receive	his	base	salary	for	the	remainderof	the	three-year	employment	term.
However,	the	Joyce	Employment	Agreement	provides	that	if	Dr.	Joyce	breaches	any	of	the	restrictivecovenants	set	forth
in	the	Joyce	Employment	Agreement,	including	a	covenant	not	to	compete	during	his	term	of	employment	and	a
covenantnot	to	knowingly	disclose	confidential	information,	such	breach	will	be	grounds	for	the	immediate	termination
of	Dr.	Joyce	and	will	resultin	the	forfeiture	of	all	compensation	and	benefits	otherwise	due	to	Dr.	Joyce.Â	Oneof	the
Assumed	Leases	is	the	Hologic	Equipment	Lease,	pursuant	to	which	PPLS	leases	reagent	equipment	from	Hologic	and
is	required	topurchase	a	minimum	number	of	specified	testing	kits	each	year.	The	total	monthly	minimum	purchase
commitment	PPLS	is	required	to	payHologic,	inclusive	of	the	lease	of	the	reagent	equipment,	is	$16,914	per	month.	The
term	of	the	Hologic	Equipment	Lease	currently	expireson	December	20,	2027.Â		75	Â		Â	Anotherof	the	Assumed	Leases
is	the	Leica	Equipment	Lease,	pursuant	to	which	PPLS	leases	reagent	equipment	from	Leica	and	is	required	to
purchasea	minimum	number	of	specified	testing	kits.	The	total	monthly	minimum	purchase	commitment	PPLS	is
required	to	pay	to	Leica,	inclusiveof	the	lease	of	the	reagent	equipment,	is	$19,790	per	month.	The	term	of	the	Leica
Equipment	Lease	currently	expires	on	March	23,	2026.Â	Oneof	the	Assumed	Contracts	is	the	License	Agreement.
Pursuant	to	the	License	Agreement,	Pathology	Watch	granted	a	license	to	its	digitalimaging	cloud-based	pathology
platform	to	facilitate	remote	interpretation	and	billing	of	pathology	specimens	by	qualified	professionalsto	PPLS	for	a
monthly	fee	of	$25,000.	In	connection	with	the	License	Agreement,	Pathology	Watch	also	provides	certain	support
servicesand	marketing	vendor	services	to	PPLS	for	the	monthly	fee	of	$38,000,	for	a	total	monthly	fee	paid	by	PPLS	to
Precision	Watch	of	$63,000.The	License	Agreement	is	for	an	initial	term	of	12	months,	unless	terminated	by	either
party	upon	90	daysâ€™	notice,	and	providesthat	upon	expiration	of	the	initial	term	(or	any	renewal	term),	it	will	be
automatically	extended	for	successive	12-month	terms,	unlesseither	party	notifies	the	other	party	of	its	intention	not	to
renew	the	License	Agreement	not	less	than	90	days	prior	to	the	expirationof	the	current	term.Â	Inconnection	with	the
Asset	Purchase	Agreement,	Dr.	Joyce,	on	behalf	of	Village	Oaks,	executed	the	Bill	of	Sale,	pursuant	to	which	allrights,
title,	and	interest	of	Village	Oaks	in	and	to	the	permits	listed	on	Exhibit	A	attached	thereto,	inclusive	of	the	CLIA-
certificateand	CAP-accreditation,	notwithstanding	the	transfer	of	the	CLIA	certificate	by	operation	of	law	to	PPLS	upon
consummation	of	the	Acquisition,were	confirmed	to	have	been	transferred	and	assigned	to	PPLS.Â	Amendmentto
WarrantsÂ	OnSeptember	17,	2023,	Mr.	Girgenti,	the	Cranye	Girgenti	Testamentary	Trust,	Gary	Rubin,	The	Harvey
Sandler	Revocable	Trust,	a	trust	ofwhich	Mr.	Rubin	is	a	co-trustee,	Ms.	Zannes	and	Dr.	Joyce	consented	to	an
amendment	of	the	terms	of	the	outstanding	warrants	that	theyown.	Such	warrants	include	warrants	(i)	Tradeable
Warrants	to	purchase	98,198,	39,182,	and	39,182	shares	of	Common	Stock	owned	by	Mr.Girgenti,	The	Harvey	Sandler
Revocable	Trust,	and	Ms.	Zannes,	respectively);	(ii)	Non-Tradeable	Warrants	to	purchase	102,286,	40,813,and	40,813
shares	of	Common	Stock	owned	by	Mr.	Girgenti,	The	Harvey	Sandler	Revocable	Trust,	and	Ms.	Zannes,	respectively;
and	(iii)Pre-IPO	Warrants	to	purchase	469,063,	8,332,	571,373,	23,571,	17,137,	and	14,285	shares	of	Common	Stock
owned	by	Mr.	Girgenti,	the	CranyeGirgenti	Testamentary	Trust,	Mr.	Rubin,	The	Harvey	Sandler	Revocable	Trust,	Ms.
Zannes	and	Dr.	Joyce,	respectively.	The	warrant	amendmentprovides	that	such	warrants	will	not	be	exercisable	until
the	date	that	we	file	a	certificate	of	amendment	to	our	certificate	of	incorporationwith	the	State	of	Delaware	which
increases	the	number	of	shares	of	our	authorized	Common	Stock	to	allow	for	sufficient	authorized	andunissued	shares
of	Common	Stock	for	the	full	exercise	of	all	of	the	outstanding	Pre-IPO	Warrants,	Tradeable	Warrants	and	Non-
TradeableWarrants	of	the	Company	and	the	issuance	of	all	of	the	shares	of	Common	Stock	underlying	such
warrants.Â	TimothyZannes	CompensationÂ	TimothyZannes,	brother	of	Maria	Zannes,	our	Chief	Executive	Officer,	has
been	employed	by	the	Company	as	General	Counsel	and	Secretary	since2014.	Mr.	Zanes	received	(i)	a	salary	of	$70,008
and	an	equity	award	valued	at	$9,997	in	2002	and	(ii)	a	salary	of	$70,008	and	a	bonusof	$21,000,	which	was	paid	on



January	31,	2024,	50%	in	cash	and	50%	in	shares	of	restricted	stock.	The	number	of	shares	of	restrictedstock	issued
was	determined	by	dividing	the	cash	value	of	50%	of	Mr.	Zannes	bonus	by	the	closing	price	of	the	Companyâ€™s
commonstock	on	January	31,	2024.	Mr.	Zannes	is	scheduled	to	receive	an	annual	salary	in	2024	of
$80,000.Â	Policiesand	Procedures	for	Related	Party	TransactionsÂ	TheBoard	has	adopted	a	written	Code	of	Ethics	and
Business	Conduct,	which	includes	a	policy	on	conflicts	of	interest	that	requires	our	directorsand	executive	officers	to
seek	determination	and	prior	authorizations	or	approvals	of	potential	conflicts	of	interest	exclusively	fromthe	Board.	In
reviewing	and	approving	any	such	transactions,	the	Companyâ€™s	General	Counsel	and	Board	consider	all	relevant
factsand	circumstances.	The	Code	of	Ethics	and	Business	Conduct	is	available	on	the	Investor	Relations	section	of	the
Companyâ€™s	websiteat	ir.bioaffinitytech.com	and	can	be	accessed	through	the	â€œGovernance	Documentsâ€​
hyperlink	under	the	â€œGovernanceâ€​tab.	We	intend	to	disclose	any	amendments	to	the	Code	of	Ethics	and	Business
Conduct,	or	any	waivers	of	its	requirements,	on	its	websiteto	the	extent	required	by	the	applicable	rules	and	exchange
requirements.Â	InsiderTrading	PolicyÂ	Wemaintain	a	policy	on	insider	trading	that	applies	to	any	and	all	transactions	in
our	securities	held	by	any	director,	officer,	or	employee.The	policy	prohibits	all	of	our	directors,	officers,	and	employees
from	trading	in	our	securities	while	in	possession	of	material	nonpublicinformation	(â€œMNPIâ€​)	about	us	and	from
giving	MNPI	to	others	who	may	trade	on	the	basis	of	such	information.	Under	the	policy,Timothy	Zannes,	the
Companyâ€™s	Executive	Vice	President,	Secretary,	and	General	Counsel,	is	designated	as	our	Insider	Trading
ComplianceOfficer	(the	â€œCompliance	Officerâ€​).	Prior	to	engaging	in	transfers	of	our	securities	intended	to	comply
with	the	affirmativedefense	provided	under	Rule	10b5-1	promulgated	under	the	Exchange	Act,	employees,	officers,	and
directors	must	receive	the	ComplianceOfficerâ€™s	approval.Â	TransferAgentÂ	Thetransfer	agent	and	registrar	for	the
Companyâ€™s	Common	Stock	is	VStock	Transfer,	LLC.	The	transfer	agent	and	registrarâ€™s	addressis	18	Lafayette
Place,	Woodmere,	New	York	11598.Â		76	Â		Â	DESCRIPTIONOF	SECURITIESÂ	AuthorizedCapital	StockÂ	Weare
currently	authorized	to	issue	up	to	100,000,000	shares	of	Common	Stock,	par	value	$0.007	per	share,	and	20,000,000
shares	of	PreferredStock,	par	value	$0.001	per	share.Â	Asof	September	9,	2024,	there	were	13,490,273	shares	of
Common	Stock	issued	and	outstanding	that	were	held	of	record	by	83	stockholders.As	permitted	by	the	Companyâ€™s
Charter,	the	Company	has	designated	5,400,000	shares	of	Preferred	Stock	as	â€œSeries	A	ConvertiblePreferred
Stock,â€​	par	value	$0.001	per	share	(the	â€œSeries	A	Preferred	Stockâ€​),	of	which	no	shares	are
outstanding.Â	CommonStockÂ	VotingRightsÂ	Holdersof	our	Common	Stock	are	entitled	to	cast	one	vote	for	each	share
held	of	record	on	all	matters	presented	to	the	stockholders.	Holdersof	our	Common	Stock	have	no	cumulative	voting
rights.Â	DividendRightsÂ	TheBoard	is	not	obligated	to	declare	a	dividend,	has	never	declared	or	paid	cash	dividends	on
its	Common	Stock,	and	does	not	anticipatepaying	dividends	on	our	Common	Stock	for	the	foreseeable
future.Â	Rightsupon	LiquidationÂ	Inthe	event	of	our	liquidation,	dissolution,	or	winding	up,	either	voluntary	or
involuntary,	subject	to	the	rights	and	preferences	thatmay	apply	to	any	shares	of	Preferred	Stock	outstanding	at	the
time,	the	assets	or	surplus	funds	legally	available	for	distribution	toour	stockholders	would	be	distributable	ratably
among	the	Common	Stockholders	based	on	the	number	of	shares	of	Common	Stock	held	by	eachsuch	holder,	subject	to
prior	satisfaction	of	all	outstanding	debt	and	liabilities.Â	NoPreemptive	or	Similar	RightsÂ	Holdersof	our	Common	Stock
are	not	entitled	to	preemptive	rights	to	subscribe	to	additional	shares	if	issued.	Our	Common	Stock	is	not	subjectto	any
redemption	or	sinking-fund	provisions.	All	outstanding	shares	of	our	Common	Stock	are	fully	paid	and	non-
assessable.Â	SeriesA	Preferred	StockÂ	VotingRightsÂ	Holdersof	the	shares	of	Series	A	Preferred	Stock	have	the	right	to
one	vote	for	each	share	of	Common	Stock	into	which	such	Series	A	PreferredStock	could	then	be	converted.	In	addition,
for	so	long	as	30%	of	the	shares	of	Series	A	Preferred	Stock	remain	outstanding,	the	SeriesA	Preferred	Stock	holders,
voting	together	as	a	single	class,	may	exercise	the	Series	A	Director	Designation	Right,	pursuant	to	whichthey	are
entitled	to	elect	one	director	of	the	Company	as	the	Series	A	Representative.	Any	Series	A	Representative	elected	by
the	holdersof	Series	A	Preferred	Stock	may	be	removed	from	office	only	by	the	Series	A	Preferred	Stockholders,	and
any	vacancy	of	a	Series	A	Representativemay	be	filled	only	by	the	holders	of	the	Series	A	Preferred	Stock.	If	at	any	time
fewer	than	30%	of	the	shares	of	Series	A	PreferredStock	remain	outstanding,	then	the	director	position	previously	held
by	the	Series	A	Representative	will	be	elected	by	all	of	the	holdersof	Preferred	Stock	and	Common	Stock	acting
together.Â	DividendRightsÂ	Holdersof	shares	of	the	Series	A	Preferred	Stock	are	entitled	to	receive	dividends,	in
preference	to	any	declaration	or	payment	of	a	dividendto	holders	of	the	Common	Stock,	of	8%	per	share	per	annum
when,	as	and	if	declared	by	the	Board.	Such	dividends	are	not	cumulative.	Seeâ€œDescription	of	Securitiesâ€”Dividend
Policyâ€​	below.Â	RightsUpon	LiquidationÂ	Inthe	event	of	any	liquidation,	dissolution	or	similar	event,	the	holders	of
shares	of	Series	A	Preferred	Stock	are	entitled	to	receivein	preference	to	any	distribution	of	any	of	the	assets	of	the
Company	to	the	holders	of	the	Common	Stock,	$7.70	per	share	(subsequentto	the	reverse-stock-split	calculation).
Unless	otherwise	decided	by	holders	of	a	majority	of	the	Preferred	Stock	outstanding,	a	liquidationincludes	a	sale	of
substantially	all	of	the	assets	of	the	Company	and	a	merger,	unless	such	merger	is	solely	for	the	purpose	of	changingthe
Companyâ€™s	state	of	incorporation	or	a	majority	of	the	voting	power	of	the	surviving	entity	will	be	owned	by	persons
who	werestockholders	of	the	Company	prior	to	the	merger.	Holders	of	shares	of	Preferred	Stock	will	not	participate
with	the	holders	of	CommonStock	in	the	distribution	of	the	remainder	of	the	Companyâ€™s	assets.Â		77	Â	
Â	ConversionRightsÂ	Sharesof	Series	A	Preferred	Stock	are	convertible,	at	the	option	of	the	holder	thereof,	into	shares
of	Common	Stock	at	any	time.	Shares	ofSeries	A	Preferred	Stock	are	automatically	converted	into	shares	of	Common
Stock	following	the	closing	of	an	underwritten	initial	publicoffering	of	our	Common	Stock	in	which	at	least	$10,000,000
in	shares	of	Common	Stock	are	sold	at	a	price	of	$3.00	per	share	or	more	orsuch	other	date	as	agreed	to	by	a	holders	of
the	majority	of	the	outstanding	shares	of	Series	A	Preferred	Stock.	The	holders	of	a	morethan	a	majority	of	our
outstanding	shares	of	Series	A	Preferred	Stock	executed	a	written	consent	such	that	all	of	the	issued	and
outstandingshares	of	Series	A	Preferred	Stock	automatically	converted	into	fully	paid	and	nonassessable	shares	of
Common	Stock	immediately	priorto	the	closing	of	the	initial	public	offering	at	the	then-effective	conversion	rate	of	the
Series	A	Preferred	Stock.	The	conversion	rateof	Series	A	Preferred	Stock	into	Common	Stock	is	initially	1	for	7	(as
adjusted	for	the	1-for-7	reverse	stock	split)	but	is	subject	tofurther	adjustment	in	the	event	of	a	stock	split,	stock
dividend	or	similar	event.Â	Followingthe	automatic	conversion	of	the	Series	A	Preferred	Stock	shares	into	Common
Stock	immediately	prior	to	the	closing	of	our	initial	publicoffering,	the	Company	does	not	intend	to	issue	any	further
shares	of	Series	A	Preferred	Stock.	Furthermore,	the	Series	A	Director	DesignationRight	ceased	to	exist	because	no
shares	of	Series	A	Preferred	Stock	are	outstanding.	The	director	who	currently	serves	as	the	SeriesA	Representative,
Gary	Rubin,	will	continue	to	serve	as	a	director	until	his	earlier	resignation	or	removal	or	until	his	successor	isduly
elected	and	qualified.	The	number	of	Board	seats	for	election	by	the	holders	of	the	Common	Stock	will	be	expanded	by
one	so	thatthe	director	position	that	the	holders	of	the	Series	A	Preferred	Stock	were	previously	entitled	to	elect	will	be
subject	to	electionthe	holders	of	the	Common	Stock	following	the	conversion	of	the	Series	A	Preferred	Stock	into



Common	Stock.Â	WarrantsÂ	WarrantsIssued	in	the	August	2024	Private	Placement	and	Warrant	Inducement	Private
PlacementÂ	Inconnection	with	the	August	2024	Private	Placement	and	the	Warrant	Inducement	Private	Placement,	we
issued	to	the	Selling	StockholdersCommon	Warrants	to	purchase	1,801,944	shares	of	Common	Stock.	See	â€œThe
Private	Placementsâ€​	for	additional	information	regardingthe	terms	of	the	Common	Warrants.Â	WarrantsIssued	in
March	2024	Private	PlacementÂ	Inconnection	with	our	private	placement	that	closed	in	March	2024,	we	issued
warrants	to	purchase	1,632,000	warrants	having	an	exerciseprice	of	$1.64	per	share,	of	which	1,041,667	were
exercised	in	the	August	2024	warrant	inducement	transaction	at	an	exercise	price	of$1.25	per	share	and	565,333
remain	outstanding.Â	WarrantsIssued	in	Connection	with	Our	Initial	Public	OfferingÂ	Inconnection	with	our	initial
public	offering,	we	sold	Tradeable	Warrants	to	purchase	up	to	1,392,767	shares	of	our	Common	Stock	at	anexercise
price	equal	to	$7.35,	which	Tradeable	Warrants	were	adjusted	as	a	result	of	our	registered	direct	offering	such	that	we
currentlyhave	outstanding	Tradeable	Warrants	to	purchase	1,601,258	shares	of	Common	Stock	at	a	reduced	exercise
price	of	$3.0625	per	warrant,and	Non-Tradeable	Warrants	to	purchase	up	to	1,392,767	shares	of	our	Common	Stock	at
an	exercise	price	equal	to	$7.656	per	share,	whichNon-Tradeable	Warrants	were	adjusted	as	a	result	of	our	registered
direct	offering	such	that	we	currently	have	outstanding	2,701,554shares	of	our	Common	Stock	at	an	exercise	price
equal	to	$3.0625.	As	of	September	9,	2024,	there	are	an	aggregate	of	4,305,813shares	of	Common	Stock	issuable	upon
the	exercise	of	outstanding	Tradeable	Warrants	and	Non-Tradeable	Warrants,	all	of	which	havean	exercise	price	of
$3.0625	per	share	and	expire	five	years	from	the	date	of	issuance.	The	Tradeable	Warrants	are	currently	listed
onNasdaq	and	trade	under	the	symbol	â€œBIAFW.â€​	This	summary	of	certain	terms	and	provisions	of	the	warrants
offered	in	our	initialpublic	offering	is	not	complete	and	is	subject	to,	and	qualified	in	its	entirety	by	the	provisions	of	the
form	of	warrants,	which	isfiled	as	an	exhibit	to	the	registration	statement	of	which	this	prospectus	forms	a
part.Â	Inconnection	with	the	sale	of	our	convertible	bridge	notes,	we	issued	placement	agent	warrants	to	the	placement
agent,	or	their	designees,to	purchase	an	aggregate	of	54,464	shares	of	our	Common	Stock.	The	placement	agentâ€™s
warrants	have	a	five-year	term	commencing180	days	after	the	commencement	of	the	sales	in	the	initial	public	offering
and	have	an	exercise	price	of	$7.35	per	share.Â	Inconnection	with	our	initial	public	offering,	we	agreed	to	issue	to	the
representative	of	the	underwriters	or	their	designees	warrantsto	purchase	an	aggregate	of	26,652	shares	of	our
Common	Stock	as	additional	consideration	to	the	underwriters.	The	underwritersâ€™warrants	have	an	exercise	price	of
$7.044	per	share,	are	exercisable	during	the	period	commencing	180	days	after	the	commencement	ofsales	in	our
initial	public	offering	and	expire	five	years	from	the	effective	date	of	our	initial	public	offering	and	contain
customaryâ€œcashlessâ€​	exercise	and	registration	rights	provisions.Â	OtherOutstanding	WarrantsÂ	Wealso	have
outstanding	warrants	to	purchase	up	to	2,900,904	shares	of	our	Common	Stock,	having	a	weighted	average	exercise
priceof	$5.31	expiring	between	October	14,	2026	and	July	25,	2027,	issued	prior	to	consummation	of	our	initial	public
offeringÂ	StockOptionsÂ	Asof	the	date	of	this	prospectus,	we	had	reserved	the	following	shares	of	Common	Stock	for
issuance:Â		Â		â—​	337,810	shares	of	our	Common	Stock	reserved	for	issuance	under	stock	option	agreements	with	a
weighted	average	exercise	price	of	$	6.88	per	share;	and	Â		Â		Â		Â		â—​	1,249,776	shares	of	our	Common	Stock
reserved	for	future	issuance	under	the	2024	Plan.	Â		78	Â		Â	ExchangeListing.Â	OurCommon	Stock	and	the	Tradeable
Warrants	trade	on	The	Nasdaq	Capital	Market	under	the	symbols	â€œBIAFâ€​	and
â€œBIAFW,â€​respectively.Â	DividendPolicyÂ	Wehave	never	declared	or	paid	cash	dividends	on	our	capital	stock.	We
currently	intend	to	retain	all	available	funds	and	any	future	earningsfor	use	in	the	operation	and	expansion	of	our
business.	We	do	not	anticipate	paying	any	cash	dividends	in	the	foreseeable	future,	andit	is	unlikely	that	investors	will
derive	any	current	income	from	ownership	of	our	stock.Â	Anti-TakeoverEffects	of	Delaware	Law	and	Provisions	of	Our
Charter	and	A&R	BylawsÂ	Certainprovisions	of	the	DGCL	and	of	our	Charter	and	our	A&R	Bylaws	could	have	the	effect
of	delaying,	deferring	or	discouraging	anotherparty	from	acquiring	control	of	us.	These	provisions,	which	are
summarized	below,	are	expected	to	discourage	certain	types	of	coercivetakeover	practices	and	inadequate	takeover
bids	and,	as	a	consequence,	they	might	also	inhibit	temporary	fluctuations	in	the	market	priceof	our	Common	Stock	that
often	result	from	actual	or	rumored	hostile	takeover	attempts.	These	provisions	are	also	designed	in	part	toencourage
anyone	seeking	to	acquire	control	of	us	to	first	negotiate	with	our	Board.	These	provisions	might	also	have	the	effect	of
preventingchanges	in	our	Board	or	management.	It	is	possible	that	these	provisions	could	make	it	more	difficult	to
accomplish	transactions	thatstockholders	might	otherwise	deem	to	be	in	their	best	interests.	However,	we	believe	that
the	advantages	gained	by	protecting	our	abilityto	negotiate	with	any	unsolicited	and	potentially	unfriendly	acquirer
outweigh	the	disadvantages	of	discouraging	such	proposals,	includingthose	priced	above	the	then-current	market	value
of	our	Common	Stock,	because,	among	other	reasons,	the	negotiation	of	such	proposalscould	improve	their
terms.Â	DelawareAnti-Takeover	StatuteÂ	Weare	subject	to	the	provisions	of	Section	203	of	the	DGCL.	In	general,
Section	203	prohibits	a	publicly	held	Delaware	corporation	fromengaging	in	a	â€œbusiness	combinationâ€​	with	an
â€œinterested	stockholderâ€​	for	a	three-year	period	following	the	timethat	this	stockholder	becomes	an	interested
stockholder,	unless	the	business	combination	is	approved	in	a	prescribed	manner.	Under	Section203,	a	business
combination	between	a	corporation	and	an	interested	stockholder	is	prohibited	unless	it	satisfies	one	of	the
followingconditions:Â		Â		â—​	before	the	stockholder	became	interested,	the	corporationâ€™s	board	of	directors
approved	either	the	business	combination	or	the	transaction	that	resulted	in	the	stockholder	becoming	an	interested
stockholder;	Â		Â		Â		Â		â—​	upon	consummation	of	the	transaction	that	resulted	in	the	stockholder	becoming	an
interested	stockholder,	the	interested	stockholder	owned	at	least	85%	of	the	voting	stock	of	the	corporation	outstanding
at	the	time	the	transaction	commenced,	excluding	for	purposes	of	determining	the	voting	stock	outstanding,	shares
owned	by	persons	who	are	directors	and	also	officers,	and	employee	stock	plans,	in	some	instances,	but	not	the
outstanding	voting	stock	owned	by	the	interested	stockholder;	or	Â		Â		Â		Â		â—​	at	or	after	the	time	the	stockholder
became	interested,	the	business	combination	was	approved	by	the	corporationâ€™s	board	of	directors	and	authorized
at	an	annual	or	special	meeting	of	the	stockholders	by	the	affirmative	vote	of	at	least	two-thirds	of	the	outstanding
voting	stock	that	is	not	owned	by	the	interested	stockholder.	Â	Ingeneral,	Section	203	defines	a	â€œbusiness
combinationâ€​	to	include	mergers,	asset	sales	and	other	transactions	resulting	infinancial	benefit	to	a	stockholder,	and
an	â€œinterested	stockholderâ€​	as	a	person	who,	together	with	affiliates	and	associates,owns,	or	within	three	years	did
own,	15%	or	more	of	the	corporationâ€™s	outstanding	voting	stock.	These	provisions	may	have	the	effectof	delaying,
deferring	or	preventing	changes	in	control	of	our	Company.Â	Provisionsof	Our	Charter	and	A&R	BylawsÂ	OurCharter
and	A&R	Bylaws	include	a	number	of	provisions	that	may	have	the	effect	of	delaying,	deferring,	or	discouraging
another	partyfrom	acquiring	control	of	us	and	encouraging	persons	considering	unsolicited	tender	offers	or	other
unilateral	takeover	proposals	tonegotiate	with	our	Board	rather	than	pursue	non-negotiated	takeover	attempts.	These
provisions	will	include	the	items	described	below.Â	DirectorVacanciesÂ	OurA&R	Bylaws	authorize	the	Board	to	fill
vacant	directorships	and	provide	that	the	number	of	directors	constituting	our	Board	may	beset	by	resolution	of	the



incumbent	directors.Â	SpecialMeetings	of	StockholdersÂ	OurA&R	Bylaws	provide	that	special	meetings	of	our
stockholders	may	only	be	called	pursuant	to	a	resolution	approved	by	the	Board.	Theonly	business	that	may	be
conducted	at	a	special	meeting	of	our	stockholders	is	the	matter	or	matters	set	forth	in	the	notice	of	suchspecial
meeting.Â	Prohibitionof	Stockholder	Action	by	Written	ConsentÂ	OurCharter	and	A&R	Bylaws	prohibit	stockholder
action	by	written	consent,	thereby	requiring	all	stockholder	actions	to	be	taken	at	ameeting	of	our	stockholders.Â		79	Â	
Â	AdvanceNotice	RequirementsÂ	OurA&R	Bylaws	establish	advance	notice	requirements	for	nominations	for	election	to
the	board	of	directors	or	for	proposing	mattersthat	can	be	acted	upon	at	stockholder	meetings.	To	be	timely,	a
stockholderâ€™s	notice	will	need	to	be	received	by	the	Company	secretaryat	our	principal	executive	offices	(x)	not	later
than	the	close	of	business	on	the	90th	day	nor	earlier	than	the	close	of	business	onthe	120th	day	prior	to	the
anniversary	date	of	the	immediately	preceding	annual	meeting	of	stockholders	(if	such	meeting	is	to	be	heldon	a	day
which	is	not	more	than	30	days	in	advance	of	the	anniversary	of	the	previous	yearâ€™s	annual	meeting	or	not	later	than
60days	after	the	anniversary	of	the	previous	yearâ€™s	annual	meeting),	or	(y)	with	respect	to	any	other	annual	meeting
of	stockholders,including	in	the	event	that	no	annual	meeting	was	held	in	the	previous	year,	not	earlier	than	the	close	of
business	on	the	120th	dayprior	to	the	annual	meeting	and	not	later	than	the	close	of	business	on	the	later	of:	(1)	the
90th	day	prior	to	the	annual	meeting	and(2)	the	close	of	business	on	the	tenth	day	following	the	first	date	that	the	date
of	such	meeting	was	disclosed	in	a	press	release	reportedby	the	Dow	Jones	News	Services,	The	Associated	Press,	or	a
comparable	national	news	service	or	in	a	document	filed	by	the	Company	withthe	SEC	pursuant	to	the	Exchange	Act.
Our	A&R	Bylaws	also	specify	certain	requirements	as	to	the	form	and	content	of	a	stockholdersâ€™meeting.	These
provisions	may	preclude	our	stockholders	from	bringing	matters	before	our	annual	meeting	of	stockholders	or	from
makingnominations	for	directors	at	our	annual	meeting	of	stockholders.Â	Amendmentto	Charter	and
BylawsÂ	Asrequired	by	the	DGCL,	any	amendment	of	our	Charter	must	first	be	approved	by	a	majority	of	our	Board,
and	if	required	by	law	or	our	Charter,must	thereafter	be	approved	by	a	majority	of	the	outstanding	shares	entitled	to
vote	on	the	amendment,	and	a	majority	of	the	outstandingshares	of	each	class	entitled	to	vote	thereon	as	a	class.	Our
A&R	Bylaws	provide	for	amendment	of	the	A&R	Bylaws	by	a	majorityof	our	Board	or	by	a	majority	of	the	outstanding
shares	entitled	to	vote	on	the	amendment.Â	ExclusiveForumÂ	Bothour	Charter	and	our	A&R	Bylaws	contain	exclusive
forum	provisions	that	provide	that	unless	we	consent	in	writing	to	the	selectionof	an	alternative	forum,	the	Court	of
Chancery	of	the	State	of	Delaware	shall	be	the	sole	and	exclusive	forum	for	any	stockholder	tobring	(i)	any	derivative
action	or	proceeding	brought	on	behalf	of	the	Company,	(ii)	any	action	asserting	a	claim	of	breach	of	fiduciaryduty
owed	by	any	current	or	former	director,	officer,	employee	or	agent	of	the	Company	to	the	Company	or	the
Companyâ€™s	stockholders,(iii)	any	action	asserting	a	claim	arising	pursuant	to	the	DGCL,	our	Charter	or	A&R	Bylaws
(as	either	may	be	amended	or	restated)or	as	to	which	the	DGCL	confers	jurisdiction	on	the	Court	of	Chancery	of	the
State	of	Delaware,	or	(iv)	any	action	asserting	a	claimgoverned	by	the	internal	affairs	doctrine	of	the	State	of	Delaware.
These	provisions	expressly	do	not	apply	to	claims	arising	under	theExchange	Act,	or	for	any	other	federal	securities
laws	which	provide	for	exclusive	federal	jurisdiction.	However,	these	exclusive	forumprovisions	provide	that	unless	we
consent	in	writing	to	the	selection	of	an	alternative	forum,	the	federal	district	courts	of	the	UnitedStates	of	America	will
be	the	exclusive	forum	for	the	resolution	of	any	complaint	asserting	a	cause	of	action	arising	under	the	SecuritiesAct.
Therefore,	this	provision	could	apply	to	a	suit	that	falls	within	one	or	more	of	the	categories	enumerated	in	the
exclusive	forumprovision	and	that	asserts	claims	under	the	Securities	Act,	inasmuch	as	Section	22	of	the	Securities	Act
creates	concurrent	jurisdictionfor	federal	and	state	courts	over	all	suits	brought	to	enforce	any	duty	or	liability	created
by	the	Securities	Act	or	the	rules	and	regulationsthereunder.	There	is	uncertainty	as	to	whether	a	court	would	enforce
such	an	exclusive	forum	provision	with	respect	to	claims	under	theSecurities	Act.	Stockholders	cannot	waive
compliance	with	the	federal	securities	laws	and	the	rules	and	regulations	thereunder.	Any	personor	entity	purchasing
or	otherwise	acquiring	or	holding	any	interest	in	shares	of	our	capital	stock	shall	be	deemed	to	have	notice	ofand
consented	to	the	exclusive	forum	provisions	in	our	Charter	and	A&R	Bylaws.	These	exclusive	forum	provisions	may	limit
a	stockholderâ€™sability	to	bring	a	claim	in	a	judicial	forum	of	its	choosing	for	disputes	with	us	or	our	directors,
officers,	employees,	or	agents,	whichmay	discourage	lawsuits	against	us	and	our	directors,	officers,	employees,	and
agents.Â	Limitationson	Liability	and	Indemnification	of	Officers	and	DirectorsÂ	Fora	discussion	of	liability	and
indemnification,	see	the	section	entitled	â€œManagementâ€”Limitations	on	Liability	and	Indemnificationof	Officers	and
Directors.â€​Â		80	Â		Â	PLANOF	DISTRIBUTIONÂ	TheSelling	Stockholders	and	any	of	their	pledgees,	assignees	and
successors-in-interest	may,	from	time	to	time,	sell	any	or	all	of	its	securitiescovered	hereby	on	the	Nasdaq	Capital
Market	or	any	other	stock	exchange,	market	or	trading	facility	on	which	the	securities	are	tradedor	in	private
transactions.	These	sales	may	be	at	fixed	or	negotiated	prices.	The	Selling	Stockholders	may	use	any	one	or	more	of
thefollowing	methods	when	selling	securities:Â		Â		â—​	ordinary	brokerage	transactions	and	transactions	in	which	the
broker-dealer	solicits	purchasers;	Â		Â		Â		Â		â—​	block	trades	in	which	the	broker-dealer	will	attempt	to	sell	the
securities	as	agent	but	may	position	and	resell	a	portion	of	the	block	as	principal	to	facilitate	the	transaction;	Â		Â		Â		Â	
â—​	purchases	by	a	broker-dealer	as	principal	and	resale	by	the	broker-dealer	for	its	account;	Â		Â		Â		Â		â—​	an
exchange	distribution	in	accordance	with	the	rules	of	the	applicable	exchange;	Â		Â		Â		Â		â—​	privately	negotiated
transactions;	Â		Â		Â		Â		â—​	settlement	of	short	sales;	Â		Â		Â		Â		â—​	in	transactions	through	broker-dealers	that	agree
with	the	Selling	Stockholders	to	sell	a	specified	number	of	such	securities	at	a	stipulated	price	per	security;	Â		Â		Â		Â		â
—​	through	the	writing	or	settlement	of	options	or	other	hedging	transactions,	whether	through	an	options	exchange	or
otherwise;	Â		Â		Â		Â		â—​	a	combination	of	any	such	methods	of	sale;	or	Â		Â		Â		Â		â—​	any	other	method	permitted
pursuant	to	applicable	law.	Â	TheSelling	Stockholders	may	also	sell	securities	under	Rule	144	or	any	other	exemption
from	registration	under	the	Securities	Act,	if	available,rather	than	under	this	prospectus.Â	Broker-dealersengaged	by
the	Selling	Stockholders	may	arrange	for	other	brokers-dealers	to	participate	in	sales.	Broker-dealers	may	receive
commissionsor	discounts	from	the	Selling	Stockholders	(or,	if	any	broker-dealer	acts	as	agent	for	the	purchaser	of
securities,	from	the	purchaser)in	amounts	to	be	negotiated,	but,	except	as	set	forth	in	a	supplement	to	this	prospectus,
in	the	case	of	an	agency	transaction	not	inexcess	of	a	customary	brokerage	commission	in	compliance	with	FINRA	Rule
2440;	and	in	the	case	of	a	principal	transaction,	a	markup	ormarkdown	in	compliance	with	FINRA	IM-
2440.Â	Inconnection	with	the	sale	of	the	securities	or	interests	therein,	the	Selling	Stockholders	may	enter	into	hedging
transactions	with	broker-dealersor	other	financial	institutions,	which	may	in	turn	engage	in	short	sales	of	the	securities
in	the	course	of	hedging	the	positions	theyassume.	The	Selling	Stockholders	may	also	sell	securities	short	and	deliver
these	securities	to	close	out	their	short	positions,	or	loanor	pledge	the	securities	to	broker-dealers	that	in	turn	may	sell
these	securities.	The	Selling	Stockholders	may	also	enter	into	optionor	other	transactions	with	broker-dealers	or	other
financial	institutions	or	create	one	or	more	derivative	securities	which	require	thedelivery	to	such	broker-dealer	or
other	financial	institution	of	securities	offered	by	this	prospectus,	which	securities	such	broker-dealeror	other	financial



institution	may	resell	pursuant	to	this	prospectus	(as	supplemented	or	amended	to	reflect	such
transaction).Â	TheSelling	Stockholders	and	any	broker-dealers	or	agents	that	are	involved	in	selling	the	securities	are
â€œunderwritersâ€​	withinthe	meaning	of	the	Securities	Act	in	connection	with	such	sales.	In	such	event,	any
commissions	received	by	such	broker-dealers	or	agentsand	any	profit	on	the	resale	of	the	securities	purchased	by	them
may	be	deemed	to	be	underwriting	commissions	or	discounts	under	theSecurities	Act.	The	Selling	Stockholders	have
informed	us	that	they	do	not	have	any	written	or	oral	agreement	or	understanding,	directlyor	indirectly,	with	any
person	to	distribute	the	securities.Â	Weare	required	to	pay	certain	fees	and	expenses	incurred	by	us	incident	to	the
registration	of	the	securities.	We	have	agreed	to	indemnifythe	Selling	Stockholders	against	certain	losses,	claims,
damages	and	liabilities,	including	liabilities	under	the	Securities	Act.Â	Weagreed	to	keep	this	prospectus	effective	until
the	Selling	Stockholders	do	not	own	any	Common	Warrants	or	Common	Warrants	Shares	as	applicable.Â	Pursuantto
applicable	rules	and	regulations	under	the	Exchange	Act,	any	person	engaged	in	the	distribution	of	the	resale	securities
may	not	simultaneouslyengage	in	market	making	activities	with	respect	to	the	Common	Stock	for	the	applicable
restricted	period,	as	defined	in	Regulation	M,prior	to	the	commencement	of	the	distribution.	In	addition,	the	Selling
Stockholders	will	be	subject	to	applicable	provisions	of	theExchange	Act	and	the	rules	and	regulations	thereunder,
including	Regulation	M,	which	may	limit	the	timing	of	purchases	and	sales	of	theCommon	Stock	by	the	Selling
Stockholders	or	any	other	person.	We	will	make	copies	of	this	prospectus	available	to	the	Selling	Stockholdersand	have
informed	them	of	the	need	to	deliver	a	copy	of	this	prospectus	to	each	purchaser	at	or	prior	to	the	time	of	the	sale
(includingby	compliance	with	Rule	172	under	the	Securities	Act).Â		81	Â		Â	EXPERTSÂ	Theconsolidated	financial
statements	of	bioAffinity	Technologies,	Inc.	as	of	December	31,	2023	and	2022,	and	for	the	years	ended	December31,
2023	and	2022,	appearing	in	this	prospectus	and	registration	statement	have	been	audited	by	WithumSmith+Brown,
PC,	independent	registeredpublic	accounting	firm,	as	set	forth	in	their	report	thereon	(which	contains	an	explanatory
paragraph	describing	conditions	that	raisesubstantial	doubt	about	bioAffinity	Technologies,	Inc.â€™s	ability	to	continue
as	a	going	concern	as	described	in	Note	1	to	the	consolidatedfinancial	statements)	appearing	elsewhere	herein,	and	are
included	in	reliance	upon	such	report	given	on	the	authority	of	such	firm	asexperts	in	accounting	and
auditing.Â	LEGALMATTERSÂ	Thevalidity	of	the	securities	offered	hereby	will	be	passed	upon	for	us	by	Blank	Rome
LLP,	New	York,	New	York.Â	WHEREYOU	CAN	FIND	ADDITIONAL	INFORMATIONÂ	Wefile	annual,	quarterly	and
current	reports,	proxy	statements	and	other	information	with	the	SEC.	The	SEC	maintains	a	website	that
containsreports,	proxy	statements	and	other	information	filed	electronically	with	the	SEC,	which	is	available	at
http://www.sec.gov.	We	alsomake	these	documents	available	on	our	website	at	https://www.bioaffinitytech.com/.	Our
website	and	the	information	contained,or	connected	to,	our	website	is	not	incorporated	by	reference	in	this	prospectus
and	you	should	not	consider	it	part	of	this	prospectus.Â	Thisprospectus	forms	part	of	the	registration	statement	on
Form	S-1	we	filed	with	the	SEC	under	the	Securities	Act.	This	prospectus	doesnot	contain	all	of	the	information	set
forth	in	the	registration	statement	or	the	exhibits	and	schedules	filed	as	part	of	the	registrationstatement.	For	further
information	about	us	and	our	securities	offered	hereby,	we	refer	you	to	the	registration	statement	and	the	exhibitsand
schedules	filed	therewith.	Statements	contained	in	this	prospectus	regarding	the	contents	of	any	contract	or	other
document	thatis	filed	as	an	exhibit	to	the	registration	statement	are	not	necessarily	complete,	and	each	such	statement
is	qualified	in	all	respectsby	reference	to	the	full	text	of	such	contract	or	other	document	filed	as	an	exhibit	to	the
registration	statement.Â		82	Â		Â	GLOSSARYOF	SELECTED	TERMSÂ		Adenocarcinoma	Â		A	form	of	cancer	that	forms
in	the	tissue	that	lines	certain	internal	organs.	Most	cancers	of	the	breast,	pancreas,	lung,	prostate,	colon,	esophagus,
and	stomach	are	adenocarcinomas.	Â		Â		Â		Antibody	Â		A	protein	that	is	produced	by	a	personâ€™s	immune	system	to
target	and	destroy	alien	substances	in	the	blood	such	as	bacteria	or	viruses.	Â		Â		Â		Bio-label	Â		A	tag	that	is	chemically
attached	to	an	individual	cell.	These	tags,	or	bio-labels,	help	to	identify	or	track	the	cell	on	basis	of	its	color	or
radioactivity	depending	on	the	type	of	bio-label	used.	Â		Â		Â		Cancerization	Â		The	act	of	transforming	a	normal	cell	or
tissue	to	a	cancerous	state.	Â		Â		Â		CAP	Â		The	College	of	American	Pathologists	(CAP).	CAP	is	a	professional
association	that,	among	other	things,	issues	guidance	for	commercial	laboratories.	CAP	guidance	must	be	followed	by
the	laboratory	to	receive	CAP	certification.	CAP	often	works	in	collaboration	with	regulations	issued	by	the	U.S.	Centers
for	Medicare	and	Medicaid	under	authority	granted	the	Agency	by	the	Clinical	Laboratory	Improvement	Amendments
(CLIA).	(See	also	â€œCLIAâ€​	and	â€œLaboratory	Developed	Test	(LDT)â€​).	Â		Â		Â		CD320	Gene	Â		A	gene	that
provides	instructions	for	making	CD320	receptors.	The	CD320	receptor	on	the	surface	facilitates	the	uptake	of	vitamin
B12,	an	important	nutrient	for	human	cells.	Cancer	cells	can	express	large	numbers	of	CD320	receptors	on	their	cell
surface.	Â		Â		Â		Cell	surface	receptors	Â		Proteins	that	are	located	on	the	cell	surface	that	interact,	or	bind,	with
specific	molecules	outside	the	cell	called	ligands.	Â		Â		Â		CE-marked	Â		The	letters	â€˜CEâ€™	(ConformitÃ¨
EuropÃ«enne)	on	a	product	signifies	that	products	sold	in	the	European	Union	have	been	assessed	to	meet	high	safety,
health,	and	environmental	protection	requirements.	Â		Â		Â		CLIA	Â		The	Clinical	Laboratory	Improvement	Amendments
of	1989	(CLIA).	These	amendments	to	U.S.	law	grant	authority	to	the	Centers	for	Medicare	and	Medicaid	to	issue
regulations	and	guidance	governing	commercial	laboratories.	CLIA	regulations	are	often	associated	with	CAP	guidance.
(See	also	â€œLaboratory	Developed	Test	(LDT)â€​).	Â		Â		Â		Cobalamin	Â		Another	name	for	vitamin	B12.	Â		Â		Â	
Cytology	Â		A	branch	of	biology	that	deals	with	the	structure,	function,	multiplication,	pathology,	and	life	history	of
cells.	Â		Â		Â		Endocytosis	Â		The	process	of	actively	transporting	a	molecule	into	a	cell	by	engulfing	the	molecule	with
the	cellâ€™s	membrane.	Â		Â		Â		Flow	cytometry	Â		A	technique	that	can	distinguish	individual	cells	in	a	fluid	such	as
blood	or	sputum.	In	the	flow	cytometry	process,	cells	flow	individually	past	a	laser	and	this	produces	data	to	be
analyzed	to	distinguish	different	cell	types.	Cells	can	be	labeled	to	identify	different	types	of	cells.	Flow	cytometry	has
applications	in	fields	like	immunology,	virology,	molecular	biology,	cancer	biology,	disease	diagnosis,	and	infectious
disease	monitoring.	Â		Â		Â		Gene	expression	Â		A	biological	process	taking	place	in	a	cell	by	which	the	information
encoded	in	our	DNA	(i.e.,	our	genes)	is	converted	into	a	product,	like	a	protein,	that	can	perform	different	cell
functions.	Proteins	carry	out	most	of	the	active	functions	of	a	cell.	Â		Â		Â		Gene	silencing	Â		A	biological	process	by
which	an	mRNA	molecule	is	destroyed	and	prevented	from	delivering	its	instructions	for	producing	a	protein.	Â		Â		Â	
Heme	Â		The	deep	red,	nonprotein	component	of	hemoglobin	that	carries	oxygen	in	the	blood.	Heme	is	a	porphyrin.	Â	
Â		Â		IVD	Â		Diagnostic	tests	whose	process	of	detection	is	performed	outside	the	body,	or	in	vitro.	Â		Â		Â		Knock-down
of	CD320	and	LRP2	Â		bioAffinity	uses	siRNA	to	target	and	destroy	the	instructions	encoded	by	the	CD320	and	LRP2
Genes	that	lead	to	a	cessation	in	CD320	and	LRP2	receptor	production,	thereby	killing	cancer	cells	with	little	or	no
harm	to	healthy	cells.	Â		Â		Â		Laboratory	reagent	Â		A	substance	that	is	used	in	a	laboratory	to	measure,	detect,	or
create	other	substances	during	a	chemical	reaction.	Reagents	are	the	substances	added	to	the	laboratory	tests	to	carry
out	a	chemical	reaction	or	to	check	whether	any	reaction	occurs	or	not.	Â		Â		Â		Laboratory	Developed	Test	(LDT)	Â		An
LDT	is	a	type	of	diagnostic	test	that	is	designed,	manufactured	and	used	within	a	single	laboratory.	LDTs	are	performed



in	vitro,	that	is,	outside	the	body	(See	also	â€œIVDâ€​).	Â		83	Â		Â		Low-dose	computed	tomography	(LDCT)	Â		A	medical
imaging	test	that	uses	a	low-dose	of	radiation	to	create	high-quality	images	of	the	inside	of	the	human	body.	The
radiation	exposure	in	LDCT	scans	is	more	than	a	standard	X-ray,	but	up	to	90%	less	than	a	conventional	CT	chest	scan.
The	only	recommended	screening	test	for	lung	cancer	is	LDCT.	Â		Â		Â		LRP2	Gene	Â		A	gene	that	provides	instructions
for	making	the	LRP2	receptor	that	facilitates	the	uptake	of	many	proteins	and	some	nutrients	that	includes	vitamin	B12.
Cancer	cells	can	express	a	large	number	of	LRP2	receptors	on	their	cell	surface.	Â		Â		Â		Metabolism	Â		The	set	of	life-
sustaining	chemical	reactions	used	by	organisms	to	convert	the	energy	in	food	to	energy	available	for	the	body	to	stay
alive,	grow	and	reproduce,	maintain	the	bodyâ€™s	structures,	and	respond	to	its	environments.	Â		Â		Â		Negative
predictive	value	Â		The	probability	that	a	patient	with	a	negative	diagnostic	or	screening	test	truly	does	not	have	the
disease.	Negative	predictive	value	is	a	function	of	the	incidence	of	a	disease	in	a	population	(i.e.,	the	estimated
percentage	of	people	who	are	expected	to	have	the	disease	in	the	population)	and	the	specificity	of	a	test	(See
â€œSpecificityâ€​).	Â		Â		Â		Nodules	Â		Abnormal	tissue	growths	that	can	be	found	anywhere	in	the	body.	Although	they
are	often	benign,	some	nodules	are	symptoms	of	an	underlying	health	condition	such	as	cancer.	Â		Â		Â		Organic
compound	Â		Organic	compounds	are	the	complex	compounds	of	carbon.	These	compounds	can	occur	naturally	or	can
be	man-made	(synthesized)	in	a	laboratory.	Â		Â		Â		Pathology	Â		The	branch	of	medicine	that	deals	with	the	laboratory
examination	of	samples	of	body	tissue	for	diagnostic	or	forensic	purposes.	Â		Â		Â		Pivotal	trial	Â		A	clinical	study
seeking	to	demonstrate	the	efficacy	of	a	new	diagnostic	test	in	order	to	obtain	approval	by	the	U.S.	FDA	to	market	the
test	directly	by	its	manufacturer.	Â		Â		Â		Plasma	Â		The	liquid	portion	of	blood.	Its	main	role	is	to	take	nutrients,
hormones,	and	proteins	to	the	parts	of	the	body	that	need	it.	Cells	also	excrete	their	waste	products	into	the	plasma.	Â	
Â		Â		Porphyrins	Â		A	class	of	pigments	that	can	be	either	lab-produced	or	naturally	occurring,	many	of	which	are
essential	to	life,	such	as	the	green	chlorophyll	for	photosynthesis	in	plants	and	the	oxygen	carrier,	hemoglobin,	that
gives	blood	its	red	color.	The	molecular	structure	of	all	porphyrins	is	a	large	ring	composed	of	four	linked	nitrogen-
containing	rings	known	as	pyrroles.	Â		Â		Â		Positive	predictive	value	Â		The	probability	that	a	patient	with	a	positive
diagnostic	or	screening	test	truly	has	the	disease.	Positive	predictive	value	is	a	function	of	the	incidence	of	a	disease	in
a	population	(i.e.,	the	estimated	percentage	of	people	who	are	expected	to	have	the	disease	in	the	population)	and	the
sensitivity	of	a	test	(See	â€œSensitivityâ€​).	Â		Pre-malignant	Â		A	term	used	to	describe	a	condition	that	may	(or	is
likely	to)	become	cancer.	Also	called	precancerous.	Â		Â		Â		RNA	interference	(RNAi)	Â		A	natural	process	in	which
small	pieces	of	RNA	shut	down	a	cellâ€™s	ability	to	make	certain	proteins.	To	do	so,	RNAi	binds	to	the	messenger	RNA
(mRNA)	that	carries	instructions	for	that	protein.	Â		Â		Â		RNA	Â		Ribonucleic	acid,	a	naturally	occurring	chemical
compound	present	in	all	living	cells.	RNAâ€™s	principal	role	is	to	act	as	a	messenger	carrying	instructions	from	DNA
for	controlling	the	synthesis	of	proteins.	Several	types	of	RNA	sequences	are	often	mentioned,	including:	Â		Â		Â		mRNA
Â		Messenger	RNA	(mRNA),	the	molecule	that	carries	protein-building	instructions	from	DNA	to	the	ribosome,	the	part
of	the	cell	where	proteins	are	assembled.	Â		Â		Â		siRNA	Â		Small	interfering	RNA	(siRNA),	short	molecules	that	bind	to
an	mRNA	and	target	it	for	destruction.	Â		Â		Â		Sensitivity	Â		In	a	diagnostic	test,	sensitivity	is	a	measure	of	how	well	a
test	can	identify	true	positives,	meaning	the	testâ€™s	ability	to	detect	a	disease	in	a	person	with	that	disease.	There	is	a
trade-off	between	sensitivity	and	specificity,	such	that	higher	sensitivities	will	mean	lower	specificities	and	vice	versa.
Â		Specificity	Â		Specificity	is	a	measure	of	how	well	a	test	can	identify	someone	who	does	not	have	a	disease	is
negative	for	that	disease.Â		84	Â		Â		Squamous	cell	carcinoma	Â		A	type	of	cancer	that	begins	in	squamous	cells.
Squamous	cells	are	thin,	flat	cells	that	look	like	fish	scales,	and	are	found	in	the	tissue	that	forms	the	surface	of	the
skin,	the	lining	of	the	hollow	organs	of	the	body,	and	the	lining	of	the	respiratory	and	digestive	tracts.	Most	cancers	of
the	anus,	cervix,	head	and	neck,	and	vagina	are	squamous	cell	carcinomas.	Â		Â		Â		Stage	Iâ€“IV	Â		Staging	describes
where	cancer	is	located,	how	far	the	primary	tumor	(where	the	cancer	started)	has	spread	and	to	where,	and	its	size.
This	is	one	method	used	to	define	how	cancer	is	growing	and	advancing	in	the	body.	The	lower	the	number,	the	less
advanced	the	disease.	Stage	I	is	when	cancer	is	relatively	small	and	is	contained	where	it	started.	Stage	II	is	when
cancer	has	started	to	spread,	but	is	still	in	the	early	stage	of	disease.	In	Stage	III,	cancer	has	spread	more	so	than	Stage
II,	and	may	be	considered	a	regional	cancer,	as	opposed	to	local,	meaning	the	cancer	has	metastasized	to	nearby	lymph
nodes,	lymph	vessels,	or	another	organ.	By	Stage	IV,	cancer	is	advanced	and	has	spread	to	multiple	areas	in	the	body.	It
is	important	to	take	note	that	each	case	of	cancer	is	different,	even	within	the	same	stage.	Â		Â		Â		Synthesis	Â		The
making	of	a	chemical	compound	by	combining	simpler	materials.	Synthesis	can	occur	both	naturally	and	in	the
laboratory.	Â		Â		Â		Synthetic	Â		A	chemical	or	compound	that	is	produced	artificially	in	a	laboratory	rather	than	a
natural	system.	Naturally	occurring	molecules	can	be	made	synthetically,	and	have	the	same	molecular	structure	and
properties	as	the	nature-made	material.	Â		Â		Â		TCPP	Â		A	specific	synthetic	(i.e.,	man-made)	porphyrin	molecule
whose	chemical	name	is	meso-tetra	(4-carboxyphenyl)	porphine.	Â		Â		Â		Transfection	Â		A	laboratory	technique	that	is
used	to	insert	foreign	nucleic	acid	(DNA	or	RNA)	into	a	cell,	typically	with	the	intention	of	producing	a	specific	protein
within	the	cell.	Â		Â		Â		Vitamin	B12	Â		An	essential	dietary	nutrient	that	the	body	needs	daily	in	small	amounts	to
function	and	stay	healthy.	Vitamin	B12	helps	make	red	blood	cells,	DNA,	RNA,	energy,	and	tissues,	and	keeps	nerve
cells	healthy.	It	is	found	in	liver,	meat,	eggs,	poultry,	shellfish,	milk,	and	milk	products.	Chronic	lack	of	vitamin	B12	can
result	in	anemia	and	central	nervous	system	problems.	Â		85	Â		Â	Indexto	Financial	StatementsÂ		Â		Page	Condensed
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Financial	Statements	F-20	Â		F-1	Â		Â	bioAffinityTechnologies,	Inc.CondensedConsolidated	Balance	SheetsÂ		Â	Â		June
30,	2024Â	Â		December	31,	2023Â		Â	Â		(unaudited)Â	Â		Â	Â		ASSETSÂ		Â	Â	Â	Â		Â	Â	Â		Current	assets:Â		Â	Â	Â	Â	
Â	Â	Â		Cash	and	cash	equivalentsÂ		$801,311Â	Â		$2,821,570Â		Accounts	and	other	receivables,	netÂ		Â	1,595,626Â	Â	
Â	811,674Â		InventoryÂ		Â	29,768Â	Â		Â	18,484Â		Prepaid	expenses	and	other	current	assetsÂ		Â	253,726Â	Â	
Â	321,017Â		Total	current	assetsÂ		Â	2,680,431Â	Â		Â	3,972,745Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Non-current	assets:Â		Â	Â	Â	Â	
Â	Â	Â		Property	and	equipment,	netÂ		Â	449,250Â	Â		Â	458,633Â		Operating	lease	right-of-use	asset,	netÂ	
Â	324,942Â	Â		Â	370,312Â		Finance	lease	right-of-use	asset,	netÂ		Â	973,358Â	Â		Â	1,165,844Â		GoodwillÂ	



Â	1,404,486Â	Â		Â	1,404,486Â		Intangible	assets,	netÂ		Â	804,306Â	Â		Â	833,472Â		Other	assetsÂ		Â	19,675Â	Â	
Â	16,060Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	assetsÂ		$6,656,448Â	Â		$8,221,552Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		LIABILITIES	AND
STOCKHOLDERSâ€™	EQUITYÂ		Â	Â	Â	Â		Â	Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Current	liabilities:Â		Â	Â	Â	Â		Â	Â	Â		Accounts
payableÂ		$848,102Â	Â		$604,789Â		Accrued	expensesÂ		Â	969,093Â	Â		Â	1,149,811Â		Unearned	revenueÂ	
Â	26,135Â	Â		Â	33,058Â		Operating	lease	liability,	current	portionÂ		Â	98,593Â	Â		Â	94,708Â		Finance	lease	liability,
current	portionÂ		Â	380,259Â	Â		Â	365,463Â		Loan	payableÂ		Â	Â	Â	Â		Â	Â	Â		Notes	payable,	current	portionÂ	
Â	4,106Â	Â		Â	â€”Â		Total	current	liabilitiesÂ		Â	2,326,288Â	Â		Â	2,247,829Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Non-current
liabilities:Â		Â	Â	Â	Â		Â	Â	Â		Finance	lease	liability,	net	of	current	portionÂ		Â	641,566Â	Â		Â	835,467Â		Operating	lease
liability,	net	of	current	portionÂ		Â	232,714Â	Â		Â	283,001Â		Notes	payable,	net	of	current	portionÂ		Â	22,766Â	Â	
Â	â€”Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	liabilitiesÂ		Â	3,223,334Â	Â		Â	3,366,297Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Commitments	and
contingencies	(Note	11)Â		Â	-Â	Â		Â	-Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Stockholdersâ€™	equity:Â		Â	Â	Â	Â		Â	Â	Â		Preferred	stock,
par	value	$0.001	per	share;	20,000,000	shares	authorized;	no	shares	issued	or	outstanding	at	June	30,	2024,	and
December	31,	2023Â		Â	â€”Â	Â		Â	â€”Â		Common	stock,	par	value	$0.007	per	share;	100,000,000	shares	authorized;
11,487,046	and	9,394,610	issued	and	outstanding	at	June	30,	2024,	and	December	31,	2023,	respectivelyÂ	
Â	79,407Â	Â		Â	65,762Â		Additional	paid-in	capitalÂ		Â	52,030,280Â	Â		Â	49,393,972Â		Accumulated	deficitÂ	
Â	(48,676,573)Â		Â	(44,604,479)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	stockholdersâ€™	equityÂ		Â	3,433,114Â	Â		Â	4,855,255Â	
Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	liabilities	and	stockholdersâ€™	equityÂ		$6,656,448Â	Â		$8,221,552Â		Â	Theaccompanying
notes	are	an	integral	part	of	these	condensed	consolidated	financial	statements.Â		F-2	Â		Â	bioAffinityTechnologies,
Inc.Unaudited	Condensed	Consolidated	Statements	of	OperationsÂ		Â	Â		2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Â	Â		Three
Months	Ended	June	30,Â	Â		Six	Months	Ended	June	30,Â		Â	Â		2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Â	Â		Â	Â	Â		Â	Â	Â	
Â	Â	Â		Â	Â		Net	RevenueÂ		$2,397,652Â	Â		$19,738Â	Â		$4,804,043Â	Â		$20,659Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	
Operating	expenses:Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Direct	costs	and	expensesÂ		Â	1,407,710Â	Â		Â	1,234Â	Â	
Â	2,981,151Â	Â		Â	1,322Â		Research	and	developmentÂ		Â	402,433Â	Â		Â	335,125Â	Â		Â	796,072Â	Â		Â	704,741Â	
Clinical	developmentÂ		Â	51,462Â	Â		Â	35,260Â	Â		Â	100,422Â	Â		Â	54,888Â		Selling,	general,	and	administrativeÂ	
Â	2,472,775Â	Â		Â	1,404,917Â	Â		Â	4,658,719Â	Â		Â	2,552,792Â		Depreciation	and	amortizationÂ		Â	151,070Â	Â	
Â	21,552Â	Â		Â	300,707Â	Â		Â	43,236Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	operating	expensesÂ	
Â	4,485,450Â	Â		Â	1,798,088Â	Â		Â	8,837,071Â	Â		Â	3,356,979Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Loss	from
operationsÂ		Â	(2,087,798)Â		Â	(1,778,350)Â		Â	(4,033,028)Â		Â	(3,336,320)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Other
income	(expense):Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Interest	incomeÂ		Â	5,186Â	Â		Â	44,124Â	Â		Â	11,313Â	Â	
Â	82,778Â		Interest	expenseÂ		Â	(22,249)Â		Â	(1,360)Â		Â	(45,799)Â		Â	(3,015)	Other	IncomeÂ		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â		Other	expenseÂ		Â	1Â	Â		Â	â€”Â	Â		Â	4,511Â	Â		Â	â€”Â		Gain	on	extinguishment	of	debtÂ		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Fair	value	adjustments	on	convertible	notes	payableÂ		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	other	income	(expense)Â		Â	(17,062)Â		Â	42,764Â	Â		Â	(29,975)Â		Â	79,763Â		Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	loss	before	provision	for	income	tax	expenseÂ		Â	(2,104,860)Â		Â	(1,735,586)Â	
Â	(4,063,003)Â		Â	(3,256,557)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Income	tax	expenseÂ		Â	5,419Â	Â		Â	4,587Â	Â	
Â	9,091Â	Â		Â	16,406Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ		$(2,110,279)Â		$(1,740,173)Â		$(4,072,094)Â	
$(3,272,963)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	loss	per	common	share,	basic	and	dilutedÂ		$(0.19)Â		$(0.20)Â	
$(0.38)Â		$(0.38)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Weighted	average	common	shares	outstandingÂ	
Â	11,389,308Â	Â		Â	8,520,714Â	Â		Â	10,655,483Â	Â		Â	8,477,656Â		Â	Theaccompanying	notes	are	an	integral	part	of
these	unaudited	consolidated	financial	statementsÂ		F-3	Â		Â	bioAffinity	Technologies,	Inc.UnauditedCondensed
Consolidated	Statements	of	Stockholdersâ€™	EquityÂ		Â	Â		SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â	
DeficitÂ	Â		EquityÂ		Â	Â		For	the	Six	Months	Ended	June	30,	2024Â		Â	Â		Preferred	StockÂ	Â		Common	StockÂ	Â	
Additional	Paid-inÂ	Â		AccumulatedÂ	Â		Stockholdersâ€™Â		Â	Â		SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â	
CapitalÂ	Â		DeficitÂ	Â		EquityÂ		Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â		Balance	at	December	31,	2023Â	
Â	â€”Â	Â		$â€”Â	Â	-	Â	9,394,610Â	Â		$65,762Â	Â		$49,393,972Â	Â		$(44,604,479)Â		$4,855,255Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Stock-based	compensation	expenseÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	284,357Â	Â	
Â	1,991Â	Â		Â	567,916Â	Â		Â	â€”Â	Â		Â	569,907Â		Fair	value	of	warrants	issuedÂ		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Beneficial	conversion	feature	for	bridge	notesÂ		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â		Debt	discount	for	warrants	issuedÂ		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Common
stock	issued	upon	initial	public	offering,	net	of	underwritersâ€™	commission	and	offering	costs	of	$1.8	millionÂ	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Common	stock	issued	on	conversion	of	convertible	preferred
stockÂ		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Common	stock	issued	on	conversion	of	convertible
preferred	stock,	sharesÂ		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Stock	issued	in	connection	with
the	acquisitionÂ		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Exercise	of	stock	optionsÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	208,031Â	Â		Â	454Â	Â		Â	74,445Â	Â	
Â	â€”Â	Â		Â	74,899Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Exercise	of	stock	warrantsÂ	
Â	â€”Â	Â		Â	â€”Â	Â	-	Â	48Â	Â		Â	â€”Â	Â		Â	147Â	Â		Â	â€”Â	Â		Â	147Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â		Sale	of	common	stockÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	1,600,000Â	Â		Â	11,200Â	Â		Â	2,488,800Â	Â		Â	â€”Â	Â	
Â	2,500,000Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Offering	costsÂ		Â	â€”Â	Â		Â	â€”Â	Â	
Â	â€”Â	Â		Â	â€”Â	Â		Â	(495,000)Â		Â	â€”Â	Â		Â	(495,000)	Net	lossÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â	
Â	(4,072,094)Â		Â	(4,072,094)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Balance	at	June	30,	2024
(unaudited)Â		Â	â€”Â	Â		$â€”Â	Â	-	Â	11,487,046Â	Â		$79,407Â	Â		$52,030,280Â	Â		$(48,676,573)Â		$3,433,114Â		Â		Â	Â	
SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â		DeficitÂ	Â		EquityÂ		Â	Â		For	the	Three	Months	Ended	June
30,	2024Â		Â	Â		Preferred	StockÂ	Â		Common	StockÂ	Â		Additional	Paid-inÂ	Â		AccumulatedÂ	Â		Stockholdersâ€™Â	
Â	Â		SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â		DeficitÂ	Â		EquityÂ		Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â	
Â	Â	Â		Â	Â	Â		Â	Â		Balance	at	March	31,	2024	(unaudited)Â		Â	â€”Â	Â		$â€”Â	Â	-	Â	11,216,491Â	Â		$78,515Â	Â	
$51,744,830Â	Â		$(46,566,294)Â		$5,257,051Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Stock-
based	compensation	expenseÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	127,324Â	Â		Â	892Â	Â		Â	285,303Â	Â		Â	â€”Â	Â		Â	286,195Â		Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Exercise	of	stock	optionsÂ		Â	â€”Â	Â		Â	â€”Â	Â	
Â	143,183Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	
Exercise	of	stock	warrantsÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	48Â	Â		Â	â€”Â	Â		Â	147Â	Â		Â	â€”Â	Â		Â	147Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	(2,110,279)Â	
Â	(2,110,279)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Balance	at	June	30,	2024	(unaudited)Â	
Â	â€”Â	Â		$â€”Â	Â	-	Â	11,487,046Â	Â		$79,407Â	Â		$52,030,280Â	Â		$(48,676,573)Â		$3,433,114Â		Â		Â	Â		SharesÂ	Â	
AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â		DeficitÂ	Â		EquityÂ		Â	Â		For	the	Six	Months	Ended	June	30,	2023Â	



Â	Â		Preferred	StockÂ	Â		Common	StockÂ	Â		Additional	Paid-inÂ	Â		AccumulatedÂ	Â		Stockholdersâ€™Â		Â	Â	
SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â		DeficitÂ	Â		EquityÂ		Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â	
Â	Â	Â		Â	Â		Balance	at	December	31,	2022Â		Â	â€”Â	Â		$â€”Â	Â	-	Â	8,381,324Â	Â		$58,669Â	Â		$47,652,242Â	Â	
$(36,667,468)Â		$11,043,443Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Stock-based
compensation	expenseÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	174,041Â	Â		Â	1,218Â	Â		Â	326,650Â	Â		Â	â€”Â	Â		Â	327,868Â		Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	â€”Â	Â		Â	â€”Â	Â	
Â	â€”Â	Â		Â	(3,272,963)Â		Â	(3,272,963)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Balance	at	June
30,	2023	(unaudited)Â		Â	â€”Â	Â		$â€”Â	Â	-	Â	8,555,365Â	Â		$59,887Â	Â		$47,978,892Â	Â		$(39,940,431)Â	
$8,098,348Â		Â		Â	Â		SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â		DeficitÂ	Â		EquityÂ		Â	Â		For	the	Three
Months	Ended	June	30,	2023Â		Â	Â		Preferred	StockÂ	Â		Common	StockÂ	Â		Additional	Paid-inÂ	Â		AccumulatedÂ	Â	
Stockholdersâ€™Â		Â	Â		SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â		DeficitÂ	Â		EquityÂ		Â	Â		Â	Â	Â	
Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â		Balance	at	March	31,	2023	(unaudited)Â		Â	â€”Â	Â		$â€”Â	Â	-	Â	8,463,052Â	Â	
$59,241Â	Â		$47,809,283Â	Â		$(38,200,258)Â		$9,668,266Â		BalanceÂ		Â	â€”Â	Â		$â€”Â	Â	-	Â	8,463,052Â	Â		$59,241Â	Â	
$47,809,283Â	Â		$(38,200,258)Â		$9,668,266Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Stock-
based	compensation	expenseÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	92,313Â	Â		Â	646Â	Â		Â	169,609Â	Â		Â	â€”Â	Â		Â	170,255Â		Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ		Â	â€”Â	Â		Â	â€”Â	Â	-	Â	â€”Â	Â		Â	â€”Â	Â	
Â	â€”Â	Â		Â	(1,740,173)Â		Â	(1,740,173)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Balance	at	June
30,	2023	(unaudited)Â		Â	â€”Â	Â		$â€”Â	Â	-	Â	8,555,365Â	Â		$59,887Â	Â		$47,978,892Â	Â		$(39,940,431)Â	
$8,098,348Â		BalanceÂ		Â	â€”Â	Â		$â€”Â	Â	-	Â	8,555,365Â	Â		$59,887Â	Â		$47,978,892Â	Â		$(39,940,431)Â	
$8,098,348Â	Â	Theaccompanying	notes	are	an	integral	part	of	these	condensed	consolidated	financial	statements.Â		F-4
Â		Â	bioAffinityTechnologies,	Inc.UnauditedCondensed	Consolidated	Statements	of	Cash	Flows(unaudited)Â		Â	Â	
2024Â	Â		2023Â		Â	Â		Six	Months	Ended	June	30,Â		Â	Â		2024Â	Â		2023Â		Â	Â		Â	Â	Â		Â	Â		Cash	flows	from	operating
activitiesÂ		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ		$(4,072,094)Â		$(3,272,963)	Adjustments	to	reconcile	net	loss	to	net	cash	used	in
operating	activities:Â		Â	Â	Â	Â		Â	Â	Â		Depreciation	and	amortizationÂ		Â	300,707Â	Â		Â	43,236Â		Fair	value
adjustments	on	convertiblenotes	payableÂ		Â	Â	Â	Â		Â	Â	Â		Accretion	of	debt	issuance	costsÂ		Â	Â	Â	Â		Â	Â	Â		Stock-
based	compensation	expenseÂ		Â	569,907Â	Â		Â	327,868Â		Fair	value	of	warrants	issuedÂ		Â	Â	Â	Â		Â	Â	Â		Gain	on
extinguishment	of	debtÂ		Â	Â	Â	Â		Â	Â	Â		Changes	in	operating	assets	and	liabilities:Â		Â	Â	Â	Â		Â	Â	Â		Accounts	and
other	receivablesÂ		Â	(783,952)Â		Â	(79,743)	InventoryÂ		Â	(11,284)Â		Â	(4,561)	Prepaid	expenses	and	other	assetsÂ	
Â	63,676Â	Â		Â	251,292Â		Accounts	payableÂ		Â	243,313Â	Â		Â	(170,638)	Accrued	expensesÂ		Â	(180,718)Â		Â	(26,231)
Unearned	revenueÂ		Â	(6,923)Â		Â	42,750Â		Accrued	interestÂ		Â	Â	Â	Â		Â	Â	Â		Operating	lease	right-of-use	assetÂ	
Â	(1,032)Â		Â	â€”Â		Net	cash	used	in	operating	activitiesÂ		$(3,878,400)Â		$(2,888,990)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Cash	flows
from	investing	activitiesÂ		Â	Â	Â	Â		Â	Â	Â		Purchase	of	property	and	equipmentÂ		Â	(69,672)Â		Â	(36,175)	Acquisition,
net	of	cash	acquiredÂ		Â	Â	Â	Â		Â	Â	Â		Net	cash	used	in	investing	activitiesÂ		$(69,672)Â		$(36,175)	Â	Â		Â	Â	Â	Â		Â	Â	Â	
Cash	flows	from	financing	activitiesÂ		Â	Â	Â	Â		Â	Â	Â		Proceeds	from	issuance	of	common	stock	from	direct	offering,	net
of	underwriting	discounts,	commissions	and	offeringexpenses	of	$495,000Â		Â	2,005,000Â	Â		Â	â€”Â		Proceeds	from
exercised	stock	optionsÂ		Â	74,899Â	Â		Â	â€”Â		Proceeds	from	exercise	of	warrantsÂ		Â	147Â	Â		Â	â€”Â		Proceeds	from
issuance	of	convertible	notes	payableÂ		Â	Â	Â	Â		Â	Â	Â		Repayment	of	convertible	loan	payableÂ		Â	Â	Â	Â		Â	Â	Â	
Payment	on	loans	payableÂ		Â	â€”Â	Â		Â	(209,412)	Proceeds	from	loans	payableÂ		Â	26,872Â	Â		Â	â€”Â		Return	of
capital	from	stock	splitÂ		Â	Â	Â	Â		Â	Â	Â		Payment	of	debt	issuance	costsÂ		Â	Â	Â	Â		Â	Â	Â		Principal	repayments	on
finance	leasesÂ		Â	(179,105)Â		Â	â€”Â		Net	cash	provided	by	(used	in)	financing	activitiesÂ		$1,927,813Â	Â		$(209,412)
Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	decrease	in	cash	and	cash	equivalentsÂ		Â	(2,020,259)Â		Â	(3,134,577)	Cash	and	cash
equivalents	at	beginning	of	periodÂ		Â	2,821,570Â	Â		Â	11,413,759Â		Cash	and	cash	equivalents	at	end	of	periodÂ	
$801,311Â	Â		$8,279,182Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Supplemental	disclosures	of	cash	flow	information:Â		Â	Â	Â	Â		Â	Â	Â	
Interest	expense	paid	in	cashÂ		$45,799Â	Â		$3,015Â		Income	taxes	paid	in	cashÂ		Â	9,091Â	Â		Â	16,406Â		Noncash
investing	activities:Â		Â	Â	Â	Â		Â	Â	Â		Stock	issuance	in	connection	with	the	acquisitionÂ		Â	Â	Â	Â		Â	Â	Â		Noncash
financing	activities:Â		Â	Â	Â	Â		Â	Â	Â		Conversion	of	convertible	preferred	stock	into	common	stockÂ		Â	Â	Â	Â		Â	Â	Â	
Conversion	of	convertible	notes	payable	into	common	stockÂ		Â	Â	Â	Â		Â	Â	Â		Fair	value	of	warrants	issued	to	placement
agentsÂ		Â	Â	Â	Â		Â	Â	Â		Beneficial	conversion	feature	for	bridge	notesÂ		Â	Â	Â	Â		Â	Â	Â		Â	Theaccompanying	notes	are
an	integral	part	of	these	condensed	consolidated	financial	statements.Â		F-5	Â		Â	bioAffinityTechnologies,	Inc.NotesTo
Condensed	Consolidated	Financial	Statements(unaudited)Â	Note1.	NATURE	OF	OPERATIONS,	ORGANIZATION,	AND
BASIS	OF	PRESENTATIONÂ	Descriptionof	BusinessÂ	bioAffinityTechnologies,	Inc.,	a	Delaware	corporation	(the
â€œCompany,â€​	or	â€œbioAffinity	Technologiesâ€​),	addresses	the	needfor	noninvasive	diagnosis	of	early-stage	cancer
and	diseases	of	the	lung.	The	Company	also	is	conducting	early-stage	research	focusedon	advancing	therapeutic
discoveries	that	could	result	in	broad-spectrum	cancer	treatments.	bioAffinity	Technologies	develops
proprietarynoninvasive	diagnostic	tests	using	technology	that	identifies	cancer	cells	and	cell	populations	indicative	of	a
diseased	state	for	analysisusing	proprietary	platforms	developed	using	artificial	intelligence	(â€œAIâ€​).	The
Companyâ€™s	first	diagnostic	test,	CyPathÂ®Lung,	is	a	noninvasive	test	for	early	detection	of	lung	cancer,	the	leading
cause	of	cancer-related	deaths.	CyPathÂ®Lung	is	offered	for	sale	to	physicians	by	the	Companyâ€™s	subsidiary,
Precision	Pathology	Laboratory	Services,	LLC	(â€œPPLSâ€​).Research	and	optimization	of	the	Companyâ€™s
proprietary	platform	for	in	vitro	diagnostics	and	technologies	are	conductedin	laboratories	at	PPLS	and	The	University
of	Texas	at	San	Antonio.	The	Company	is	developing	its	platform	technologies	so	that	in	thefuture	they	will	be	able	to
detect,	monitor,	and	treat	diseases	of	the	lung	and	other	cancers.Â	OrganizationÂ	TheCompany	was	formed	on	March
26,	2014,	as	a	Delaware	corporation	with	its	corporate	offices	located	in	San	Antonio,	Texas.	On	June	15,2016,	the
Company	formed	a	wholly	owned	subsidiary,	OncoSelectÂ®	Therapeutics,	LLC,	as	a	Delaware	limited	liability
company.On	August	14,	2023,	the	Company	formed	a	wholly	owned	subsidiary,	Precision	Pathology	Laboratory
Services,	LLC	(â€œPPLSâ€​),as	a	Texas	limited	liability	company,	to	acquire	the	assets	of	Village	Oaks	Pathology
Services,	P.A.,	a	Texas	professional	associationd/b/a	Precision	Pathology	Services	(â€œVillage	Oaksâ€​),	including	the
clinical	pathology	laboratory	it	owned.Â	Basisof	PresentationÂ	Theaccompanying	unaudited	condensed	consolidated
financial	statements	have	been	prepared	in	accordance	with	generally	accepted	accountingprinciples	in	the	United
States	(â€œGAAPâ€​)	and	pursuant	to	the	rules	and	regulations	of	the	Securities	and	Exchange	Commission(the
â€œSECâ€​)	for	interim	financial	reporting.	The	condensed	consolidated	financial	statements	are	unaudited	and	in
managementâ€™sopinion	include	all	adjustments,	including	normal	recurring	adjustments	and	accruals,	necessary	for	a
fair	presentation	of	the	resultsfor	the	interim	periods	presented.	The	condensed	consolidated	balance	sheet	as	of
December	31,	2023,	was	derived	from	the	audited	consolidatedfinancial	statements	at	that	date	but	does	not	include	all
the	information	and	footnotes	required	by	GAAP.	Operating	results	for	theperiods	presented	are	not	necessarily



indicative	of	the	results	that	may	be	expected	for	the	fiscal	year	ending	December	31,	2024,	orany	future	period.	These
unaudited	condensed	consolidated	financial	statements	should	be	read	in	conjunction	with	the	audited
annualconsolidated	financial	statements	and	notes	included	in	the	Annual	Report	on	Form	10-K	for	the	year	ended
December	31,	2023,	filed	withthe	SEC	on	April	1,	2024	(the	â€œ2023	Form	10-Kâ€​).Â	Liquidityand	Capital
ResourcesÂ	Inaccordance	with	Accounting	Standards	Update	(â€œASUâ€​)	2014-15,	Presentation	of	Financial
Statements	â€“	Going	Concern(Subtopic	205-40),	the	Company	has	evaluated	whether	there	are	conditions	and	events
that	raise	substantial	doubt	about	the	Companyâ€™sability	to	continue	as	a	going	concern	for	at	least	one	year	after	the
date	the	condensed	consolidated	financial	statements	are	issued.Â	TheCompany	has	incurred	significant	losses	and
negative	cash	flows	from	operations	since	inception	and	expects	to	continue	to	incurlosses	and	negative	cash	flows	for
the	foreseeable	future.	As	a	result,	the	Company	had	an	accumulated	deficit	of	approximately$48.7	millionat	June	30,
2024.	The	Companyâ€™s	cash	and	cash	equivalents	at	June	30,	2024,	were	approximately	$0.8	million.Based	on	the
Companyâ€™s	current	expected	level	of	operating	expenditures	and	the	cash	and	cash	equivalents	on	hand	at	June
30,2024,	management	concludes	that	there	is	substantial	doubt	about	the	Companyâ€™s	ability	to	continue	as	a	going
concern	for	aperiod	of	at	least	twelve	(12)	months	subsequent	to	the	issuance	of	the	accompanying	condensed
consolidated	financial	statements.Therefore,	on	August	2,	2024,	the	Company	entered	into	warrant	agreements	to
existing	accredited	investors	to	exercise	the	currentoutstanding	warrants	and	issue	additional	warrants	in	return.	The
Company	also	entered	into	a	securities	purchase	agreement	with	aninstitutional	investor	to	purchase	common	stock
shares.	Between	the	warrant	and	purchase	agreements,	the	Company	raised	anadditional	$1.7million	in	cash,	see	Note
15.	Subsequent	Events.	However,	the	Company	may	need	to	raise	further	capital	through	the	sale	ofadditional	equity	or
debt	securities	or	other	debt	instruments,	strategic	relationships	or	grants,	or	other	arrangements	to	supportits	future
operations,	if	revenue	from	operations	does	not	significantly	increase.	If	such	funding	is	not	available	or	not	availableon
terms	acceptable	to	the	Company,	the	Companyâ€™s	current	development	plan	may	be	curtailed.	Furthermore,	an
alternativesource	of	funding	to	the	sale	of	additional	equity	or	debt	securities	is	the	exercising	of	outstanding	warrants
for	which	there	canbe	no	guarantee.	No	adjustments	have	been	made	to	the	presented	condensed	consolidated	financial
statements	as	a	result	of	thisuncertainty.Â	Note2.	SUMMARY	OF	SIGNIFICANT	ACCOUNTING	POLICIESÂ	Useof
EstimatesÂ	Thepreparation	of	condensed	consolidated	financial	statements	in	conformity	with	GAAP	requires
management	to	make	estimates	and	assumptionsthat	affect	the	reported	amounts	of	assets	and	liabilities	and	disclosure
of	contingent	assets	and	liabilities	at	the	date	of	the	condensedconsolidated	financial	statements	and	the	reported
amounts	of	revenues	and	expenses	during	the	reporting	period.	Actual	results	coulddiffer	from	those	estimates.
Significant	estimates	include	the	valuation	allowance	on	the	Companyâ€™s	deferred	tax	assets,	stock-
basedcompensation,	valuation	of	goodwill	and	intangible	assets	related	to	the	business	combination,	allowance	for
contractual	adjustmentsand	discounts	related	to	service	revenues,	and	the	useful	lives	of	fixed	assets.Â	Principlesof
ConsolidationÂ	TheCompanyâ€™s	condensed	consolidated	financial	statements	reflect	its	financial	statements,	those	of
its	wholly	owned	subsidiaries,and	certain	variable	interest	entities	where	the	Company	is	the	primary	beneficiary.	The
accompanying	condensed	consolidated	financialstatements	include	all	the	accounts	of	the	Company,	its	wholly	owned
subsidiaries,	OncoSelectÂ®	Therapeutics,	LLC	and	PPLS,and	the	variable	interest	entity,	Village	Oaks.	All	significant
intercompany	balances	and	transactions	have	been	eliminated.Â		F-6	Â		Â	Indetermining	whether	the	Company	is	the
primary	beneficiary	of	a	variable	interest	entity,	it	applies	a	qualitative	approach	that	determineswhether	it	has	both	(1)
the	power	to	direct	the	economically	significant	activities	of	the	entity	and	(2)	the	obligation	to	absorb	lossesof,	or	the
right	to	receive	benefits	from,	the	entity	that	could	potentially	be	significant	to	that	entity.	The	Company
continuouslyassesses	whether	it	is	the	primary	beneficiary	of	a	variable	interest	entity	as	changes	to	existing
relationships	or	future	transactionsmay	result	in	the	Company	consolidating	or	deconsolidating	one	or	more	of	its
collaborators	or	partners.Â	BusinessCombinationÂ	OnSeptember	18,	2023,	the	Company,	in	connection	with	the	Asset
Purchase	Agreement	it	entered	into	with	Village	Oaks	and	Roby	P.	Joyce,	M.D.,	dated	September	18,	2023,	acquired
substantially	all	the	assets	and	assumed	certain	liabilities	of	Village	Oaksin	exchange	for	total	consideration	of
$3,500,000,	which	consists	of:	(1)	$2.5	million	in	cash	paid	at	closing	and	(2)	564,972	sharesof	the	Companyâ€™s
Common	Stock	valued	at	$1	million.	The	assets	purchased	included	a	clinical	pathology	laboratory	regulated	bythe
Centers	for	Medicare	and	Medicaid	Services	(â€œCMSâ€​)	and	accredited	by	the	College	of	American	Pathologists
(â€œCAPâ€​)and	certified	under	the	Clinical	Laboratory	Improvement	Amendments	of	1988	(â€œCLIAâ€​).	The	primary
reason	for	the	acquisitionis	control	of	the	laboratory	in	which	CyPathÂ®	Lung	is	ordered	and	processed.Â	TheCompany
recognized	goodwill	of	$1,404,000	arising	from	the	acquisition.	The	acquisition	is	being	accounted	for	as	a	business
combinationin	accordance	with	ASC	805.	The	Company	has	determined	the	preliminary	fair	values	of	the	accounts
receivable,	accounts	payable,	andaccrued	expenses	that	make	up	the	majority	of	the	net	working	capital	assumed	in	the
acquisition.	These	values	are	subject	to	change,	within	a	year	of	the	acquisition	date	of	September	18,	2023,as	the
Company	performs	additional	reviews	of	its	assumptions	utilized,	and	any	future	period	adjustments	would	impact	the
consolidatedstatement	of	operations	post-acquisition.Â	Thefollowing	table	summarizes	the	purchase	price	and
preliminary	purchase	price	allocations	relating	to	the	acquisition:Â	SCHEDULEOF	PURCHASE	PRICE	AND
PRELIMINARY	PURCHASE	PRICE	ALLOCATIONS	Â	Â		Â	Â	Â		CashÂ		$2,500,000Â		Common	StockÂ		Â	1,000,000Â	
Total	purchase	considerationÂ		$3,500,000Â		AssetsÂ		Â	Â	Â		Net	working	capital	(including	cash)Â		$912,000Â	
Property	and	equipmentÂ		Â	326,000Â		Other	assetsÂ		Â	8,000Â		Customer	relationshipsÂ		Â	700,000Â		Trade	names
and	trademarksÂ		Â	150,000Â		GoodwillÂ		Â	1,404,000Â		Total	net	assetsÂ		$3,500,000Â		Â	Goodwillrepresents	the
excess	fair	value	after	the	allocation	to	the	identifiable	net	assets.	The	calculated	goodwill	is	not	deductible	for
taxpurposes.Â	Thepreliminary	purchase	price	allocations	relating	to	the	acquisition	previously	reported	in	the	Quarterly
Report	on	Form	10-Q	filed	October14,	2023,	reported	net	working	capital	of	$1,167,000	and	goodwill	of	$1,149,000.
The	amounts	have	been	updated	to	reflect	the	purchaseprice	adjustments	to	accounts	payable	and	accounts	receivable
that	existed	at	the	time	of	the	acquisition.	The	Company	incurred	and	expensed	approximately$811,000	in	acquisition
costs.Â	Forprior	year	comparative	purposes,	the	pro-forma	statement	of	operations	as	if	combined	on	January	1,	2023,
would	result	in	net	revenuesof	$3,631,208,	net	loss	of	$(3,765,983)	and	loss	per	share	of	$(0.44)	for	the	six	months
ended	June	30,	2023.Â	Cashand	Cash	EquivalentsÂ	Forthe	purpose	of	the	statement	of	cash	flows,	the	Company
considers	all	highly	liquid	investments	with	original	maturities	of	three	monthsor	less	at	the	time	of	purchase	to	be	cash
equivalents.	Cash	equivalents	are	stated	at	cost,	which	approximates	market	value,	becauseof	the	short	maturity	of
these	instruments.Â	Concentrationof	RiskÂ	TheCompany	has	significant	cash	balances	at	financial	institutions	which
throughout	the	year	regularly	exceed	the	federally	insured	limitof	$250,000.	Any	loss	incurred	or	a	lack	of	access	to
such	funds	could	have	a	significant	adverse	impact	on	the	Companyâ€™s	financialcondition,	results	of	operations,	and
cash	flow.Â	AdvertisingExpenseÂ	TheCompany	expenses	all	advertising	costs	as	incurred.	Advertising	expense	was



$131,125and	$27,741	forthe	six	months	ended	June	30,	2024	and	2023,	respectively,	and	$119,205and	$21,692	forthe
three	months	ended	June	30,	2024	and	2023,	respectively.Â	LossPer	ShareÂ	Basicloss	per	share	is	computed	by
dividing	net	loss	attributable	to	common	stockholders	by	the	weighted-average	number	of	shares	of	the
Companyâ€™sCommon	Stock	outstanding	during	the	period.	Diluted	loss	per	share	is	computed	by	dividing	net	loss
attributable	to	common	stockholdersby	the	sum	of	the	weighted-average	number	of	shares	of	Common	Stock
outstanding	during	the	period	and	the	weighted-average	number	ofdilutive	Common	Stock	equivalents	outstanding
during	the	period,	using	the	treasury	stock	method.	Dilutive	Common	Stock	equivalents	arecomprised	of	in-the-money
stock	options,	convertible	notes	payable,	and	warrants	based	on	the	average	stock	price	for	each	period	usingthe
treasury	stock	method.Â		F-7	Â		Â	Thefollowing	potentially	dilutive	securities	have	been	excluded	from	the
computations	of	weighted	average	shares	of	Common	Stock	outstandingas	of	June	30,	2024	and	2023,	as	they	would	be
anti-dilutive:Â	SCHEDULEOF	POTENTIALLY	DILUTIVE	SECURITIES	Â	Â		2024Â	Â		2023Â		Â	Â		As	of	June	30,Â		Â	Â	
2024Â	Â		2023Â		Shares	underlying	options	outstandingÂ		Â	337,810Â	Â		Â	806,392Â		Shares	underlying	warrants
outstandingÂ		Â	8,838,669Â	Â		Â	4,649,952Â		Â	Anti-dilutive	securitiesÂ		Â	9,176,479Â	Â		Â	5,456,344Â	
Â	RevenueRecognitionÂ	TheCompany	recognizes	as	revenue	the	amount	that	reflects	the	consideration	to	which	it
expects	to	be	entitled	in	exchange	for	goods	soldor	services	rendered	primarily	upon	completion	of	the	testing	process
(when	results	are	reported)	or	when	services	have	been	rendered.Â	PatientService	Fee	RevenueÂ	Netrevenues	from
patient	service	fees	accounted	for	greater	than	85%	of	the	Companyâ€™s	consolidated	net	revenues	for	the	six
monthsended	June	30,	2024,	and	are	primarily	comprised	of	a	high	volume	of	relatively	low-dollar	transactions.	The
laboratory,	which	providesclinical	testing	services	and	other	services,	satisfies	its	performance	obligation	and
recognizes	revenues	primarily	upon	completionof	the	testing	process	(when	results	are	reported)	or	when	services	have
been	rendered.	The	Company	estimates	the	amount	of	considerationit	expects	to	be	entitled	to	receive	from	payer
customer	groups	in	exchange	for	providing	services	using	the	portfolio	approach.	Theseestimates	include	the	impact	of
contractual	allowances	(including	payer	denials)	and	patient	price	concessions.	The	portfolios	determinedusing	the
portfolio	approach	consist	of	the	following	groups	of	payer	customers:	healthcare	insurers,	government	payers
(Medicare	andMedicaid	programs),	client	payers	and	self-pay.	Contracts	do	not	contain	significant	financing
components	based	on	the	typical	periodof	time	between	performance	of	services	and	collection	of
consideration.Â	Theprocess	for	estimating	revenues	and	the	ultimate	collection	of	accounts	receivable	involves
significant	judgment	and	estimation.	TheCompany	follows	a	standard	process,	which	considers	historical	denial	and
collection	experience	and	other	factors	(including	the	periodof	time	that	the	receivables	have	been	outstanding),	to
estimate	contractual	allowances	and	implicit	price	concessions,	recording	adjustmentsin	the	current	period	as	changes
in	estimates.	Further	adjustments	to	the	allowances,	based	on	actual	receipts,	may	be	recorded
uponsettlement.Â	SCHEDULEOF	REVENUE	RECOGNITION	Â	Â		2024Â	Â		2023Â		Â	Â		For	the	six	months	ended	June
30,Â		Â	Â		2024Â	Â		2023Â		Patient	service	fees1Â		$4,209,955Â	Â		$â€”Â		Histology	service	feesÂ		Â	530,053Â	Â	
Â	â€”Â		Medical	director	feesÂ		Â	33,193Â	Â		Â	â€”Â		Department	of	Defense	observational	studiesÂ		Â	6,923Â	Â	
Â	â€”Â		Other	revenues2Â		Â	23,919Â	Â		Â	20,659Â		Total	net	revenueÂ		$4,804,043Â	Â		$20,659Â		Â	Â		Â		1	Patient
services	fees	include	direct	billing	for	CyPathÂ®	Lung	diagnostic	test	of	approximately	$199,000.	Â		Â		2	Other
revenues	include	pre-acquisition	CyPathÂ®	Lung	royalty	income	and	laboratory	services.	Â	Propertyand
EquipmentÂ	Inaccordance	with	ASC	360-10,	Accounting	for	the	Impairment	of	Long-Lived	Assets,	the	Company
periodically	reviews	the	carryingvalue	of	its	long-lived	assets,	such	as	property,	equipment,	and	definite-lived	intangible
assets,	to	test	whether	current	events	orcircumstances	indicate	that	such	carrying	value	may	not	be	recoverable.	When
evaluating	assets	for	potential	impairment,	the	Companycompares	the	carrying	value	of	the	asset	to	its	estimated
undiscounted	future	cash	flows.	If	an	assetâ€™s	carrying	value	exceedssuch	estimated	cash	flows	(undiscounted	and
with	interest	charges),	the	Company	records	an	impairment	charge	for	the	difference.	TheCompany	did	not	record	any
impairment	for	the	three	and	six	months	ended	June	30,	2024,	or	fiscal	year	ended	December	31,	2023.Â	Propertyand
equipment	are	carried	at	cost,	net	of	accumulated	depreciation.	Depreciation	is	computed	using	the	straight-line
method	over	theestimated	useful	life	of	the	asset.	Amortization	of	leasehold	improvements	is	computed	using	the
shorter	of	the	lease	term	or	estimateduseful	life	of	the	asset.	Additions	and	improvements	are	capitalized,	while	repairs
and	maintenance	are	expensed	as	incurred.	Usefullives	of	each	asset	class	are	as	follows:Â	SCHEDULEOF	PROPERTY
AND	EQUIPMENT	USEFUL	LIFE	Asset	CategoryÂ		Useful	Life	Computer	equipmentÂ		3-5	years	Computer	softwareÂ		3
years	EquipmentÂ		3-5	years	Furniture	and	fixturesÂ		5-7	years	VehiclesÂ		5	years	Leasehold	improvementsÂ		Lesser	of
lease	term	or	useful	life	Â		F-8	Â		Â	IntangibleAssetsÂ	Intangibleassets,	net	of	accumulated	amortization,	and	goodwill
are	summarized	as	follows	as	of	June	30,	2024:Â	SCHEDULEOF	INTANGIBLE	ASSETS	ADJUSTMENTS	DescriptionÂ	
Date	AcquiredÂ		Useful	LifeÂ		CostÂ	Â		AmortizationÂ	Â		NetÂ		GoodwillÂ		9/18/2023Â		Â	Â		$1,404,486Â	Â		$â€”Â	Â	
$1,404,486Â		Trade	names	and	trademarksÂ		9/18/2023Â		18	yearsÂ		Â	150,000Â	Â		Â	(6,527)Â		Â	143,473Â		Customer
relationshipsÂ		9/18/2023Â		14	yearsÂ		Â	700,000Â	Â		Â	(39,167)Â		Â	660,833Â		Total	intangible	assets,	netÂ		Â	Â		Â	Â	
$2,254,486Â	Â		$(45,694)Â		$2,298,792Â		Â	TheCompany	incurred	amortization	of	intangible	assets	of	$29,167and
$0for	the	six	months	ended	June	30,	2024	and	2023,	respectively,	and	$14,538and	$0for	the	three	months	ended	June
30,	2024	and	2023,	respectively.Â	RecentAccounting	PronouncementsÂ	TheCompany	continues	to	monitor	new
accounting	pronouncements	issued	by	the	Financial	Accounting	Standards	Board	(â€œFASBâ€​)	anddoes	not	believe
any	accounting	pronouncements	issued	through	the	date	of	this	Quarterly	Report	will	have	a	material	impact	on	the
Companyâ€™scondensed	consolidated	financial	statements.Â	TheCompany	adopted	FASB	issued	Accounting	Standards
Update	(ASU)	No.	2023-07,	Segment	Reporting	(Topic	280):	Improvements	to	ReportableSegment	Disclosures	on
December	31,	2023.	The	Company	used	the	five	steps	to	ASC	280	to	evaluate	what,	if	any,	segment	reporting	wouldbe
beneficial	for	shareholders.	These	five	steps	included:	1)	evaluate	operating	segments	for	aggregation,	2)	perform
quantitative	thresholdtests,	3)	evaluate	remaining	operating	segments	for	aggregation,	4)	ensure	that	75%	of	revenue	is
reported,	and	5)	consider	practicallimit.	Based	on	the	analysis	above	against	those	five	steps,	management	concludes
that	segment	reporting	is	required	for	two	segmentoperations:	1)	diagnostic	R&D	and	2)	laboratory
services.Â	SegmentInformationÂ	TheCompany	is	organized	in	two	operating	segments,	Diagnostic	Research	and
Development	(â€œR&Dâ€​)	and	Laboratory	Services,	whereby	its	chiefoperating	decision	maker	(â€œCODMâ€​)
assesses	the	performance	of	and	allocates	resources.	The	CODM	is	the	Chief	Executive	Officer.Diagnostic	R&D	includes
research	and	development	and	clinical	development	on	diagnostic	tests.	Any	revenues	assigned	to	DiagnosticR&D	are
proceeds	received	from	observational	studies.	Laboratory	services	include	all	the	operations	from	Village	Oaks	and
PPLS	inaddition	to	sales	and	marketing	costs	of	CyPathÂ®	Lung	from	bioAffinity	Technologies.Â	SCHEDULEOF
SEGMENT	INFORMATION	Â	Â		2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Â	Â		Three	months	ended	June	30,Â	Â		Six	months
ended	June	30,Â		Â	Â		2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Net	revenue:Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Diagnostic



R&DÂ		$4,038Â	Â		$â€”Â	Â		$6,923Â	Â		$â€”Â		Laboratory	services	1Â		Â	2,393,614Â	Â		Â	19,738Â	Â		Â	4,797,120Â	Â	
Â	20,659Â		Total	net	revenueÂ		Â	2,397,652Â	Â		Â	19,738Â	Â		Â	4,804,043Â	Â		Â	20,659Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â		Operating	expenses:Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Diagnostic	R&DÂ		Â	(453,895)Â		Â	(370,384)Â	
Â	(896,494)Â		Â	(759,629)	Laboratory	servicesÂ		Â	(2,535,285)Â		Â	(1,235)Â		Â	(5,272,284)Â		Â	(1,322)	General
corporate	activitiesÂ		Â	(1,496,270)Â		Â	(1,426,469)Â		Â	(2,668,293)Â		Â	(2,596,028)	Total	operating	lossÂ	
Â	(2,087,798)Â		Â	(1,778,350)Â		Â	(4,033,028)Â		Â	(3,336,320)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Non-operating
income	(expense),	netÂ		Â	(17,062)Â		Â	42,764Â	Â		Â	(29,975)Â		Â	79,763Â		Net	loss	before	income	tax	expenseÂ	
Â	(2,104,860)Â		Â	(1,735,586)Â		Â	(4,063,003)Â		Â	(3,256,557)	Income	tax	expenseÂ		Â	(5,419)Â		Â	(4,587)Â		Â	(9,091)Â	
Â	(16,406)	Net	lossÂ		$(2,110,279)Â		$(1,740,173)Â		$(4,072,094)Â		$(3,272,963)	Â		1	The	majority	of	the	increase
versus	the	prior	year	is	from	the	acquisition	of	Precision	Pathology	Laboratories	Services,	LLC	on	September	18,	2023.
Â		F-9	Â		Â	Researchand	DevelopmentÂ	Researchand	development	costs	are	charged	to	expense	as	incurred.	The
Companyâ€™s	research	and	development	expenses	consist	primarily	ofexpenditures	for	lab	operations,	preclinical
studies,	compensation,	and	consulting	costs.Â	TheCompany	incurred	research	and	development	expenses	of
$796,072and	$704,741for	the	six	months	ended	June	30,	2024	and	2023,	respectively,	and	$402,433and	$335,125for
the	three	months	ended	June	30,	2024	and	2023,	respectively.Â	AccruedResearch	and	Development
CostsÂ	TheCompany	records	accrued	liabilities	for	estimated	costs	of	research	and	development	activities	conducted	by
service	providers,	whichinclude	preclinical	studies.	The	Company	records	the	estimated	costs	of	research	and
development	activities	based	upon	the	estimatedamount	of	services	provided	but	not	yet	invoiced	and	includes	these
costs	in	accrued	expenses	in	the	accompanying	condensed	consolidatedbalance	sheets	and	within	research	and
development	expense	in	the	accompanying	condensed	consolidated	statements	of	operations.Â	TheCompany	accrues	for
these	costs	based	on	factors	such	as	estimates	of	the	work	completed	and	in	accordance	with	agreements
establishedwith	service	providers.	The	Company	makes	significant	judgments	and	estimates	in	determining	the	accrued
expenses	balance	in	each	reportingperiod.	As	actual	costs	become	known,	the	Company	adjusts	its	accrued	liabilities.
The	Company	has	not	experienced	any	material	differencesbetween	accrued	costs	and	actual	costs	incurred	since	its
inception.Â	RegulatoryMattersÂ	Regulationsimposed	by	federal,	state,	and	local	authorities	in	the	United	States
(â€œU.S.â€​)	are	a	significant	factor	in	providing	medicalcare.	In	the	U.S.,	drugs,	biological	products,	and	medical
devices	are	regulated	by	the	Federal	Food,	Drug,	and	Cosmetic	Act	(â€œFDCAâ€​),which	is	administered	by	the	Food
and	Drug	Administration	(â€œFDAâ€​)	and	the	CMS.	The	Company	has	not	yet	obtained	marketingauthorization	from
the	FDA	but	is	able	to	market	its	CyPathÂ®	Lung	test	as	a	laboratory	developed	test	(â€œLTDâ€​)sold	by	Precision
Pathology	Laboratory	Services,	a	CAP-accredited,	CLIA-certified	clinical	pathology	laboratory	and	wholly	owned
subsidiary.Â	Note3.	ACCOUNTS	AND	OTHER	RECEIVABLES,	NETÂ	Thefollowing	is	a	summary	of	accounts	receivables
and	other:Â	SCHEDULEOF	ACCOUNTS	RECEIVABLE	AND	OTHER	Â	Â		June	30,	2024Â	Â		December	31,	2023Â	
Patient	service	feesÂ		$1,279,413Â	Â		$657,717Â		Histology	service	feesÂ		Â	193,810Â	Â		Â	121,301Â		Medical	director
feesÂ		Â	3,040Â	Â		Â	3,103Â		Other	receivablesÂ		Â	119,363Â	Â		Â	29,553Â		Total	accounts	and	other	receivables,	netÂ	
$1,595,626Â	Â		$811,674Â		Â	Note4.	PREPAID	EXPENSES	AND	OTHER	CURRENT	ASSETSÂ	Prepaidexpenses	and
other	current	assets	are	summarized	below:Â	SCHEDULEOF	PREPAID	EXPENSES	AND	OTHER	CURRENT	ASSETS
Â	Â		June	30,	2024Â	Â		December	31,	2023Â		Â	Â		Â	Â	Â		Â	Â		Prepaid	insuranceÂ		$77,427Â	Â		$171,855Â		Legal	and
professionalÂ		Â	50,304Â	Â		Â	24,476Â		OtherÂ		Â	125,995Â	Â		Â	124,686Â		Total	prepaid	expenses	and	other	current
assetsÂ		$253,726Â	Â		$321,017Â		Â		F-10	Â		Â	Note5.	PROPERTY	AND	EQUIPMENT,	NETÂ	Propertyand	equipment
are	summarized	below:Â	SCHEDULE	OF	PROPERTY	AND	EQUIPMENT	Â	Â		June	30,	2024Â	Â		December	31,	2023Â	
Â	Â		Â	Â	Â		Â	Â		Lab	equipmentÂ		$662,747Â	Â		$647,214Â		Computers	and	softwareÂ		Â	81,433Â	Â		Â	68,682Â	
Leasehold	improvementsÂ		Â	9,941Â	Â		Â	9,941Â		VehiclesÂ		Â	148,103Â	Â		Â	105,919Â		Property	and	equipment,
grossÂ		Â	902,224Â	Â		Â	831,756Â		Accumulated	depreciationÂ		Â	(452,974)Â		Â	(373,123)	Total	property	and
equipment,	netÂ		$449,250Â	Â		$458,633Â		Â	Depreciationexpense	was	$79,054and	$41,000	for	thesix	months	ended
June	30,	2024	and	2023,	respectively,	and	$40,243and	$21,000	for	thethree	months	ended	June	30,	2024	and	2023,
respectively.Â	Note6.	ACCRUED	EXPENSESÂ	Accruedexpenses	are	summarized	below:Â	SCHEDULE	OF	ACCRUED
EXPENSES	Â	Â		June	30,	2024Â	Â		December	31,	2023Â		Â	Â		Â	Â	Â		Â	Â		CompensationÂ		$749,709Â	Â		$857,037Â	
Legal	and	professionalÂ		Â	162,318Â	Â		Â	257,926Â		ClinicalÂ		Â	55,315Â	Â		Â	15,350Â		OtherÂ		Â	1,751Â	Â		Â	19,498Â	
Total	accrued	expensesÂ		$969,093Â	Â		$1,149,811Â		Â	Note7.	UNEARNED	REVENUEÂ	TheCompany	engaged	in	an
observational	study	of	CyPathÂ®	Lung	with	the	U.S.	Department	of	Defense	(â€œDODâ€​).	A	totalof	70	CyPathÂ®	Lung
units	were	ordered	and	shipped.	However,	in	compliance	with	FASB	ASC	606,	the	performance	obligationwas	complete
for	only	37	units	as	of	June	30,	2024.	The	performance	obligation	is	deemed	complete	after	samples	have	been
collected,processed,	analyzed,	and	results	communicated	to	patients.	The	unearned	revenue	balance	amounted	to
$26,135	and	$33,058	as	of	June	30,2024,	and	December	31,	2023,	respectively.Â	Note8.	FAIR	VALUE
MEASUREMENTSÂ	TheCompany	analyzes	all	financial	instruments	with	features	of	both	liabilities	and	equity	under
the	FASB	accounting	standard	for	such	instruments.Under	this	standard,	financial	assets	and	liabilities	are	classified	in
their	entirety	based	on	the	lowest	level	of	input	that	is	significantto	the	fair	value	measurement.Â	Theestimated	fair
value	of	certain	financial	instruments,	including	cash	and	cash	equivalents,	accounts	and	other	receivables,	prepaid
andother	current	assets,	accounts	payable,	accrued	expenses,	and	loan	payable,	are	carried	at	historical	cost	basis,
which	approximatestheir	fair	values	because	of	the	short-term	nature	of	these	instruments.Â	Note9.
LEASESÂ	TheCompany	has	one	operating	lease	for	its	real	estate	and	office	space	for	the	CAP/CLIA	laboratory,	as	well
as	multiple	finance	leasesfor	lab	equipment	in	Texas	that	were	acquired	through	the	September	18,	2023	acquisition.
The	operating	lease	has	a	remaining	leaseterm	of	3.08	years	as	of	June	30,	2024.	The	Company	has	finance	leases
consisting	of	office	and	lab	equipment	with	remaining	lease	termsranging	from	approximately	1.75	to	3.50	years	as	of
June	30,	2024,	for	which	the	Company	has	determined	that	it	will	use	the	equipmentfor	a	major	part	of	its	remaining
economic	life.Â	Thelease	agreements	generally	do	not	provide	an	implicit	borrowing	rate.	Therefore,	the	Company	used
a	benchmark	approach	as	of	September18,	2023,	to	derive	an	appropriate	incremental	borrowing	rate	to	discount
remaining	lease	payments.	The	Company	benchmarked	itself	againstother	companies	of	similar	credit	ratings	and
comparable	quality	and	derived	imputed	interest	rates	ranging	from	8.02%	to	8.07%	for	thelease	term
lengths.Â	Leaseswith	an	initial	term	of	12	months	or	less	are	not	recorded	on	the	balance	sheet.	There	are	no	material
residual	guarantees	associatedwith	any	of	the	Companyâ€™s	leases,	and	there	are	no	significant	restrictions	or
covenants	included	in	the	Companyâ€™s	leaseagreements.	Certain	leases	include	variable	payments	related	to	common
area	maintenance	and	property	taxes,	which	are	billed	by	the	landlord,as	is	customary	with	these	types	of	charges	for
office	space.	The	Company	has	not	entered	into	any	lease	arrangements	with	related	parties,and	the	Company	is	not
the	sublessor	in	any	arrangement.Â	TheCompanyâ€™s	existing	leases	contain	escalation	clauses	and	renewal	options.



The	Company	has	evaluated	several	factors	in	assessingwhether	there	is	reasonable	certainty	that	the	Company	will
exercise	a	contractual	renewal	option.	For	leases	with	renewal	options	thatare	reasonably	certain	to	be	exercised,	the
Company	included	the	renewal	term	in	the	total	lease	term	used	in	calculating	the	right-of-useasset	and	lease	liability.Â	
F-11	Â		Â	Thecomponents	of	lease	expense,	which	are	included	in	selling,	general	and	administrative	expense	and
depreciation	and	amortization	forthe	six	months	ended	June	30,	2024	and	2023,	are	as	follows:Â	SCHEDULE	OF
COMPONENTS	OF	LEASE	EXPENSE	Â	Â		2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Â	Â		Three	months	ended	June	30,Â	Â	
Six	months	ended	June	30,Â		Â	Â		2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Amortization	of	right-of-use	asset	-	finance
leaseÂ		$96,243Â	Â		$â€”Â	Â		$192,486Â	Â		$â€”Â		Interest	on	lease	liabilities	-	finance	leaseÂ		Â	22,235Â	Â		Â	â€”Â	Â	
Â	45,785Â	Â		Â	â€”Â		Operating	lease	costÂ		Â	29,916Â	Â		Â	â€”Â	Â		Â	59,831Â	Â		Â	â€”Â		Total	lease	costÂ	
$148,394Â	Â		$â€”Â	Â		$298,102Â	Â		$â€”Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Cash	paid	for	amounts	included	in
the	measurement	of	lease	liabilities:Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Operating	cash	flows	from	finance	leasesÂ	
$(88,665)Â		$â€”Â	Â		$(179,105)Â		$â€”Â		Operating	cash	flows	from	operating	leasesÂ		Â	(516)Â		Â	â€”Â	Â		Â	(1,032)Â	
Â	â€”Â		Â	Supplementalbalance	sheet	information	relating	to	leases	was	as	follows	as	of	June	30,	2024,	and	December
31,	2023:Â	SCHEDULE	OF	BALANCE	SHEET	INFORMATION	RELATING	TO	LEASES	Operating	leases:Â		June	30,
2024Â	Â		December	31,	2023Â		Operating	lease	right-of-use	assetÂ		$324,942Â	Â		$370,312Â		Operating	lease	liability,
currentÂ		$98,593Â	Â		$94,708Â		Operating	lease	liability,	long-termÂ		$232,714Â	Â		$283,001Â		Â		Finance	leases:Â	
June	30,	2024Â	Â		December	31,	2023Â		Finance	lease	right-of-use	asset,	grossÂ		$1,294,168Â	Â		$1,294,168Â	
Accumulated	amortizationÂ		Â	(320,810)Â		Â	(128,324)	Finance	lease	right-of-use	asset,	netÂ		$973,358Â	Â	
$1,165,844Â		Finance	lease	liability,	current	portionÂ		$380,259Â	Â		$365,463Â		Finance	lease	liability,	long-termÂ	
Â	641,566Â	Â		Â	835,467Â		Total	finance	lease	liabilitiesÂ		$1,021,825Â	Â		$1,200,930Â		Â		Weighted-average	remaining
lease	term:Â		June	30,	2024Â	Â		December	31,	2023Â		Operating	leases	(in	years)Â		Â	3.08Â	Â		Â	3.58Â		Finance	leases
(in	years)Â		Â	2.82Â	Â		Â	3.25Â		Â		Weighted-average	discount	rate:Â		June	30,	2024Â	Â		December	31,	2023Â	
Operating	leasesÂ		Â	8.07%Â		Â	8.07%	Finance	leasesÂ		Â	8.02%Â		Â	8.01%	Â	Futureminimum	lease	payments	under
non-cancellable	lease	as	of	June	30,	2024,	are	as	follows:Â	SCHEDULE	OF	FUTURE	MINIMUM	LEASE	PAYMENT
UNDER	NON-CANCELLABLE	Â	Â		Operating	LeasesÂ	Â		Finance	LeasesÂ		Remaining	for	2024Â		$60,863Â	Â	
$224,252Â		2025Â		Â	121,726Â	Â		Â	448,505Â		2026Â		Â	121,726Â	Â		Â	270,395Â		Â	Â		Â	121,726Â	Â		Â	270,395Â		2027
and	thereafterÂ		Â	71,007Â	Â		Â	202,970Â		Â	Â		Â	71,007Â	Â		Â	202,970Â		Total	undiscounted	cash	flowsÂ	
Â	375,322Â	Â		Â	1,146,122Â		Less	discountingÂ		Â	(44,015)Â		Â	(124,297)	Present	value	of	lease	liabilitiesÂ	
$331,307Â	Â		$1,021,825Â		Â		F-12	Â		Â	Note10.	NOTES	PAYABLEÂ	ToyotaCorolla	-	2024Â	OnMarch	18,	2024,	the
Company	entered	into	a	Finance	Agreement	to	purchase	a	2024	Toyota	Corolla	for	$33,620	with	a	maturity	date	of
February18,	2030.	The	loan	bears	fixed	interest	at	a	rate	of	5.99%	per	annum,	with	monthly	payments	of	$467,	which	is
comprised	of	principaland	interest.	This	loan	is	collateralized	by	the	underlying	vehicle.	The	balance	of	this	loan	as	of
June	30,	2024,	and	December	31,	2023,is	$26,872	and	$0,	respectively.	The	current	portion	of	the	balance	of	this	loan
as	of	June	30,	2024,	and	December	31,	2023,	is	$4,106and	$0,	respectively.Â	Note11.	COMMITMENTS	AND
CONTINGENCIESÂ	OperatingLeasesÂ	Inaddition	to	the	operating	lease	listed	in	Note	9,	the	Company	leases	its
corporate	offices	under	a	month-to-month	agreement	andleases	laboratory	and	additional	office	space	under	an
operating	lease	that	is	renewable	annually	by	written	notice	by	the	Companyand	will	require	renewal	in	September
2024.	Rent	expense	for	office	and	lab	space	amounted	to	approximately	$60,000and	$53,000	for	the	sixmonths	ended
June	30,	2024	and	2023,	respectively,	and	$31,000and	$26,000	for	the	threemonths	ended	June	30,	2024,	and	2023,
respectively.Â	LegalMattersÂ	Fromtime	to	time,	the	Company	is	involved	in	various	disputes	and	litigation	matters	that
arise	in	the	ordinary	course	of	business.	To	date,the	Company	has	no	material	pending	legal	proceedings.Â	Note12.
COMMON	STOCKÂ	CommonStockÂ	TheCompany	has	authorized	a	total	of	100,000,000	sharesof	Common	Stock,
$0.007	parvalue	per	share.	On	June	4,	2024,	the	Company	received	stockholder	approval	to	increase	the	number	of
authorized	shares	of	CommonStock	from	25,000,000shares	to	100,000,000shares	and	on	June	5,	2024,	the	Company
filed	an	amendment	to	its	Certificate	of	Incorporation	with	the	Secretary	of	State	of	theState	of	Delaware	to	effect	the
increase.	The	Company	has	issued	11,752,178	sharesof	Common	Stock,	of	which	265,132	areunvested	restricted	stock
awards	as	of	June	30,	2024,	and	9,505,255	sharesof	Common	Stock,	of	which	110,645	areunvested	restricted	stock
awards	as	of	December	31,	2023.Â	Note13.	STOCK-BASED	COMPENSATIONÂ	TheCompany	granted	options	and
restricted	stock	awards	under	its	2014	Equity	Incentive	Plan	(the	â€œ2014	Planâ€​).	Under	the2014	Plan,	the	Company
is	authorized	to	grant	options	or	restricted	stock	for	up	to	2,000,000shares	of	Common	Stock.	On	June	6,	2023,	the
Company	received	stockholder	approval	to	increase	the	number	of	authorized	shares	from	1,142,857to
2,000,000.Options	or	restricted	stock	awards	may	be	granted	to	employees,	the	Companyâ€™s	board	of	directors,	and
external	consultants	whoprovide	services	to	the	Company.	Options	and	restricted	stock	awards	granted	under	the	2014
Plan	have	vesting	schedules	with	termsof	one	to	three	years	and	become	fully	exercisable	based	on	specific	terms
imposed	at	the	date	of	grant.	The	2014	Plan	expiredaccording	to	the	respective	10-year	term	of	the	2014	Plan	in	March
2024.	A	new	2024	Incentive	Compensation	Plan	(the	â€œ2024Planâ€​)	was	approved	at	the	Annual	Meeting	of
Shareholders	on	June	4,	2024.Â	TheCompany	has	recorded	stock-based	compensation	expense	related	to	the	issuance
of	restricted	stock	awards	in	the	following	line	itemsin	the	accompanying	condensed	consolidated	statements	of
operations:Â	SUMMARY	OF	STOCK-BASED	COMPENSATION	EXPENSE	RECOGNIZED	FOR	STOCK	OPTION	AWARDS
Â	Â		2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Â	Â		Three	Months	Ended	June	30,Â	Â		Six	Months	Ended	June	30,Â		Â	Â	
2024Â	Â		2023Â	Â		2024Â	Â		2023Â		Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â		Research	and	developmentÂ		$35,345Â	Â	
$10,620Â	Â		$57,227Â	Â		$21,889Â		General	and	administrativeÂ		Â	251,949Â	Â		Â	159,634Â	Â		Â	512,680Â	Â	
Â	305,979Â		Total	stock-based	compensation	expenseÂ		$287,294Â	Â		$170,254Â	Â		$569,907Â	Â		$327,868Â	
Â	Thefollowing	table	summarizes	stock	option	activity	under	the	2014	and	2024	Plan:Â	SUMMARY	OF	OPTION
ACTIVITY	Â	Â		Number	of	optionsÂ	Â		Weighted-average	exercise	priceÂ	Â		Weighted-average	remaining	contractual
term	(in	years)Â	Â		Aggregate	intrinsic	valueÂ		Outstanding	at	December	31,	2023Â		Â	683,695Â	Â		$3.99Â	Â		Â	2.9Â	Â	
Â	158,332Â		GrantedÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	Â	Â	Â		Â	Â	Â		ExercisedÂ		Â	(208,031)Â		Â	1.16Â	Â		Â	Â	Â	Â		Â	Â	Â	
ForfeitedÂ		Â	(137,854)Â		Â	1.16Â	Â		Â	Â	Â	Â		Â	Â	Â		Outstanding	at	June	30,	2024Â		Â	337,810Â	Â		$6.88Â	Â	
Â	5.08Â	Â		Â	â€”Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Vested	and	exercisable	at	June	30,	2024Â		Â	337,612Â	Â	
$6.88Â	Â		Â	5.08Â	Â		Â	â€”Â	Â		Â		F-13	Â		Â	Asof	June	30,	2024,	there	was	no	unrecognized	compensation	cost	related
to	non-vested	stock	options.Â	Duringthe	six	months	ended	June	30,	2024,	208,031options	were	exercised	at	an	exercise
price	of	$1.155,of	which	143,183options	were	from	a	cashless	exercise,	and	137,854options	were	forfeited	due	to	a
cashless	exercise.Â	Thefollowing	table	summarizes	restricted	stock	award	activity	under	the	2014	and	2024
Plan:Â	SUMMARY	OF	RESTRICTED	STOCK	AWARD	Â	Â		Number	of	restricted	stock	awards	(RSA)Â	Â		Weighted-
average	grant	priceÂ	Â		FMV	on	grant	dateÂ	Â		Vested	number	of	RSAÂ	Â		Unvested	number	of	RSAÂ		Balance	at



December	31,	2023Â		Â	540,967Â	Â		$2.24Â	Â		$1,209,391Â	Â		Â	447,905Â	Â		Â	93,062Â		GrantedÂ		Â	419,756Â	Â	
Â	1.66Â	Â		Â	698,655Â	Â		Â	266,774Â	Â		Â	152,982Â		ForfeitedÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	
Balance	at	June	30,	2024Â		Â	960,723Â	Â		$1.99Â	Â		$1,908,046Â	Â		Â	714,679Â	Â		Â	246,044Â		Â	Duringthe	three
months	ended	June	30,	2024,	the	Company	issued	restricted	stock	awards	(â€œRSAsâ€​)	for	419,756	shares	of	Common
Stockto	employees,	non-employees,	and	the	board	of	directors.	The	shares	vest	in	equal	monthly	installments	over
terms	of	between	immediatelyup	to	three	years,	subject	to	the	employees	and	non-employees	providing	continuous
service	through	the	vesting	date.	During	the	threemonths	ended	June	30,	2024,	6,846	shares	vested	from	RSAs	granted
prior	to	January	1,	2024,	and	266,774	shares	vested	from	RSAs	grantedduring	the	six	months	ended	June	30,
2024.Â	Note14.	WARRANTSÂ	TheCompanyâ€™s	outstanding	Common	Stock	warrants	are	equity	classified.	As	of	June
30,	2024,	and	December	31,	2023,	the	Company	had8,838,717	and	4,649,952	warrants	outstanding	to	purchase	one
share	of	the	Companyâ€™s	Common	Stock	for	each	warrant	at	a	weightedaverage	exercise	price	of	$3.53	and	expire	at
various	dates	through	March	2029.	During	the	six	months	ended	June	30,	2024,	48	warrantswere	exercised	into	an
equivalent	number	of	Common	Shares	as	compared	to	zero	warrants	being	exercised	during	the	six	months	ended
June30,	2023.Â	OnMarch	8,	2024,	the	Company	issued	to	certain	investors	(i)	in	a	registered	direct	offering,	1,600,000
shares	of	the	Companyâ€™s	CommonStock	and	(ii)	in	a	concurrent	private	placement,	warrants	to	purchase	an
aggregate	of	1,600,000	shares	of	Common	Stock,	with	an	exerciseprice	of	$1.64	(collectively,	the	â€œTransactionâ€​),
which	Transaction	constitutes	a	Dilutive	Issuance	under	the	terms	of	thewarrants.	In	addition,	the	placement	agent	was
granted	warrants	to	purchase	32,000	shares	of	Common	Stock,	with	an	exercise	price	of$1.64.Â	The	following	table
summarizes	the	calculatedaggregate	fair	values	for	the	warrant	derivative	liability	using	the	Black-Scholes	method
based	on	the	following	assumptions	for	theMarch	8,	2024	Direct	Offering:Â	SUMMARYOF	AGGREGATE	FAIR	VALUES
FOR	THE	WARRANT	DERIVATIVE	LIABILITYÂ		Exercise	price	per	share	of	warrantÂ		$1.64Â		Fair	market	closing	price
per	share	of	Common	StockÂ		$1.56Â		VolatilityÂ		Â	132%	Expected	term	(years)Â		Â	5Â		Risk-free	interest	rateÂ	
Â	4.06%	Dividend	yieldÂ		Â	0%	Â	Section3(b)	of	the	Warrant	Agreement	executed	during	the	IPO	in	September	2022
provides	that	in	the	event	of	a	Dilutive	Issuance,	the	exerciseprice	of	the	warrants	shall	be	reduced	and	only	reduced	to
equal	the	effective	price	per	share	of	the	Dilutive	Issuance	(the	â€œBaseShare	Priceâ€​),	and	the	number	of	warrant
shares	issuable	thereunder	shall	be	increased	such	that	the	aggregate	exercise	price	payablepursuant	to	the	warrant,
after	taking	into	account	the	decrease	in	the	exercise	price,	shall	be	equal	to	the	aggregate	exercise	priceprior	to	such
adjustment,	provided	that	the	Base	Share	Price	shall	not	be	less	than	$3.0625	(50%	of	the	public	offering	price	of
theUnits	sold	in	the	Companyâ€™s	IPO)	(subject	to	adjustment	for	reverse	and	forward	stock	splits,	recapitalizations,
and	similar	transactions).Â	Theeffect	of	the	Transaction	was	such	that	the	exercise	price	of	the	warrants	was	reduced	to
$3.0625	per	share.	The	new	number	of	warrantshares	was	calculated	by	dividing	(x)	the	number	of	warrant	shares
underlying	the	warrant	immediately	prior	to	the	Transaction	multipliedby	the	exercise	price	in	effect	immediately	prior
to	the	Transaction,	by	(y)	$3.0625.	The	calculations	was	made	to	the	nearest	centor	the	nearest	1/100th	of	a
share.Â	Asof	June	30,	2024,	and	prior	to	the	Transaction,	there	were	tradeable	warrants	to	purchase	up	to	an	aggregate
of	1,601,259	shares	of	CommonStock	outstanding	and	non-tradeable	warrants	to	purchase	an	aggregate	of	up	to
2,704,506	shares	of	Common	Stock	outstanding.Â	SCHEDULE	OF	CLASS	OF	WARRANT	Â	Â		Number	of	warrants
issuedÂ	Â		Weighted-average	exercise	priceÂ	Â		Number	of	warrants	exercisedÂ	Â		Number	of	warrants	outstandingÂ	
Pre-IPO	convertible	notesÂ		Â	2,900,904Â	Â		$5.31Â	Â		Â	â€”Â	Â		Â	2,900,904Â		IPO	tradeableÂ		Â	2,326,834Â	Â	
Â	3.06Â	Â		Â	(725,576)Â		Â	1,601,259Â		IPO	non-tradeableÂ		Â	3,015,464Â	Â		Â	3.06Â	Â		Â	(310,958)Â		Â	2,704,506Â	
Direct	offering	March	8,	2024Â		Â	1,600,000Â	Â		Â	1.64Â	Â		Â	â€”Â	Â		Â	1,600,000Â		Placement	agent	direct	offering
March	8,	2024Â		Â	32,000Â	Â		Â	1.64Â	Â		Â	â€”Â	Â		Â	32,000Â		Balance	at	June	30,	2024Â		Â	9,875,202Â	Â		$3.53Â	Â	
Â	(1,036,534)Â		Â	8,838,669Â		Â	Note15.	SUBSEQUENT	EVENTSÂ	OnAugust	2,	2024,	the	Company	entered	into
warrant	exercise	agreements	with	three	existing	accredited	investors	to	exercise	certain	outstandingwarrants	to
purchase	an	aggregate	of	1,041,667of	the	Companyâ€™s	shares	of	Common	Stock(the	â€œExisting	Warrantsâ€​).	In
consideration	for	the	immediate	exercise	in	full	of	the	Existing	Warrants	for	gross	cash	proceedsof	approximately
$1,302,083,the	exercising	holders	received	in	a	private	placement	new	unregistered	warrants	(the	â€œNew
Warrantsâ€​)	to	purchase	up	to	anaggregate	of	1,302,082shares	of	Common	Stock	(equalto	125%	of	the	shares	of
Common	Stock	issued	in	connection	with	the	exercise	of	the	Existing	Warrants)with	an	exercise	price	of	$1.50per	share
and	are	initially	exercisable	on	thedate	that	stockholder	approval	of	the	exercise	of	the	New	Warrants	is	obtained	and
will	expire	fiveyears	from	the	date	of	such	approval.	In	connectionwith	the	exercise	of	the	Existing	Warrants,	the
Company	agreed	to	reduce	the	exercise	price	of	the	Existing	Warrants	from	$1.64to	$1.25per	share.	The	exercise	of	the
Existing	Warrantsand	the	issuance	of	the	New	Warrants	occurred	on	August	5,	2024.Â	On	August	2,	2024,	the	Company
alsoentered	into	a	securities	purchase	agreement	(the	â€œPurchase	Agreementâ€​)	with	an	institutional	investor	(the
â€œPurchaserâ€​),pursuant	to	which	the	Company	issued	to	the	Purchaser,	(i)	in	a	registered	direct	offering,	360,000
shares	of	Common	Stock,	and	(ii)	ina	concurrent	private	placement,	warrants	(the	â€œPrivate	Warrantsâ€​)	to	purchase
an	aggregate	of	450,000	shares	of	Common	Stock(the	â€œPrivate	Warrant	Sharesâ€​),	with	an	exercise	price	of	$1.50
(collectively,	the	â€œOfferingâ€​).	The	Company	receivedaggregate	gross	proceeds	from	the	Offering	of	approximately
$450,000,	before	deducting	fees	payable	to	the	placement	agent	and	other	estimatedoffering	expenses	payable	by	the
Company.Â		F-14	Â		Â	Reportof	Independent	Registered	Public	Accounting	FirmÂ	Tothe	Stockholders	and	Board	of
Directors	of	bioAffinity	Technologies,	Inc.:Â	Opinionon	the	Consolidated	Financial	StatementsÂ	Wehave	audited	the
accompanying	consolidated	balance	sheets	of	bioAffinity	Technologies,	Inc.	(the	â€œCompanyâ€​)	as	of	December31,
2023	and	2022,	the	related	consolidated	statements	of	operations,	changes	in	stockholdersâ€™	equity,	and	cash	flows,
for	eachof	the	two	years	in	the	period	ended	December	31,	2023,	and	the	related	notes	(collectively	referred	to	as	the
â€œconsolidated	financialstatementsâ€​).	In	our	opinion,	the	consolidated	financial	statements	present	fairly,	in	all
material	respects,	the	consolidatedfinancial	position	of	the	Company	as	of	December	31,	2023	and	2022	and	the
consolidated	results	of	its	operations	and	its	cash	flowsfor	each	of	the	two	years	in	the	period	ended	December	31,
2023,	in	conformity	with	accounting	principles	generally	accepted	in	the	UnitedStates	of
America.Â	GoingConcernÂ	Theaccompanying	consolidated	financial	statements	have	been	prepared	assuming	that	the
entity	will	continue	as	a	going	concern.	As	discussedin	Note	1	to	the	consolidated	financial	statements,	the	entity	has
incurred	recurring	losses	from	operations	and	expects	to	continueto	incur	operating	losses	that	raise	substantial	doubt
about	its	ability	to	continue	as	a	going	concern.	Managementâ€™s	plans	inregard	to	these	matters	are	also	described	in
Note	1.	The	consolidated	financial	statements	do	not	include	any	adjustments	that	mightresult	from	the	outcome	of	this
uncertainty.Â	Basisfor	OpinionÂ	Theseconsolidated	financial	statements	are	the	responsibility	of	the	Companyâ€™s
management.	Our	responsibility	is	to	express	an	opinionon	the	Companyâ€™s	consolidated	financial	statements	based
on	our	audits.	We	are	a	public	accounting	firm	registered	with	the	PublicCompany	Accounting	Oversight	Board	(United



States)	(â€œPCAOBâ€​)	and	are	required	to	be	independent	with	respect	to	the	Companyin	accordance	with	the	U.S.
federal	securities	laws	and	the	applicable	rules	and	regulations	of	the	Securities	and	Exchange	Commissionand	the
PCAOB.Â	Weconducted	our	audits	in	accordance	with	the	standards	of	the	PCAOB	and	in	accordance	with	auditing
standards	generally	accepted	in	theUnited	States	of	America.	Those	standards	require	that	we	plan	and	perform	the
audit	to	obtain	reasonable	assurance	about	whether	theconsolidated	financial	statements	are	free	of	material
misstatement,	whether	due	to	error	or	fraud.	The	Company	is	not	required	to	have,nor	were	we	engaged	to	perform,	an
audit	of	its	internal	control	over	financial	reporting.	As	part	of	our	audits,	we	are	required	toobtain	an	understanding	of
internal	control	over	financial	reporting	but	not	for	the	purpose	of	expressing	an	opinion	on	the	effectivenessof	the
Companyâ€™s	internal	control	over	financial	reporting.	Accordingly,	we	express	no	such	opinion.Â	Ouraudits	included
performing	procedures	to	assess	the	risks	of	material	misstatement	of	the	consolidated	financial	statements,
whetherdue	to	error	or	fraud,	and	performing	procedures	that	respond	to	those	risks.	Such	procedures	included
examining,	on	a	test	basis,	evidenceregarding	the	amounts	and	disclosures	in	the	consolidated	financial	statements.
Our	audits	also	included	evaluating	the	accounting	principlesused	and	significant	estimates	made	by	management,	as
well	as	evaluating	the	overall	presentation	of	the	consolidated	financial	statements.We	believe	that	our	audits	provide	a
reasonable	basis	for	our	opinion.Â	/s/	WithumSmith+Brown,PCÂ	Wehave	served	as	the	Companyâ€™s	auditor	since
2021.Â	NewYork,	New	YorkApril	1,	2024PCAOBID	Number	100Â		F-15	Â		Â	bioAffinityTechnologies,
Inc.ConsolidatedBalance	SheetsÂ		Â	Â		2023Â	Â		2022Â		Â	Â		December	31,Â		Â	Â		2023Â	Â		2022Â		ASSETSÂ		Â	Â	Â	Â	
Â	Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Current	assets:Â		Â	Â	Â	Â		Â	Â	Â		Cash	and	cash	equivalentsÂ		$2,821,570Â	Â		$11,413,759Â	
Accounts	and	other	receivables,	netÂ		Â	811,674Â	Â		Â	10,489Â		InventoryÂ		Â	18,484Â	Â		Â	5,540Â		Prepaid	expenses
and	other	current	assetsÂ		Â	321,017Â	Â		Â	531,899Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	current	assetsÂ		Â	3,972,745Â	Â	
Â	11,961,687Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Non-current	assets:Â		Â	Â	Â	Â		Â	Â	Â		Property	and	equipment,	netÂ		Â	458,633Â	Â	
Â	214,438Â		Operating	lease	right-of-use	asset,	netÂ		Â	370,312Â	Â		Â	â€”Â		Finance	lease	right-of-use	asset,	netÂ	
Â	1,165,844Â	Â		Â	â€”Â		GoodwillÂ		Â	1,404,486Â	Â		Â	â€”Â		Intangible	assets,	netÂ		Â	833,472Â	Â		Â	â€”Â		Other
assetsÂ		Â	16,060Â	Â		Â	6,000Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	assetsÂ		$8,221,552Â	Â		$12,182,125Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	
LIABILITIES	AND	STOCKHOLDERSâ€™	EQUITYÂ		Â	Â	Â	Â		Â	Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Current	liabilities:Â		Â	Â	Â	Â	
Â	Â	Â		Accounts	payableÂ		$604,789Â	Â		$345,042Â		Accrued	expensesÂ		Â	1,149,811Â	Â		Â	541,894Â		Unearned
revenueÂ		Â	33,058Â	Â		Â	â€”Â		Operating	lease	liability,	current	portionÂ		Â	94,708Â	Â		Â	â€”Â		Finance	lease	liability,
current	portionÂ		Â	365,463Â	Â		Â	â€”Â		Loan	payableÂ		Â	â€”Â	Â		Â	251,746Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	current
liabilitiesÂ		Â	2,247,829Â	Â		Â	1,138,682Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Non-current	liabilitiesÂ		Â	Â	Â	Â		Â	Â	Â		Operating	lease
liability,	net	of	current	portionÂ		Â	283,001Â	Â		Â	â€”Â		Finance	lease	liability,	net	of	current	portionÂ		Â	835,467Â	Â	
Â	â€”Â		Total	liabilitiesÂ		Â	3,366,297Â	Â		Â	1,138,682Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Commitments	and	contingencies	(See
Note	10)Â		Â	-Â	Â	Â		Â	-Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Stockholdersâ€™	equity:Â		Â	Â	Â	Â		Â	Â	Â		Preferred	stock,	no	shares
issued	or	outstanding	at	December	31,	2023	and	2022,	respectivelyÂ		Â	â€”Â	Â		Â	â€”Â		Common	stock,	par	value
$0.007	per	share;	25,000,000	and	14,285,714	shares	authorized;	9,394,610	and	8,381,324	shares	issued	and
outstanding	as	of	December	31,	2023	and	2022,	respectivelyÂ		Â	65,762Â	Â		Â	58,669Â		Additional	paid-in	capitalÂ	
Â	49,393,972Â	Â		Â	47,652,242Â		Accumulated	deficitÂ		Â	(44,604,479)Â		Â	(36,667,468)	Total	stockholdersâ€™
equityÂ		Â	4,855,255Â	Â		Â	11,043,443Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Total	liabilities	and	stockholdersâ€™	equityÂ	
$8,221,552Â	Â		$12,182,125Â		Â	Theaccompanying	notes	are	an	integral	part	of	these	consolidated	financial
statements.Â		F-16	Â		Â	bioAffinityTechnologies,	Inc.ConsolidatedStatements	of	OperationsForthe	Years	Ended
December	31,	2023	and	2022Â		Â	Â		2023Â	Â		2022Â		Â	Â		Â	Â	Â		Â	Â		Net	RevenueÂ		$2,532,499Â	Â		$4,803Â		Â	Â	
Â	Â	Â	Â		Â	Â	Â		Operating	expenses:Â		Â	Â	Â	Â		Â	Â	Â		Direct	costs	and	expensesÂ		Â	1,740,884Â	Â		Â	467Â		Research
and	developmentÂ		Â	1,467,936Â	Â		Â	1,378,624Â		Clinical	developmentÂ		Â	256,661Â	Â		Â	145,546Â		Selling,	general
and	administrativeÂ		Â	6,790,654Â	Â		Â	2,481,042Â		Depreciation	and	amortizationÂ		Â	249,592Â	Â		Â	10,182Â		Â	Â	
Â	Â	Â	Â		Â	Â	Â		Total	operating	expensesÂ		Â	10,505,727Â	Â		Â	4,015,861Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Loss	from	operationsÂ	
Â	(7,973,228)Â		Â	(4,011,058)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Other	income	(expense):Â		Â	Â	Â	Â		Â	Â	Â		Interest	incomeÂ	
Â	122,131Â	Â		Â	46,708Â		Interest	expenseÂ		Â	(37,125)Â		Â	(2,532,640)	Other	IncomeÂ		Â	3,325Â	Â		Â	â€”Â		Other
ExpenseÂ		Â	(31,121)Â		Â	â€”Â		Gain	on	extinguishment	of	debtÂ		Â	â€”Â	Â		Â	212,258Â		Fair	value	adjustments	on
convertible	notes	payableÂ		Â	â€”Â	Â		Â	(1,866,922)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Loss	before	income	taxesÂ		Â	(7,916,018)Â	
Â	(8,151,654)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Income	tax	expenseÂ		Â	(20,993)Â		Â	(2,459)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ	
$(7,937,011)Â		$(8,154,113)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	loss	per	common	share,	basic	and	dilutedÂ		$(0.91)Â		$(1.81)	Â	Â	
Â	Â	Â	Â		Â	Â	Â		Weighted	average	common	shares	outstandingÂ		Â	8,747,509Â	Â		Â	4,498,964Â		Â	Theaccompanying
notes	are	an	integral	part	of	these	consolidated	financial	statements.Â		F-17	Â		Â	bioAffinityTechnologies,
Inc.ConsolidatedStatements	of	Changes	in	Convertible	Preferred	Stock	and	Stockholdersâ€™	EquityForthe	Years
Ended	December	31,	2023	and	2022Â		Â	Â		SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â		DeficitÂ	Â	
(Deficit)Â		Â	Â		ConvertibleÂ	Â		Â	Â	Â		AdditionalÂ	Â		Â	Â	Â		Stockholdersâ€™Â		Â	Â		Preferred	StockÂ	Â		Common
StockÂ	Â		Paid-inÂ	Â		AccumulatedÂ	Â		EquityÂ		Â	Â		SharesÂ	Â		AmountÂ	Â		SharesÂ	Â		AmountÂ	Â		CapitalÂ	Â	
DeficitÂ	Â		(Deficit)Â		Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â		Balance	at	December	31,	2021Â		Â	756,558Â	Â	
$4,044,318Â	Â		Â	2,677,140Â	Â		$18,740Â	Â		$12,703,896Â	Â		$(28,513,355)Â		$(15,790,719)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â		Stock-based	compensationÂ	
Â	â€”Â	Â		Â	â€”Â	Â		Â	29,728Â	Â		Â	208Â	Â		Â	248,384Â	Â		Â	â€”Â	Â		Â	248,592Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Fair	value	of	warrants	issuedÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	462,344Â	Â	
Â	â€”Â	Â		Â	462,344Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Beneficial	conversion	feature	for
bridge	notesÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	(185)Â		Â	â€”Â	Â		Â	(185)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Debt	discount	for	warrants	issuedÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â	
Â	352,250Â	Â		Â	â€”Â	Â		Â	352,250Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Common	stock
issued	upon	initial	public	offering,	net	of	underwritersâ€™	commission	and	offering	costs	of	$1.8	millionÂ		Â	â€”Â	Â	
Â	â€”Â	Â		Â	1,282,600Â	Â		Â	8,978Â	Â		Â	6,018,436Â	Â		Â	â€”Â	Â		Â	6,027,414Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Common	stock	issued	on	conversion	of	convertible	preferred	stockÂ		Â	(756,558)Â	
$(4,044,318)Â		Â	756,558Â	Â		Â	5,296Â	Â		Â	4,039,022Â	Â		Â	â€”Â	Â		Â	4,044,318Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Common	stock	issued	on	conversion	of	notes	payableÂ		Â	â€”Â	Â		Â	â€”Â	Â	
Â	2,533,964Â	Â		Â	17,738Â	Â		Â	16,047,594Â	Â		Â	â€”Â	Â		Â	16,065,332Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Exercise	of	warrantsÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	1,036,486Â	Â		Â	7,255Â	Â		Â	7,706,055Â	Â	
Â	â€”Â	Â		Â	7,713,310Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Exercise	of	stock	optionsÂ	
Â	â€”Â	Â		Â	â€”Â	Â		Â	64,848Â	Â		Â	454Â	Â		Â	74,446Â	Â		Â	â€”Â	Â		Â	74,900Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	(8,154,113)Â		Â	(8,154,113)	Â	Â	



Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Balance	at	December	31,	2022Â		Â	â€”Â	Â		Â	â€”Â	Â	
Â	8,381,324Â	Â		Â	58,669Â	Â		Â	47,652,242Â	Â		Â	(36,667,468)Â		Â	11,043,443Â		BalanceÂ		Â	â€”Â	Â		Â	â€”Â	Â	
Â	8,381,324Â	Â		Â	58,669Â	Â		Â	47,652,242Â	Â		Â	(36,667,468)Â		Â	11,043,443Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Stock-based	compensationÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	448,314Â	Â		Â	3,138Â	Â	
Â	745,685Â	Â		Â	â€”Â	Â		Â	748,823Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Stock	issued	in
connection	with	the	acquisitionÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	564,972Â	Â		Â	3,955Â	Â		Â	996,045Â	Â		Â	â€”Â	Â	
Â	1,000,000Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â	
Â	â€”Â	Â		Â	â€”Â	Â		Â	(7,937,011)Â		Â	(7,937,011)	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	
Balance	at	December	31,	2023Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	9,394,610Â	Â		$65,762Â	Â		$49,393,972Â	Â		$(44,604,479)Â	
$4,855,255Â		BalanceÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	9,394,610Â	Â		$65,762Â	Â		$49,393,972Â	Â		$(44,604,479)Â	
$4,855,255Â		Â	Theaccompanying	notes	are	an	integral	part	of	these	consolidated	financial	statements.Â		F-18	Â	
Â	bioAffinityTechnologies,	Inc.ConsolidatedStatements	of	Cash	FlowsForthe	Years	Ended	December	31,	2023	and
2022Â		Â	Â		2023Â	Â		2022Â		Â	Â		Â	Â	Â		Â	Â		Cash	flows	from	operating	activitiesÂ		Â	Â	Â	Â		Â	Â	Â		Net	lossÂ	
$(7,937,011)Â		$(8,154,113)	Adjustments	to	reconcile	net	loss	to	net	cash	used	in	operating	activities:Â		Â	Â	Â	Â		Â	Â	Â	
Depreciation	and	amortizationÂ		Â	249,592Â	Â		Â	10,182Â		Accretion	of	debt	issuance	costsÂ		Â	â€”Â	Â		Â	2,055,627Â	
Fair	value	adjustments	on	convertible	notes	payableÂ		Â	â€”Â	Â		Â	1,866,922)	Stock-based	compensation	expenseÂ	
Â	748,823Â	Â		Â	248,592Â		Fair	value	of	warrants	issuedÂ		Â	â€”Â	Â		Â	â€”Â		Gain	on	extinguishment	of	debtÂ	
Â	â€”Â	Â		Â	(212,258)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Changes	in	operating	assets	and	liabilities:Â		Â	Â	Â	Â		Â	Â	Â		Accounts	and
other	receivablesÂ		Â	311,366Â	Â		Â	(8,959Â		InventoryÂ		Â	(12,944)Â		Â	(5,540Â		Prepaid	expenses	and	other	assetsÂ	
Â	214,402Â	Â		Â	(492,753)	Accounts	payableÂ		Â	(14,501)Â		Â	114,635Â		Accrued	expensesÂ		Â	362,012Â	Â		Â	66,335Â	
Unearned	revenueÂ		Â	33,058Â	Â		Â	â€”Â		Accrued	interestÂ		Â	â€”Â	Â		Â	440,485Â		Operating	lease	right-of-use
assetÂ		Â	7,397Â	Â		Â	â€”Â		Net	cash	used	in	operating	activitiesÂ		Â	(6,037,806)Â		Â	(4,070,845)	Â	Â		Â	Â	Â	Â		Â	Â	Â	
Cash	flows	from	investing	activitiesÂ		Â	Â	Â	Â		Â	Â	Â		Purchase	of	property	and	equipmentÂ		Â	(22,902)Â		Â	(219,987)
Acquisition,	net	of	cash	acquiredÂ		Â	(2,186,497)Â		Â	â€”Â		Net	cash	used	in	investing	activitiesÂ		Â	(2,209,399)Â	
Â	(219,987Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Cash	flows	from	financing	activitiesÂ		Â	Â	Â	Â		Â	Â	Â		Proceeds	from	loan	payableÂ	
Â	(251,746)Â		Â	555,148Â		Payment	on	loans	payableÂ		Â	â€”Â	Â		Â	(269,983)	Proceeds	from	issuance	of	convertible
notes	payableÂ		Â	â€”Â	Â		Â	724,000Â		Repayment	of	convertible	loan	payableÂ		Â	â€”Â	Â		Â	(425,000)	Proceeds	from
issuance	of	common	stock	from	the	initial	public	offering,	net	of	underwriting	discounts,	commissions	and	offering
expenses	of	approximately	$1.8	millionÂ		Â	â€”Â	Â		Â	6,027,414Â		Exercise	of	warrantsÂ		Â	â€”Â	Â		Â	7,713,310Â	
Exercise	of	stock	optionsÂ		Â	â€”Â	Â		Â	74,900Â		Return	of	capital	from	stock	splitÂ		Â	â€”Â	Â		Â	(185)	Payment	of	debt
issuance	costsÂ		Â	â€”Â	Â		Â	(55,651)	Principle	repayments	on	finance	leasesÂ		Â	(93,238)Â		Â	â€”Â		Net	cash	provided
(used)	by	financing	activitiesÂ		Â	(344,984)Â		Â	14,343,953Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Net	increase	(decrease)	in	cash	and
cash	equivalentsÂ		Â	(8,592,189)Â		Â	10,053,121Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Cash	and	cash	equivalents	at	beginning	of
yearÂ		Â	11,413,759Â	Â		Â	1,360,638Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Cash	and	cash	equivalents	at	end	of	yearÂ		$2,821,570Â	Â	
$11,413,759Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Supplemental	disclosures	of	cash	flow	information:Â		Â	Â	Â	Â		Â	Â	Â		Income	taxes
paid	in	cashÂ		$20,993Â	Â		$30,637Â		Interest	paidÂ		Â	37,125Â	Â		Â	2,459Â		Noncash	investing	activities:Â		Â	Â	Â	Â	
Â	Â	Â		Stock	issuance	in	connection	with	the	acquisitionÂ		$1,000,000Â	Â		$â€”Â		Noncash	financing	activities:Â	
Â	Â	Â	Â		Â	Â	Â		Conversion	of	convertible	preferred	stock	into	common	stockÂ		$â€”Â	Â		$4,044,318Â		Conversion	of
convertible	notes	payable	into	common	stockÂ		Â	â€”Â	Â		Â	16,065,332Â		Fair	value	of	warrants	issued	to	placement
agentsÂ		Â	â€”Â	Â		Â	352,250Â		Beneficial	conversion	feature	for	bridge	notesÂ		Â	â€”Â	Â		Â	462,344Â	
Â	Theaccompanying	notes	are	an	integral	part	of	these	consolidated	financial	statements.Â		F-19	Â	
Â	bioAffinityTechnologies,	Inc.Notesto	Consolidated	Financial	StatementsForthe	Years	Ended	December	31,	2023	and
2022Â	Note1.	BASIS	OF	PRESENTATION,	ORGANIZATION	AND	NATURE	OF	OPERATIONSNATURE	OF
OPERATIONS,	ORGANIZATION,	AND	BASIS	OF	PRESENTATIONÂ	Descriptionof	BusinessÂ	bioAffinityTechnologies,
Inc.,	a	Delaware	corporation	(the	â€œCompany,â€​	or	â€œbioAffinity	Technologiesâ€​),	addresses	the	needfor
noninvasive	diagnosis	of	early-stage	cancer	and	diseases	of	the	lung.	The	Company	also	is	conducting	early-stage
research	focusedon	advancing	therapeutic	discoveries	that	could	result	in	broad-spectrum	cancer	treatments.
bioAffinity	Technologies	develops	proprietarynoninvasive	diagnostic	tests	using	technology	that	preferentially	targets
cancer	cells	and	cell	populations	indicative	of	a	diseasedstate.	The	Companyâ€™s	first	diagnostic	test,	CyPathÂ®	Lung,
is	a	noninvasive	test	for	early	detection	of	lung	cancer,the	leading	cause	of	cancer-related	deaths.	CyPathÂ®	Lung	is
offered	for	sale	to	physicians	by	the	Companyâ€™s	subsidiary,Precision	Pathology	Laboratory	Services,	LLC
(â€œPPLSâ€​).	Research	and	optimization	of	the	Companyâ€™s	proprietary	platformfor	in	vitro	diagnostics	and
technologies	are	conducted	in	laboratories	at	The	University	of	Texas	at	San	Antonio	and	PPLS.	The	Companyis
developing	its	platform	technologies	so	that	in	the	future	they	will	be	able	to	detect,	monitor,	and	treat	diseases	of	the
lung	andother	cancers.Â	Organizationand	Initial	Public	OfferingÂ	TheCompany	was	formed	on	March	26,	2014,	as	a
Delaware	corporation	with	its	corporate	offices	located	in	San	Antonio,	Texas.	On	June	15,2016,	the	Company	formed	a
wholly	owned	subsidiary,	OncoSelectÂ®	Therapeutics,	LLC,	as	a	Delaware	limited	liability	company.On	August	14,
2023,	the	Company	formed	a	wholly	owned	subsidiary,	PPLS,	as	a	Texas	limited	liability	company,	to	acquire	the	assets
ofVillage	Oaks	Pathology	Services,	P.A.,	a	Texas	professional	association	d/b/a	Precision	Pathology	Services,	including
the	clinical	pathologylaboratory	it	owned.Â	Basisof	PresentationÂ	Theconsolidated	financial	statements	of	the	Company
have	been	prepared	in	accordance	with	U.S.	generally	accepted	accounting	principles(â€œGAAPâ€​)	and	pursuant	to	the
rules	and	regulations	of	the	U.S.	Securities	and	Exchange	Commission	(â€œSECâ€​).Â	Going	ConcernÂ	Inaccordance
with	Accounting	Standards	Update	(â€œASUâ€​)	2014-15,	Presentation	of	Financial	Statements	â€“	Going
Concern(Subtopic	205-40),	the	Company	has	evaluated	whether	there	are	conditions	and	events	that	raise	substantial
doubt	about	the	Companyâ€™sability	to	continue	as	a	going	concern	for	at	least	one	year	after	the	date	the
consolidated	financial	statements	are	issued.Â	TheCompany	has	incurred	significant	losses	and	negative	cash	flows
from	operations	since	inception	and	expects	to	continue	to	incur	lossesand	negative	cash	flows	for	the	foreseeable
future.	As	a	result,	the	Company	had	an	accumulated	deficit	of	$44.6	million	at	December31,	2023.	The	Companyâ€™s
cash	and	cash	equivalents	at	December	31,	2023,	were	approximately	$2.8	million,	representing	34%	of	totalassets.
Based	on	the	Companyâ€™s	current	expected	level	of	operating	expenditures	and	the	cash	and	cash	equivalents	on
hand	at	December31,	2023,	management	concludes	that	there	is	substantial	doubt	about	the	Companyâ€™s	ability	to
continue	as	a	going	concern	for	aperiod	of	at	least	twelve	(12)	months	subsequent	to	the	issuance	of	the	accompanying
consolidated	financial	statements.	Therefore,	theCompany	may	need	to	raise	further	capital	through	the	sale	of
additional	equity	or	debt	securities	or	other	debt	instruments,	strategicrelationships	or	grants,	or	other	arrangements
to	support	its	future	operations.	If	such	funding	is	not	available	or	not	available	onterms	acceptable	to	the	Company,



the	Companyâ€™s	current	development	plan	may	be	curtailed.	On	March	8,	2024,	the	Company	issuedto	certain
investors,	pursuant	to	a	Securities	Purchase	Agreement	(the	â€œPurchase	Agreementâ€​)	(1)	1,600,000	shares	of
theCompanyâ€™s	common	stock	(the	â€œSharesâ€​),	par	value	$0.007	per	share	(â€œCommon	Stockâ€​)	in	a	registered
directoffering,	and	(2)	warrants	to	purchase	an	aggregate	of	1,600,000	shares	of	Common	Stock	(the	â€œCommon
Warrantsâ€​)	with	an	exerciseprice	of	$1.64,	in	a	concurrent	private	placement.	The	direct	offering	resulted	in	net
proceeds	of	$2.05	million.	Furthermore,	an	alternativesource	of	funding	to	the	sale	of	additional	equity	or	debt
securities	is	the	exercising	of	outstanding	warrants.	No	adjustments	havebeen	made	to	the	presented	consolidated
financial	statements	as	a	result	of	this	uncertainty.Â	Note2.	SUMMARY	OF	SIGNIFICANT	ACCOUNTING
POLICIESÂ	Useof	EstimatesÂ	Thepreparation	of	consolidated	financial	statements	in	conformity	with	GAAP	requires
management	to	make	estimates	and	assumptions	that	affectthe	reported	amounts	of	assets	and	liabilities	and	disclosure
of	contingent	assets	and	liabilities	at	the	date	of	the	consolidated	financialstatements	and	the	reported	amounts	of
revenues	and	expenses	during	the	reporting	period.	Actual	results	could	differ	from	those	estimates.Significant
estimates	include	the	valuation	allowance	on	the	Companyâ€™s	deferred	tax	assets,	stock-based	compensation,
valuationof	goodwill	and	intangible	assets	related	to	the	business	combination,	allowance	for	contractual	adjustments
and	discounts	related	toservice	revenues,	and	the	useful	lives	of	fixed	assets.Â	Principlesof
ConsolidationÂ	TheCompanyâ€™s	consolidated	financial	statements	reflect	its	financial	statements,	those	of	its	wholly
owned	subsidiaries	and	certainvariable	interest	entities	where	the	Company	is	the	primary	beneficiary.	The
accompanying	consolidated	financial	statements	include	allthe	accounts	of	the	Company,	its	wholly	owned	subsidiaries,
OncoSelectÂ®	Therapeutics,	LLC	and	PPLS,	and	the	variable	interestentity,	Village	Oaks.	All	significant	intercompany
balances	and	transactions	have	been	eliminated.Â		F-20	Â		Â	Indetermining	whether	the	Company	is	the	primary
beneficiary	of	a	variable	interest	entity,	it	applies	a	qualitative	approach	that	determineswhether	it	has	both	(1)	the
power	to	direct	the	economically	significant	activities	of	the	entity	and	(2)	the	obligation	to	absorb	lossesof,	or	the	right
to	receive	benefits	from,	the	entity	that	could	potentially	be	significant	to	that	entity.	The	Company
continuouslyassesses	whether	it	is	the	primary	beneficiary	of	a	variable	interest	entity	as	changes	to	existing
relationships	or	future	transactionsmay	result	in	the	Company	consolidating	or	deconsolidating	one	or	more	of	its
collaborators	or	partners.Â	BusinessCombinationÂ	OnSeptember	18,	2023,	the	Company,	in	connection	with	the	Asset
Purchase	Agreement	it	entered	into	with	Village	Oaks	(the	â€œSellerâ€​)and	Roby	P.	Joyce,	MD,	dated	September	18,
2023,	acquired	substantially	all	the	assets	and	assumed	certain	liabilities	of	Village	Oaksin	exchange	for	total
consideration	of	$3,500,000,which	consists	of:	(1)	$2.5million	in	cash	paid	at	closing	and	(2)	564,972shares	of	the
Companyâ€™s	common	stock	valuedat	$1million.	The	assets	purchased	includeda	clinical	pathology	laboratory
regulated	by	the	Centers	for	Medicare	and	Medicaid	Services	(â€œCMSâ€​)	and	accredited	by	theCollege	of	American
Pathologists	(â€œCAPâ€​)	and	certified	under	the	Clinical	Laboratory	Improvement	Amendments	(â€œCLIAâ€​)of	1988.
The	primary	reason	for	the	acquisition	is	control	of	the	laboratory	in	which	CyPathÂ®	Lung	is	ordered	and	processed.
Â	TheCompany	recognized	goodwill	of	$1,404,000	arising	from	the	acquisition.	The	acquisition	is	being	accounted	for
as	a	business	combinationin	accordance	with	ASC	805.	The	Company	has	determined	the	preliminary	fair	values	of	the
accounts	receivables,	accounts	payable	andaccrued	expenses	that	make	up	the	majority	of	the	net	working	capital
assumed	in	the	acquisition.	These	values	are	subject	to	changeas	the	Company	performs	additional	reviews	of	its
assumptions	utilized.Â	Thefollowing	table	summarizes	the	purchase	price	and	preliminary	purchase	price	allocations
relating	to	the	acquisition:Â	SCHEDULE	OF	PURCHASE	PRICE	AND	PRELIMINARY	PURCHASE	PRICE	ALLOCATIONS
Â	Â		Â	Â	Â		CashÂ		$2,500,000Â		Common	StockÂ		Â	1,000,000Â		Total	purchase	considerationÂ		$3,500,000Â		AssetsÂ	
Â	Â	Â		Net	working	capital	(including	cash)Â		$912,000Â		Property	and	equipmentÂ		Â	326,000Â		Other	assetsÂ	
Â	8,000Â		Customer	relationshipsÂ		Â	700,000Â		Trade	names	and	trademarksÂ		Â	150,000Â		GoodwillÂ		Â	1,404,000Â	
Total	net	assetsÂ		$3,500,000Â		Â	Goodwillrepresents	the	excess	fair	value	after	the	allocation	to	the	identifiable	net
assets.	The	calculated	goodwill	is	not	deductible	for	taxpurposes.Â	Consolidated	unaudited	pro-forma	operating	results
as	if	the	business	combination	began	on	January	1,	2022	are	net	revenues	of	$7.9	millionand	$6.9	million,	net	loss	of
($8.6	million)	and	($8.6	million),	and	loss	per	share	of	($0.99)	and	($1.91)	for	years	ended	2023	and
2022,respectively.Â	Thepreliminary	purchase	price	allocations	relating	to	the	acquisition	previously	reported	in	the	10-
Q	filed,	October	14,	2023,	reportedNet	Working	Capital	of	$1,167,000	and	Goodwill	of	$1,149,000.	The	amounts	have
been	updated	to	reflect	the	purchase	price	adjustmentsto	accounts	payable	and	accounts	receivable	that	existed	at	the
time	of	the	acquisition.	The	company	incurred	approximately	$811,000	in	acquisition	costs.Â	Cashand	Cash
EquivalentsÂ	Forthe	purpose	of	the	statement	of	cash	flows,	the	Company	considers	all	highly	liquid	investments	with
original	maturities	of	three	monthsor	less	at	the	time	of	purchase	to	be	cash	equivalents.	Cash	equivalents	are	stated	at
cost,	which	approximates	market	value,	becauseof	the	short	maturity	of	these	instruments.Â	Concentrationof
RiskÂ	TheCompany	has	significant	cash	balances	at	financial	institutions	which	throughout	the	year	regularly	exceed
the	federally	insured	limitof	$250,000.	Any	loss	incurred	or	a	lack	of	access	to	such	funds	could	have	a	significant
adverse	impact	on	the	Companyâ€™s	financialcondition,	results	of	operations,	and	cash
flows.Â	AdvertisingExpenseÂ	TheCompany	expenses	all	advertising	costs	as	incurred.	Advertising	expenses	were
approximately	$89,000	and	$39,000	for	the	years	ended	December31,	2023,	and	2022,	respectively.Â		F-21	Â	
Â	LossPer	ShareÂ	Basicloss	per	share	is	computed	by	dividing	net	loss	attributable	to	common	stockholders	by	the
weighted-average	number	of	shares	of	the	Companyâ€™sCommon	Stock,	par	value	$0.007	per	share	outstanding
during	the	period.	Diluted	loss	per	share	is	computed	by	dividing	net	loss	attributableto	common	stockholders	by	the
sum	of	the	weighted-average	number	of	shares	of	Common	Stock	outstanding	during	the	period	and	the	weighted-
averagenumber	of	dilutive	Common	Stock	equivalents	outstanding	during	the	period,	using	the	treasury	stock	method.
Dilutive	Common	Stock	equivalentsare	comprised	of	in-the-money	stock	options,	convertible	notes	payable,	and
warrants	based	on	the	average	stock	price	for	each	periodusing	the	treasury	stock	method.Â	Thefollowing	potentially
dilutive	securities	have	been	excluded	from	the	computations	of	weighted	average	shares	of	Common	Stock
outstandingas	of	December	31,	2023	and	2022,	as	they	would	be	anti-dilutive:Â	SCHEDULE	OF	POTENTIALLY
DILUTIVE	SECURITIES	Â	Â		2023Â	Â		2022Â		Â	Â		As	of	December	31,Â		Â	Â		2023Â	Â		2022Â		Shares	underlying
options	outstandingÂ		Â	683,695Â	Â		Â	806,392Â		Shares	underlying	warrants	outstandingÂ		Â	4,649,952Â	Â	
Â	4,649,952Â		Anti-dilutive	securitiesÂ		Â	5,333,647Â	Â		Â	5,456,344Â		Â	RevenueRecognitionÂ	Post-acquisitionof	PPLS,
additional	revenue	streams	have	been	consolidated	starting	September	19,	2023.	PPLS	generates	three	sources	of
revenue:	(1)patient	service	fees,	(2)	histology	service	fees,	and	(3)	medical	director	fees.	The	revenue	is	recognized	on
the	date	of	service	(meetingthe	performance	requirement	of	ASC	606).	Pre-acquisition,	bioAffinityâ€™s	revenue	was
generated	in	three	ways	pre-acquisition:	(1)royalties	from	the	Companyâ€™s	diagnostic	test,	CyPathÂ®	Lung,	(2)
clinical	flow	cytometry	services	provided	to	VillageOaks	related	to	the	Companyâ€™s	CyPathÂ®	Lung	test,	and	(3)



CyPathÂ®	Lung	tests	purchased	by	the	U.S.Department	of	Defense	(â€œDODâ€​)	for	an	observational	study,
â€œDetection	of	Abnormal	Respiratory	Cell	Populations	in	LungCancer	Screening	Patients	Using	the	CyPathÂ®	Lung
Assay	(NCT05870592),â€​	and	research	and	development	on	using	bronchoalveolarlavage	fluid	as	a	biological	sample	to
assess	cardiopulmonary	function	and	exercise	performance	in	military	personnel	post	COVID-19	infection.The	royalty
income	from	CyPathÂ®	Lung	and	clinical	flow	cytometry	services	income,	beginning	September	19,	2023,	are	related-
partyincome	and,	therefore,	eliminated	from	consolidated	net	revenues.Â	Todetermine	revenue	recognition	for	the
arrangements	that	the	Company	determines	are	within	the	scope	of	ASC	606,	Revenue	from	Contractswith	Customers,
the	Company	performs	the	following	five	steps:	(1)	identify	the	contract(s)	with	a	customer,	(2)	identify	the
performanceobligations	in	the	contract,	(3)	determine	the	transaction	price,	(4)	allocate	the	transaction	price	to	the
performance	obligations	inthe	contract,	and	(5)	recognize	revenue	when	(or	as)	the	entity	satisfies	a	performance
obligation.Â	SCHEDULE	OF	REVENUE	RECOGNITION	Â	Â		2023Â	Â		2022Â		Â	Â		As	of	December	31,Â		Â	Â		2023Â	Â	
2022Â		Patient	service	fees1Â		$2,199,558Â	Â		$â€”Â		Histology	service	feesÂ		Â	272,660Â	Â		Â	â€”Â		Medical	director
feesÂ		Â	19,324Â	Â		Â	â€”Â		Department	of	Defense	observational	studiesÂ		Â	19,442Â	Â		Â	â€”Â		Other	revenues2Â	
Â	21,515Â	Â		Â	4,803Â		Total	net	revenueÂ		$2,532,499Â	Â		$4,803Â		Â	1Patient	servicesfees	includes	direct	billing	for
CyPathÂ®	Lung	diagnostic	test.2Other	revenuesinclude	pre-acquisition	CyPathÂ®	Lung	royalty	income	and	laboratory
services.Â	ReclassificationsÂ	Certainprior	year	balances	have	been	reclassified	to	conform	to	current	year	presentation.
The	Company	reclassified	legal	fees	and	annuity	costsrelating	to	patents	of	approximately	$236,000	from	research	and
development	to	selling,	general	and	administrative	for	the	year	endedDecember	31,	2022,	respectively,	as	these
expenses	are	not	deemed	research	and	development.Â	Propertyand	Equipment,	NetÂ	Inaccordance	with	ASC	360-10,
Accounting	for	the	Impairment	of	Long-Lived	Assets,	the	Company	periodically	reviews	the	carryingvalue	of	its	long-
lived	assets,	such	as	property,	equipment,	and	definite	lived	intangible	assets,	to	test	whether	current	events
orcircumstances	indicate	that	such	carrying	value	may	not	be	recoverable.	When	evaluating	assets	for	potential
impairment,	the	Companycompares	the	carrying	value	of	the	asset	to	its	estimated	undiscounted	future	cash	flows.	If	an
assetâ€™s	carrying	value	exceedssuch	estimated	cash	flows	(undiscounted	and	with	interest	charges),	the	Company
records	an	impairment	charge	for	the	difference.	TheCompany	did	not	record	any	impairment	for	the	years	end
December	31,	2023,	or	2022.Â	Propertyand	equipment	are	carried	at	cost,	net	of	accumulated	depreciation.
Depreciation	is	computed	using	the	straight-line	method	over	theestimated	useful	life	of	the	asset.	Amortization	of
leasehold	improvements	is	computed	using	the	shorter	of	the	lease	term	or	estimateduseful	life	of	the	asset.	Additions
and	improvements	are	capitalized,	while	repairs	and	maintenance	are	expensed	as	incurred.	Usefullives	of	each	asset
class	are	as	follows:Â	SCHEDULE	OF	PROPERTY	AND	EQUIPMENT	USEFUL	LIFE	Asset	Category	Â		Useful	Life
Computer	equipment	Â		3-5	years	Computer	software	Â		3	years	Equipment	Â		3-5	years	Furniture	and	fixtures	Â		5-7
years	Vehicles	Â		5	years	Leasehold	improvements	Â		Lesser	of	lease	term	or	useful	life	Â		F-22	Â	
Â	IntangibleAssetsÂ	Intangibleassets,	net	of	accumulated	amortization,	are	summarized	as	follows	as	of	December	31,
2023:Â	SCHEDULE	OF	INTANGIBLE	ASSETS	ADJUSTMENTS	DescriptionÂ		Date	AcquiredÂ		Useful	LifeÂ		CostÂ	Â	
AmortizationÂ	Â		NetÂ		GoodwillÂ		9/18/2023Â		Â	Â		$1,404,486Â	Â		$â€”Â	Â		$1,404,486Â		Trade	names	and
trademarksÂ		9/18/2023Â		18	yearsÂ		Â	150,000Â	Â		Â	(2,361)Â		Â	147,639Â		Customer	relationshipsÂ		9/18/2023Â		14
yearsÂ		Â	700,000Â	Â		Â	(14,167)Â		Â	685,833Â		Total	Intangible	AssetsÂ		Â	Â		Â	Â		$2,254,486Â	Â		$(16,528)Â	
$2,237,958Â		Â	Forthe	year	ended	December	31,	2023,	amortization	of	intangible	assets	totaled	$16,528	compared	to
$0	in	the	prior	year	comparative	periods.Â	RecentAccounting	PronouncementsÂ	TheCompany	continues	to	monitor	new
accounting	pronouncements	issued	by	the	Financial	Accounting	Standards	Board	(â€œFASBâ€​)	anddoes	not	believe
any	accounting	pronouncements	issued	through	the	date	of	this	Annual	Report	will	have	a	material	impact	on	the
Companyâ€™sconsolidated	financial	statements.Â	TheCompany	adopted	FASB	issued	Accounting	Standards	Update
(ASU)	No.	2016-13,	accounting	considerations	of	Financial	Instruments	â€“Credit	Losses	(Topic	326):	Measurement	of
Credit	Losses	on	Financial	Instruments	(â€œCECLâ€​)	on	September	18,	2023,	with	thebusiness	combination	of	Village
Oaks	and	PPLS.	The	Company	has	patient	service	fees	that	are	billed	to	commercial	insurance	companies,governmental
payors,	and	patients.	Under	the	CECL	model,	the	Company	estimates	potential	credit	losses	from	the	patient	service
feesbilled	using	historical	data.Â	TheCompany	adopted	FASB	issued	Accounting	Standards	Update	(ASU)	No.	2016-02,
Leases	(Topic	842)	on	January	1,	2022,	with	the	business	combinationof	Village	Oaks	and	PPLS.	The	Company	has	one
operating	lease	for	its	real	estate	and	office	space	and	multiple	finance	leases	for	labequipment	in	Texas	that	was
acquired	through	the	September	18,	2023,	Acquisition.Â	IncomeTaxesÂ	Incometaxes	are	accounted	for	under	the	asset
and	liability	method.	Deferred	tax	assets	and	liabilities	are	recognized	for	the	future	tax	consequencesattributable	to
differences	between	the	financial	statement	carrying	amounts	of	existing	assets	and	liabilities	and	their	respectivetax
bases	and	operating	loss	and	tax	credit	carryforwards.	Deferred	tax	assets	and	liabilities	are	measured	using	enacted
tax	rates	expectedto	apply	to	taxable	income	in	the	years	in	which	those	temporary	differences	are	expected	to	be
recovered	or	settled.	The	effect	on	deferredtax	assets	and	liabilities	of	a	change	in	tax	rates	is	recognized	in	operations
in	the	period	that	includes	the	enactment	date.	A	valuationallowance	is	provided	when	it	is	more	likely	than	not	that
some	portion	or	all	of	a	deferred	tax	asset	will	not	be	realized.	The	ultimaterealization	of	deferred	tax	assets	is
dependent	upon	the	generation	of	future	taxable	income	and	the	reversal	of	deferred	tax	liabilitiesduring	the	period	in
which	the	related	temporary	difference	becomes	deductible.	The	Company	includes	interest	and	penalties	related
touncertain	tax	positions	as	part	of	income	tax	expense,	if	any.	No	such	interest	or	penalties	were	recognized	during	the
years	ended	December31,	2023	and	2022,	and	the	Company	had	no	accruals	for	interest	and	penalties	at	December	31,
2023	or	2022.Â		F-23	Â		Â	SegmentInformationÂ	TheCompany	is	organized	in	two	operating	segments,	Diagnostic
Research	and	Development	(R&D)	and	Laboratory	Services,	whereby	its	chiefoperating	decision	maker	(â€œCODMâ€​)
assesses	the	performance	of	and	allocates	resources.	The	CODM	is	the	Chief	Executive	Officer.Diagnostic	R&D	includes
research	and	development	and	clinical	development	on	diagnostic	tests.	Any	revenues	assigned	to	DiagnosticR&D	are
proceeds	received	from	observational	studies.	Laboratory	services	include	all	the	operations	from	Village	Oaks	and
PPLS	inaddition	to	sales	and	marketing	costs	of	CyPathÂ®	Lung	from	bioAffinity.Â	SCHEDULE	OF	SEGMENT
INFORMATION	Â	Â		2023Â	Â		2022Â		Â	Â		As	of	December	31,Â		Â	Â		2023Â	Â		2022Â		Net	revenues:Â		Â	Â	Â	Â		Â	Â	Â	
Diagnostic	R&DÂ		$19,442Â	Â		$â€”Â		Laboratory	servicesÂ		Â	2,513,057Â	Â		Â	4,803Â		Total	net	revenuesÂ	
Â	2,532,499Â	Â		Â	4,803Â		Â	Â		Â	Â	Â	Â		Â	Â	Â		Operating	expenses:Â		Â	Â	Â	Â		Â	Â	Â		Diagnostic	R&DÂ		Â	(1,724,597)Â	
Â	(1,524,170)	Laboratory	servicesÂ		Â	(3,769,783)Â		Â	(95,041)	General	corporate	activitiesÂ		Â	(5,011,347)Â	
Â	(2,396,650)	Total	operating	lossÂ		Â	(7,973,228)Â		Â	(4,011,058)	Â	Â		Â	Â	Â	Â		Â	Â	Â		Non-operating	income
(expense),	netÂ		Â	57,210Â	Â		Â	(4,140,596)	Net	loss	before	income	taxesÂ		Â	(7,916,018)Â		Â	(8,151,654)	Income	tax
expenseÂ		Â	(20,993)Â		Â	(2,459)	Net	LossÂ		$(7,937,011)Â		$(8,154,113)	Â	Researchand	DevelopmentÂ	Researchand
development	costs	are	charged	to	expense	as	incurred.	The	Companyâ€™s	research	and	development	expenses	consist



primarily	ofexpenditures	for	lab	operations,	preclinical	studies,	compensation,	and	consulting	costs.Â	TheCompany
incurred	research	and	development	expenses	of	$1.5	million	and	$1.4	million	for	the	years	ended	December	31,	2023
and	2022,	respectively.Â	AccruedResearch	and	Development	CostsÂ	TheCompany	records	accrued	liabilities	for
estimated	costs	of	research	and	development	activities	conducted	by	service	providers,	whichinclude	preclinical
studies.	The	Company	records	the	estimated	costs	of	research	and	development	activities	based	upon	the
estimatedamount	of	services	provided	but	not	yet	invoiced	and	includes	these	costs	in	accrued	expenses	in	the
accompanying	balance	sheets	andwithin	research	and	development	expense	in	the	accompanying	consolidated
statements	of	operations.Â	TheCompany	accrues	for	these	costs	based	on	factors	such	as	estimates	of	the	work
completed	and	in	accordance	with	agreements	establishedwith	service	providers.	The	Company	makes	significant
judgments	and	estimates	in	determining	the	accrued	expenses	balance	in	each	reportingperiod.	As	actual	costs	become
known,	the	Company	adjusts	its	accrued	liabilities.	The	Company	has	not	experienced	any	material	differencesbetween
accrued	costs	and	actual	costs	incurred	since	its	inception.Â	RegulatoryMattersÂ	Regulationsimposed	by	federal,	state,
and	local	authorities	in	the	U.S.	are	a	significant	factor	in	providing	medical	care.	In	the	U.S.,	drugs,biological	products,
and	medical	devices	are	regulated	by	FDCA,	which	is	administered	by	the	FDA	and	the	Centers	for	Medicare	and
MedicaidServices.	The	Company	has	not	yet	obtained	marketing	authorization	from	the	FDA	but	is	able	to	market	its
CyPathÂ®	Lung	test	as	alaboratory	developed	test	sold	by	Precision	Pathology	Laboratory	Services,	a	CAP-accredited,
CLIA-certified	clinical	pathology	laboratoryand	wholly	owned	subsidiary.Â		F-24	Â		Â	Note3.	ACCOUNTS	AND	OTHER
RECEIVABLES,	NETÂ	Accountsand	other	receivables	at	December	31,	2023	and	2022,	are	summarized
below:Â	SCHEDULEOF	ACCOUNTS	RECEIVABLE	AND	OTHER	Â	Â		2023Â	Â		2022Â		Â	Â		December	31,Â		Â	Â	
2023Â	Â		2022Â		Patient	service	feesÂ		$657,717Â	Â		$â€”Â		Histology	service	feesÂ		Â	121,301Â	Â		Â	â€”Â		Medical
director	feesÂ		Â	3,103Â	Â		Â	â€”Â		Other	receivablesÂ		Â	29,553Â	Â		Â	10,489Â		Total	accounts	and	other	receivables,
netÂ		$811,674Â	Â		$10,489Â		Â	Note4.	PREPAID	EXPENSES	AND	OTHER	CURRENT	ASSETSÂ	Prepaidexpenses	and
other	current	assets	at	December	31,	2023	and	2022,	are	summarized	below:Â	SCHEDULE	OF	PREPAID	EXPENSES
AND	OTHER	CURRENT	ASSETS	Â	Â		2023Â	Â		2022Â		Â	Â		December	31,Â		Â	Â		2023Â	Â		2022Â		Â	Â		Â	Â	Â		Â	Â	
Prepaid	insuranceÂ		$171,855Â	Â		$340,078Â		Legal	and	professionalÂ		Â	24,476Â	Â		Â	72,048Â		OtherÂ		Â	124,686Â	Â	
Â	119,773Â		Total	prepaid	expenses	and	other	current	assetsÂ		$321,017Â	Â		$531,899Â		Â	Note5.	PROPERTY	AND
EQUIPMENT,	NETÂ	Propertyand	equipment	at	December	31,	2023	and	2022,	are	summarized	below:Â	SCHEDULE	OF
PROPERTY	AND	EQUIPMENT	Â	Â		2023Â	Â		2022Â		Â	Â		December	31,Â		Â	Â		2023Â	Â		2022Â		Â	Â		Â	Â	Â		Â	Â		Lab
equipmentÂ		$647,214Â	Â		$462,155Â		Computers	and	softwareÂ		Â	68,682Â	Â		Â	21,463Â		Leasehold	improvementsÂ	
Â	9,941Â	Â		Â	â€”Â		VehiclesÂ		Â	105,919Â	Â		Â	â€”Â		Property	and	equipment,	grossÂ	Â		Â	831,756Â	Â		Â	483,618Â	
Less:	accumulated	depreciation	and	amortizationÂ		Â	(373,123)Â		Â	(269,180)	Total	property	and	equipment,	netÂ	
$458,633Â	Â		$214,438Â		Â	TotalProperty	and	equipment	depreciation	expense	was	$233,064	and	$10,182	for	the	years
ended	December	31,	2023,	and	2022,respectively.Â	Note6.	ACCRUED	EXPENSESÂ	Accruedexpenses	at	December	31,
2023	and	2022,	are	summarized	below:Â	SCHEDULE	OF	ACCRUED	EXPENSES	Â	Â		2023Â	Â		2022Â		Â	Â		December
31,Â		Â	Â		2023Â	Â		2022Â		Â	Â		Â	Â	Â		Â	Â		CompensationÂ		$857,037Â	Â		$340,680Â		Legal	and	professionalÂ	
Â	257,926Â	Â		Â	144,440Â		ClinicalÂ		Â	15,350Â	Â		Â	50,922Â		OtherÂ		Â	19,498Â	Â		Â	5,852Â		Total	accrued
expensesÂ		$1,149,811Â	Â		$541,894Â		Â	Note7.	UNEARNED	REVENUEÂ	TheCompany	engaged	in	an	observational
study	of	CyPathÂ®	Lung	with	the	DOD.	A	total	of	70	CyPathÂ®	Lung	unitswere	ordered	and	shipped.	However,	in
compliance	with	FASB	ASC	606,	the	performance	obligation	was	complete	for	only	25	units	as	of	December31,	2023.
The	performance	obligation	is	deemed	complete	after	samples	have	been	collected	and	processed	and	results	analyzed.
The	unearnedrevenue	balance	amounted	to	$33,058	and	$0	as	of	December	31,	2023,	and	2022,	respectively.Â		F-25	Â	
Â	Note8.	FAIR	VALUE	MEASUREMENTSÂ	TheCompany	analyzes	all	financial	instruments	with	features	of	both
liabilities	and	equity	under	the	FASB	accounting	standard	for	such	instruments.Under	this	standard,	financial	assets
and	liabilities	are	classified	in	their	entirety	based	on	the	lowest	level	of	input	that	is	significantto	the	fair	value
measurement.Â	Theestimated	fair	value	of	certain	financial	instruments,	including	cash	and	cash	equivalents,	accounts
and	other	receivables,	prepaid	andother	current	assets,	accounts	payable,	accrued	expenses,	and	loan	payable,	are
carried	at	historical	cost	basis,	which	approximatestheir	fair	values	because	of	the	short-term	nature	of	these
instruments.Â	Note9.	LEASESÂ	TheCompany	has	one	operating	lease	for	its	real	estate	and	office	space	and	multiple
finance	leases	for	lab	equipment	in	Texas	that	wasacquired	through	the	September	18,	2023,	Acquisition.	The	operating
lease	has	a	remaining	lease	term	of	3.58	years	as	of	December	31,2023.	The	Company	has	finance	leases	consisting	of
office	and	lab	equipment	with	remaining	lease	terms	ranging	from	approximately	2.25to	4.0	years	as	of	December	31,
2023,	for	which	the	Company	has	determined	that	it	will	use	the	equipment	for	a	major	part	of	its	remainingeconomic
life.Â	Thelease	agreements	generally	do	not	provide	an	implicit	borrowing	rate.	Therefore,	the	Company	used	a
benchmark	approach	as	of	December31,	2023,	to	derive	an	appropriate	incremental	borrowing	rate	to	discount
remaining	lease	payments.	The	Company	benchmarked	itself	againstother	companies	of	similar	credit	ratings	and
comparable	quality	and	derived	imputed	interest	rates	ranging	from	7.97%	to	8.13%	for	thelease	term
lengths.Â	Leaseswith	an	initial	term	of	12	months	or	less	are	not	recorded	on	the	balance	sheet.	There	are	no	material
residual	guarantees	associatedwith	any	of	the	Companyâ€™s	leases,	and	there	are	no	significant	restrictions	or
covenants	included	in	the	Companyâ€™s	leaseagreements.	Certain	leases	include	variable	payments	related	to	common
area	maintenance	and	property	taxes,	which	are	billed	by	the	landlord,as	is	customary	with	these	types	of	charges	for
office	space.	The	Company	has	not	entered	into	any	lease	arrangements	with	related	parties,and	the	Company	is	not
the	sublessor	in	any	arrangement.Â	TheCompanyâ€™s	existing	leases	contain	escalation	clauses	and	renewal	options.
The	Company	has	evaluated	several	factors	in	assessingwhether	there	is	reasonable	certainty	that	the	Company	will
exercise	a	contractual	renewal	option.	For	leases	with	renewal	options	thatare	reasonably	certain	to	be	exercised,	the
Company	included	the	renewal	term	in	the	total	lease	term	used	in	calculating	the	right-of-useasset	and	lease	liability.
Prior	to	adoption	of	ASU	2016-02	effective	January	1,	2022,	the	Company	accounted	for	operating	lease	transactionsby
recording	lease	expense	on	a	straight-line	basis	over	the	expected	term	of	the	lease.Â	Thecomponents	of	lease	expense,
which	are	included	in	selling,	general	and	administrative	expense	and	depreciation	and	amortization	forthe	year	ended
December	31,	2023,	and	2022	are	as	follows:Â	SCHEDULE	OF	COMPONENTS	OF	LEASE	EXPENSE	Components	of
lease	expense:Â		2023Â	Â		2022Â		Amortization	of	right-of-use	assets	-	finance	leaseÂ		$128,324Â	Â		$â€”Â		Interest	on
lease	liabilities	-	finance	leaseÂ		Â	33,838Â	Â		Â	â€”Â		Operating	lease	costÂ		Â	39,887Â	Â		Â	â€”Â		Total	lease	costÂ	
$202,049Â	Â		$â€”Â		Â	SCHEDULE	OF	BALANCE	SHEET	INFORMATION	RELATING	TO	LEASES	Operating	leases:Â	
2023Â	Â		2022Â		Operating	lease	right-of-use,	assetsÂ		$370,312Â	Â		$â€”Â		Operating	lease	liability,	currentÂ	
Â	94,708Â	Â		Â	â€”Â		Operating	lease	liability,	non-currentÂ		Â	283,001Â	Â		Â	â€”Â		Total	operating	lease	liabilitiesÂ	
$377,709Â	Â		$â€”Â		Â		Financing	leases:Â		2023Â	Â		2022Â		Financing	lease	right-of-use	assets,	grossÂ	



$1,294,168Â	Â		$â€”Â		Accumulated	amortizationÂ		Â	(128,324)Â		Â	Â	Â		Finance	lease	right-of-use	assets,	netÂ	
$1,165,844Â	Â		$â€”Â		Financing	lease	liability,	currentÂ		Â	365,463Â	Â		Â	â€”Â		Financing	lease	liability,	non-currentÂ	
Â	835,467Â	Â		Â	â€”Â		Financing	lease	liability,	long-termÂ		$1,200,930Â	Â		$â€”Â		Â		Weighted-average	remaining
lease	term:Â		2023Â	Â		2022Â		Operating	leases	(in	years)Â		Â	3.58Â	Â		Â	â€”Â		Finance	leases	(in	years)Â		Â	3.25Â	Â	
Â	â€”Â		Â		Weighted-average	discount	rate:Â		2023Â	Â		2022Â		Operating	leasesÂ		Â	8.07%Â		Â	â€”Â		Finance	leasesÂ	
Â	8.01%Â		Â	â€”Â		Â	Â	SCHEDULE	OF	FUTURE	MINIMUM	LEASE	PAYMENT	UNDER	NON-CANCELLABLE	Â	Â	
Operating	LeasesÂ	Â		Finance	LeasesÂ		2024Â		$121,726Â	Â		$448,505Â		2025Â		Â	121,726Â	Â		Â	448,505Â		2026Â	
Â	121,726Â	Â		Â	270,395Â		2027	and	thereafterÂ		Â	71,007Â	Â		Â	202,970Â		Total	undiscounted	cash	flowsÂ	
Â	436,185Â	Â		Â	1,370,375Â		Less	discountingÂ		Â	(58,476)Â		Â	(169,445)	Present	value	of	lease	liabilitiesÂ	
$377,709Â	Â		$1,200,930Â		Â		F-26	Â		Â	Note10.	COMMITMENTS	AND
CONTINGENCIESÂ	OperatingLeasesÂ	Inaddition	to	the	operating	lease	listed	in	Note	9,	the	Company	leases	its
corporate	offices	under	a	month-to-month	agreement	and	leasesits	laboratory	and	additional	office	space	under	an
operating	lease	that	is	renewable	annually	by	written	notice	by	the	Company	and	willrequire	renewal	in	February	2024.
Rent	expense	for	office	and	lab	space	amounted	to	$112,124	and	$65,043	for	the	years	ended	December31,	2023,	and
2022,	respectively.Â	LegalMattersÂ	Fromtime	to	time,	the	Company	is	involved	in	various	disputes	and	litigation
matters	that	arise	in	the	ordinary	course	of	business.	To	date,the	Company	has	no	material	pending	legal
proceedings.Â	Note11.	COMMON	STOCKÂ	TheCompany	has	authorized	a	total	of	25,000,000	shares	of	Common	Stock,
$0.007	par	value	per	share.	On	June	6,	2023,	the	Company	receivedstockholder	approval	to	increase	the	number	of
authorized	shares	from	14,285,715	shares	to	25,000,000	shares.	The	Company	has	issued9,505,255	shares	of	Common
Stock	of	which	110,645	are	unvested	restricted	stock	shares	as	of	December	31,	2023,	and	8,381,324	sharesof	Common
Stock	as	of	December	31,	2022.Â	Note12.	STOCK-BASED	COMPENSATIONÂ	TheCompany	grants	options	and
restricted	stock	awards	under	its	2014	Equity	Incentive	Plan	(the	â€œPlanâ€​).	Under	the	Plan,	theCompany	is
authorized	to	grant	options	or	restricted	stock	for	up	to	2,000,000	shares	of	Common	Stock.	On	June	6,	2023,	the
Company	receivedstockholder	approval	to	increase	the	number	of	authorized	shares	from	1,142,857	to	2,000,000.
Options	or	restricted	stock	awards	maybe	granted	to	employees,	the	Companyâ€™s	Board	of	Directors,	and	external
consultants	who	provide	services	to	the	Company.	Optionsand	restricted	stock	awards	granted	under	the	Plan	have
vesting	schedules	with	terms	of	one	to	three	years	and	become	fully	exercisablebased	on	specific	terms	imposed	at	the
date	of	grant.	The	Plan	will	terminate	according	to	the	respective	terms	of	the	Plan	in	March2024.Â	TheCompany	has
recorded	stock-based	compensation	expense	related	to	the	issuance	of	restricted	stock	awards	in	the	following	line
itemsin	the	accompanying	consolidated	statement	of	operations:Â	SUMMARY	OF	STOCK-BASED	COMPENSATION
EXPENSE	RECOGNIZED	FOR	STOCK	OPTION	AWARDS	Â	Â		2023Â	Â		2022Â		Â	Â		Â	Â	Â		Â	Â		Research	and
developmentÂ		$37,131Â	Â		$7,832Â		Selling,	general	and	administrativeÂ		Â	711,692Â	Â		Â	240,760Â		Total	stock-
based	compensation	expenseÂ		$748,823Â	Â		$248,592Â		Â	Thefollowing	table	summarizes	stock	option	activity	under
the	Plan:Â	SUMMARY	OF	OPTION	ACTIVITY	Â	Â		Number	of	optionsÂ	Â		Weighted-	average	exercise	priceÂ	Â	
Weighted-	average	remaining	contractual	term	(in	years)Â	Â		Aggregate	intrinsic	valueÂ		Outstanding	at	December	31,
2022Â		Â	806,392Â	Â		$4.33Â	Â		Â	4.0Â	Â		Â	164,255Â		GrantedÂ		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â		ExercisedÂ	
Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â	Â		Â	â€”Â		ForfeitedÂ		Â	(122,697)Â		Â	5.86Â	Â		Â	â€”Â	Â		Â	â€”Â		Outstanding	at	December
31,	2023Â		Â	683,695Â	Â		$3.99Â	Â		Â	2.9Â	Â		$158,332Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â		Vested	and	exercisable
at	December	31,	2023Â		Â	682,306Â	Â		$3.98Â	Â		Â	2.9Â	Â		$158,010Â		Â	Asof	December	31,	2023,	there	was	$322
unrecognized	compensation	cost	related	to	non-vested	stock	options.Â	Duringthe	year	ended	December	31,	2023,	no
options	were	issued	or	exercised.	During	the	year	ended	December	31,	2022,	the	Company	issued	optionsto	purchase
7,142	shares	of	Common	Stock	to	employees.	The	per	share	weighted-average	fair	value	of	the	options	granted	during
2022	wasestimated	at	$2.84	on	the	date	of	grant.	During	the	year	ended	December	31,	2022,	64,848	options	were
exercised	into	an	equivalent	numberof	common	shares.	The	company	received	proceeds	of	approximately	$75,000	from
the	exercise	of	the	options.Â		F-27	Â		Â	Thefollowing	table	summarizes	weighted-average	assumptions	using	the	Black-
Scholes	option-pricing	model	used	on	the	date	of	the	grants	issuedduring	the	years	ended	December	31,	2023,	and
2022,	respectively:Â	SCHEDULE	OF	FAIR	VALUE	ASSUMPTIONS	Â	Â		2023Â	Â		2022Â		Fair	value	of	Common	StockÂ	
$â€”Â	Â		$4.62Â		VolatilityÂ		Â	â€”%Â		Â	63.9%	Expected	term	(years)Â		Â	â€”Â	Â		Â	6.0Â		Risk-free	interest	rateÂ	
Â	â€”%Â		Â	2.20%	Dividend	yieldÂ		Â	â€”%Â		Â	0%	Â	Black-Scholesrequires	the	use	of	subjective	assumptions	which
determine	the	fair	value	of	stock-based	awards.	These	assumptions	include:Â	Fairvalue	of	Common	Stockâ€”The	fair
value	of	stock	option	and	restricted	share	grants	are	determined	based	on	the	closing	priceof	our	stock	on	the	date	of
grant.Â	Expectedtermâ€”The	expected	term	represents	the	period	that	stock-based	awards	are	expected	to	be
outstanding.	The	expected	term	foroption	grants	is	determined	using	the	simplified	method.	The	simplified	method
deems	the	term	to	be	the	average	of	the	time-to-vestingand	the	contractual	life	of	the	stock-based
awards.Â	Expectedvolatilityâ€”	Since	the	Company	does	not	have	sufficient	trading	history	for	its	Common	Stock,	the
expected	volatility	is	estimatedbased	on	the	average	volatility	for	comparable	publicly	traded	biotechnology	companies
over	a	period	equal	to	the	expected	term	of	thestock-based	awards.	The	comparable	companies	were	chosen	based	on
their	similar	size,	stage	in	the	life	cycle,	or	area	of	specialty.The	Company	will	continue	to	apply	this	process	until	a
sufficient	amount	of	historical	information	regarding	the	volatility	of	its	ownstock	price	becomes	available.Â	Risk-
freeinterest	rateâ€”The	risk-free	interest	rate	is	based	on	the	U.S.	Treasury	zero	coupon	issues	in	effect	at	the	time	of
grant	forperiods	corresponding	with	the	expected	term	of	a	stock-based	award.Â	Expecteddividendâ€”The	Company
has	never	paid	dividends	on	its	Common	Stock	and	has	no	plans	to	pay	dividends	on	its	Common	Stock.	Therefore,the
Company	used	an	expected	dividend	yield	of	zero.Â	RestrictedStock	AwardsÂ	Thefollowing	table	summarizes	restricted
stock	award	activity	under	the	Plan:Â	SUMMARYOF	RESTRICTED	STOCK	AWARD	Â	Â		Number	of	restricted	stock
awards	(RSA)Â	Â		Weighted-	average	grant	priceÂ	Â		FMV	on	grant	dateÂ	Â		Vested	number	of	RSAÂ	Â		Unvested
number	of	RSAÂ		Balance	at	December	31,	2022Â		Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	114,920Â	Â	
$Â	Â	Â	Â	Â	Â	Â	Â	Â	Â	3.56Â	Â		$409,437Â	Â		Â	96,041Â	Â		Â	18,879Â		GrantedÂ		Â	431,028Â	Â		Â	1.89Â	Â	
Â	813,717Â	Â		Â	339,263Â	Â		Â	91,765Â		ForfeitedÂ		Â	(4,979)Â		Â	2.76Â	Â		Â	(13,754)Â		Â	(4,979)Â		Â	â€”Â		Balance	at
December	31,	2023Â		Â	540,969Â	Â		$2.24Â	Â		$1,209,400Â	Â		Â	430,325Â	Â		Â	110,644Â		Â	Duringthe	year	ended
December	31,	2023,	the	Company	issued	restricted	stock	awards	(RSAs)	for	431,028	shares	of	Common	Stock	to
employees,non-employees,	and	the	Board	of	Directors.	The	shares	vest	in	equal	monthly	installments	over	terms	of
between	immediately	up	to	threeyears,	subject	to	the	employees	and	non-employees	providing	continuous	service
through	the	vesting	date.	During	the	year	ended	December31,	2023,	59,051	shares	vested	from	RSAs	granted	prior	to
January	1,	2023,	and	339,263	shares	vested	from	RSAs	granted	during	the	yearended	December	31,	2023.Â	Duringthe
year	ended	December	31,	2022,	the	Company	issued	RSAs	for	77,195	shares	of	Common	Stock	to	employees	and	non-



employees.	The	sharesvest	in	equal	monthly	installments	over	terms	of	between	immediately	up	to	one	year,	subject	to
the	employees	and	non-employees	providingcontinuous	service	through	the	vesting	date.	During	the	year	ended
December	31,	2022,	29,728	shares	vested	from	RSAs	previously	issued.Â	Note13.	WARRANTSÂ	Weaccount	for
Common	Stock	warrants	as	either	equity	instruments	or	derivative	liabilities	depending	on	the	specific	terms	of	the
warrantagreement.	Warrants	are	accounted	for	as	derivative	liabilities	if	the	warrants	allow	for	cash	settlement	or
provide	for	modificationof	the	warrant	exercise	price	in	the	event	subsequent	sales	of	Common	Stock	by	the	Company
are	at	a	lower	price	per	share	than	the	then-currentwarrant	exercise	price.	We	classify	derivative	warrant	liabilities	on
the	balance	sheet	at	fair	value,	and	changes	in	fair	value	duringthe	periods	presented	in	the	consolidated	statement	of
operations,	which	is	revalued	at	each	consolidated	balance	sheet	date	subsequentto	the	initial	issuance	of	the	stock
warrant.Â	Asof	December	31,	2023,	and	December	31,	2022,	the	Company	had	4,649,952	warrants	outstanding	to
purchase	one	share	of	the	Companyâ€™sCommon	Stock	for	each	warrant	at	a	weighted	average	exercise	price	of	$5.03
and	various	expiration	dates	through	September	2027.	Duringyear	end	December	31,	2023,	no	warrants	were	exercised
into	an	equivalent	number	of	Common	Shares	as	compared	to	1,036,486	warrants	beingexercised	during	the	year
ended	December	31,	2022.Â		F-28	Â		Â	OnSeptember	17,	2023,	the	Company	entered	into	a	warrant	amendment	with
certain	holders	of	(1)	tradeable	warrants	(the	â€œTradeableWarrantsâ€​)	who	have	the	right	to	purchase	73,568	shares
of	Common	Stock;	(2)	non-tradeable	warrants	(the	â€œNon-Tradeable	Warrantsâ€​)who	have	the	right	to	purchase
73,568	shares	of	Common	Stock	and	(3)	other	outstanding	warrants	(the	â€œPre-IPO	Warrantsâ€​)who	have	the	right	to
purchase	1,109,475	shares	of	Common	Stock.	The	warrant	amendment	provides	that	such	warrants	will	not	be
exercisableuntil	the	date	that	the	Company	files	a	certificate	of	amendment	to	its	certificate	of	incorporation	with	the
State	of	Delaware	whichincreases	the	number	of	shares	of	its	authorized	Common	Stock	to	allow	for	sufficient
authorized	and	unissued	shares	of	Common	Stockfor	the	full	exercise	of	all	of	the	outstanding	Pre-IPO	Warrants,
Tradeable	Warrants,	and	Non-Tradeable	Warrants	of	the	Company	and	theissuance	of	all	of	the	shares	of	Common
Stock	underlying	such	warrants.Â	Note14.	INCOME	TAXESÂ	Deferredtax	assets	and	valuation	allowanceÂ	TheCompany
had,	subject	to	limitation,	approximately	$30	million	of	net	operating	loss	carryforwards	at	December	31,	2023,	of
which	approximately$0.67	million	will	begin	expiring	in	2034.	The	remaining	balance	of	approximately	$24	million	will
carry	forward	indefinitely.	A	100%valuation	allowance	has	been	provided	for	the	deferred	tax	benefits	resulting	from
the	net	operating	loss	carryover	due	to	a	lack	ofearnings	history.	In	addressing	the	realizability	of	deferred	tax	assets,
management	considers	whether	it	is	more	likely	than	not	thatsome	portion	or	all	of	the	deferred	tax	assets	will	not	be
realized.	The	ultimate	realization	of	deferred	tax	assets	is	dependent	uponthe	generation	of	future	taxable	income
during	the	periods	in	which	those	temporary	differences	are	deductible.	The	valuation	allowanceincreased	by
approximately	$3.0	million	and	$0.8	million	for	the	years	ended	December	31,	2023,	and	2022,	respectively.	Significant
componentsof	deferred	tax	assets	are	as	follows:Â	SCHEDULEOF	DEFERRED	TAX	ASSETS	AND	LIABILITIES	Â	Â	
2023Â	Â		2022Â		Â	Â		December	31,Â		Â	Â		2023Â	Â		2022Â		Deferred	tax	assets:Â		Â	Â	Â	Â		Â	Â	Â		Net	operating	loss
carryoverÂ		$6,479,696Â	Â		$3,871,192Â		Stock	compensationÂ		Â	325,320Â	Â		Â	477,055Â		Capitalized	R&E	costsÂ	
Â	525,463Â	Â		Â	260,560Â		OtherÂ		Â	204,013Â	Â		Â	5,708Â		Operating	lease	liabilitiesÂ		Â	79,319Â	Â		Â	â€”Â		Tax
creditsÂ		Â	582,206Â	Â		Â	443,867Â		Total	deferred	tax	assetsÂ		Â	8,196,018Â	Â		Â	5,058,382Â		Deferred	tax	liability:Â	
Â	Â	Â	Â		Â	Â	Â		Right-of-use	asset	tax	liabilityÂ		$(77,766)Â		$â€”Â		Depreciation	and	amortizationÂ		Â	(59,248)Â	
Â	(7,337)	Total	deferred	tax	liabilityÂ		Â	(137,014Â	Â		Â	(7,337)	Less:	valuation	allowanceÂ		Â	(8,059,004)Â	
Â	(5,051,045)	Total	property	and	equipment,	netÂ		$0Â	Â		$0Â		Â	Thereconciliation	of	the	statutory	federal	income	tax
rate	to	the	Companyâ€™s	effective	tax	rate	for	the	years	ended	December	31,	2023and	2022,	was	as
follows:Â	SCHEDULEOF	RECONCILIATION	OF	STATUTORY	FEDERAL	INCOME	TAX	RATE	Â	Â		2023Â	Â		2022Â		Â	Â	
December	31,Â		Â	Â		2023Â	Â		2022Â		Tax	at	federal	statutory	rateÂ		Â	-21.00%Â		Â	-21.00%	Permanent	differencesÂ	
Â	0.03%Â		Â	10.40%	Research	and	development	creditsÂ		Â	0.83%Â		Â	2.20%	Deferred	balance	true-upÂ		Â	16.07%Â	
Â	0.00%	Change	in	valuation	allowanceÂ		Â	-37.87%Â		Â	10.10%	Effective	income	tax	rateÂ		Â	0.00%Â		Â	0.00%
Â	Unrecognizedtax	benefitsÂ	Asof	December	31,	2023,	and	2022,	the	Company	has	unrecognized	tax	benefits	related	to
tax	credits	of	$249,517	and	$190,229,	respectively.None	of	the	unrecognized	tax	benefits	as	of	December	31,	2023,	if
recognized,	would	impact	the	effective	tax	rate	due	to	the	valuationallowance,	and	no	interest	or	penalties	have	been
recognized.	A	reconciliation	of	the	beginning	and	ending	balance	of	unrecognized	taxbenefits	is	as
follows:Â	SCHEDULEOF	UNRECOGNIZED	TAX	BENEFITS	Â	Â		2023Â	Â		2022Â		Â	Â		December	31,Â		Â	Â		2023Â	Â	
2022Â		Beginning	balanceÂ		$190,229Â	Â		$49,646Â		Additions	based	on	tax	positions	related	to	the	prior	yearÂ	
Â	30,897Â	Â		Â	110,681Â		Additions	based	on	tax	positions	related	to	the	current	yearÂ		Â	28,391Â	Â		Â	29,902Â	
Ending	balanceÂ		$249,517Â	Â		$190,229Â		Â	Note15.	SUBSEQUENT	EVENTSÂ	OnMarch	8,	2024,	the	Company	issued
to	certain	investors,	(i)	in	a	registered	direct	offering,	1,600,000	shares	of	the	Companyâ€™scommon	stock	and	(ii)	in	a
concurrent	private	placement,	warrants	to	purchase	an	aggregate	of	1,600,000	shares	of	Common	Stock,	withan
exercise	price	of	$1.64	(collectively,	the	â€œTransactionâ€​),	which	Transaction	constitutes	a	Dilutive	Issuance	under
theterms	of	the	Warrants.Â	Section3(b)	of	the	Warrants	provides	that	in	the	event	of	a	Dilutive	Issuance,	the	Exercise
Price	of	the	Warrants	shall	be	reduced	and	onlyreduced	to	equal	the	effective	price	per	share	of	the	Dilutive	Issuance
(the	â€œBase	Share	Priceâ€​)	and	the	number	of	WarrantShares	issuable	thereunder	shall	be	increased	such	that	the
aggregate	Exercise	Price	payable	pursuant	to	the	Warrant,	after	taking	intoaccount	the	decrease	in	the	Exercise	Price,
shall	be	equal	to	the	aggregate	Exercise	Price	prior	to	such	adjustment,	provided	that	theBase	Share	Price	shall	not	be
less	than	$3.0625	(50%	of	the	public	offering	price	of	the	Units	sold	in	the	Companyâ€™s	initial	publicoffering)	(subject
to	adjustment	for	reverse	and	forward	stock	splits,	recapitalizations	and	similar	transactions).Â	Theeffect	of	the
Transaction	is	such	that	the	Exercise	Price	of	the	Warrants	shall	be	reduced	to	$3.0625	per	share.	The	new	number	of
WarrantShares	is	calculated	by	dividing	(x)	the	number	of	Warrant	Shares	underlying	the	Warrant	immediately	prior	to
the	Transaction	multipliedby	the	Exercise	Price	in	effect	immediately	prior	to	the	Transaction,	by	(y)	$3.0625.	The
calculations	will	be	made	to	the	nearest	centor	the	nearest	1/100th	of	a	share.Â	Asof	March	8,	2024	and	prior	to	the
Transaction,	there	were	Tradeable	Warrants	to	purchase	up	to	an	aggregate	of	1,601,258	shares	of	commonstock
outstanding	and	Non-Tradeable	Warrants	to	purchase	an	aggregate	of	up	to	2,704,554	shares	of	common	stock
outstanding.Â	Â		F-29	Â		Â	PARTIIINFORMATIONNOT	REQUIRED	IN	PROSPECTUSÂ	Item13.	Other	Expenses	of
Issuance	and	DistributionÂ	Thefollowing	table	sets	forth	all	expenses	to	be	paid	by	the	registrant,	other	than	estimated
underwriting	discounts	and	commissions,	inconnection	with	this	Offering.	All	amounts	shown	are	estimates	except	for
the	Securities	and	Exchange	Commission	registration	fee,	theFinancial	Industry	Regulatory	Authority	(FINRA)	filing	fee
and	the	exchange	listing	fee:Â		Â	Â		Amount	to	be	PaidÂ		Securities	and	Exchange	Commission	registration	feeÂ	
$360Â		Legal	fees	and	expensesÂ		Â	75,000Â		Accounting	fees	and	expensesÂ		Â	15,000Â		MiscellaneousÂ		Â	9,640Â	
TotalÂ		$100,000Â		Â	Item14.	Indemnification	of	Directors	and	OfficersÂ	bioAffinityTechnologies,	Inc.	is	incorporated



under	the	laws	of	the	State	of	Delaware.	Reference	is	made	to	Section	102(b)(7)	of	the	DGCL,	whichenables	a
corporation	in	its	original	certificate	of	incorporation	or	an	amendment	thereto	to	eliminate	or	limit	the	personal
liabilityof	a	director	for	violations	of	the	directorâ€™s	fiduciary	duty,	except	(1)	for	any	breach	of	the	directorâ€™s	duty
of	loyaltyto	the	corporation	or	its	stockholders,	(2)	for	acts	or	omissions	not	in	good	faith	or	which	involve	intentional
misconduct	or	a	knowingviolation	of	law,	(3)	pursuant	to	Section	174	of	the	DGCL,	which	provides	for	liability	of
directors	for	unlawful	payments	of	dividendsor	unlawful	stock	purchase	or	redemptions,	or	(4)	for	any	transaction	from
which	the	director	derived	an	improper	personal	benefit.Â	Section145(a)	of	the	DGCL	provides,	in	general,	that	a
corporation	may	indemnify	any	person	who	was	or	is	a	party	or	is	threatened	to	be	madea	party	to	any	threatened,
pending	or	completed	action,	suit	or	proceeding,	whether	civil,	criminal,	administrative	or	investigative(other	than	an
action	by	or	in	the	right	of	the	corporation),	because	such	person	is	or	was	a	director,	officer,	employee	or	agent	ofthe
corporation,	or	is	or	was	serving	at	the	request	of	the	corporation	as	a	director,	officer,	employee	or	agent	of	another
corporation,partnership,	joint	venture,	trust	or	other	enterprise,	against	expenses	(including	attorneysâ€™	fees),
judgments,	fines	and	amountspaid	in	settlement	actually	and	reasonably	incurred	by	the	person	in	connection	with	such
action,	suit	or	proceeding,	if	he	or	she	actedin	good	faith	and	in	a	manner	he	or	she	reasonably	believed	to	be	in	or	not
opposed	to	the	best	interests	of	the	corporation	and,	withrespect	to	any	criminal	action	or	proceeding,	had	no
reasonable	cause	to	believe	his	or	her	conduct	was	unlawful.Â	Section145(b)	of	the	DGCL	provides,	in	general,	that	a
corporation	may	indemnify	any	person	who	was	or	is	a	party	or	is	threatened	to	be	madea	party	to	any	threatened,
pending	or	completed	action	or	suit	by	or	in	the	right	of	the	corporation	to	procure	a	judgment	in	its	favorbecause	the
person	is	or	was	a	director,	officer,	employee	or	agent	of	the	corporation,	or	is	or	was	serving	at	the	request	of	the
corporationas	a	director,	officer,	employee	or	agent	of	another	corporation,	partnership,	joint	venture,	trust	or	other
enterprise,	against	expenses(including	attorneysâ€™	fees)	actually	and	reasonably	incurred	by	the	person	in	connection
with	the	defense	or	settlement	of	suchaction	or	suit	if	he	or	she	acted	in	good	faith	and	in	a	manner	he	or	she
reasonably	believed	to	be	in	or	not	opposed	to	the	best	interestsof	the	corporation,	except	that	no	indemnification	shall
be	made	with	respect	to	any	claim,	issue	or	matter	as	to	which	he	or	she	shallhave	been	adjudged	to	be	liable	to	the
corporation	unless	and	only	to	the	extent	that	the	adjudicating	court	determines	that,	despitethe	adjudication	of	liability
but	in	view	of	all	of	the	circumstances	of	the	case,	he	or	she	is	fairly	and	reasonably	entitled	to	indemnityfor	such
expenses	which	the	adjudicating	court	shall	deem	proper.Â	Section145(g)	of	the	DGCL	provides,	in	general,	that	a
corporation	may	purchase	and	maintain	insurance	on	behalf	of	any	person	who	is	or	wasa	director,	officer,	employee	or
agent	of	the	corporation,	or	is	or	was	serving	at	the	request	of	the	corporation	as	a	director,	officer,employee	or	agent
of	another	corporation,	partnership,	joint	venture,	trust	or	other	enterprise	against	any	liability	asserted	againstsuch
person	and	incurred	by	such	person	in	any	such	capacity,	or	arising	out	of	his	or	her	status	as	such,	whether	the
corporation	wouldhave	the	power	to	indemnify	the	person	against	such	liability	under	Section	145	of	the
DGCL.Â	Inaddition,	as	permitted	by	Delaware	law,	our	Charter	includes	provisions	that	eliminate	the	personal	liability
of	our	directors	for	monetarydamages	resulting	from	breaches	of	certain	fiduciary	duties	as	a	director,	except	to	the
extent	such	an	exemption	from	liability	thereofis	not	permitted	under	the	DGCL.	The	effect	of	these	provisions	is	to
restrict	our	rights	and	the	rights	of	our	stockholders	in	derivativesuits	to	recover	monetary	damages	against	a	director
for	breach	of	fiduciary	duties	as	a	director,	subject	to	certain	exceptions	in	whichcase	the	director	would	be	personally
liable.	If	Delaware	law	is	amended	to	authorize	corporate	action	further	eliminating	or	limitingthe	personal	liability	of
directors,	then	the	liability	of	our	directors	will	be	eliminated	or	limited	to	the	fullest	extent	permittedby	Delaware	law,
as	so	amended.	Our	Charter	does	not	eliminate	the	duty	of	care	owed	by	our	directors	and	officers	and,	in
appropriatecircumstances,	equitable	remedies,	such	as	injunctive	or	other	forms	of	non-monetary	relief,	remain
available	under	Delaware	law.	Thisprovision	also	does	not	affect	the	responsibilities	of	directors	and	officers	under	any
other	laws,	such	as	the	federal	securities	lawsor	other	state	or	federal	laws.Â	OurCharter	also	provides	that	any
amendment,	repeal	or	modification	of	such	article	unless	otherwise	required	by	law	will	not	adverselyaffect	any	right	or
protection	existing	at	the	time	of	such	repeal	or	modification	with	respect	to	any	acts	or	omissions	occurring	beforesuch
repeal	or	amendment	of	a	director	serving	at	the	time	of	such	repeal	or	modification.Â		II-1	Â		Â	OurCharter	and	A&R
Bylaws	provides	that	we	shall	indemnify	each	of	our	directors,	officers,	employees	and	agents,	to	the	fullest
extentpermitted	by	the	DGCL	as	the	same	may	be	amended	(except	that	in	the	case	of	an	amendment,	only	to	the	extent
that	the	amendment	permitsus	to	provide	broader	indemnification	rights	than	the	DGCL	permitted	us	to	provide	prior
to	such	the	amendment)	against	any	and	all	liabilityand	loss	suffered	and	expenses	(including	attorneysâ€™	fees)
reasonably	incurred	by	the	director,	officer	or	such	employee	or	onthe	directorâ€™s,	officerâ€™s	or	employeeâ€™s
behalf	in	connection	with	any	threatened,	pending	or	completed	proceeding	orany	claim,	issue	or	matter	therein,	to
which	he	or	she	is	or	is	threatened	to	be	made	a	party	because	he	or	she	is	or	was	serving	asa	director,	officer	or
employee	of	our	Company,	or	at	our	request	as	a	director,	partner,	trustee,	officer,	employee	or	agent	of
anothercorporation,	partnership,	joint	venture,	trust,	employee	benefit	plan	or	other	enterprise,	if	he	or	she	acted	in
good	faith	and	in	amanner	he	or	she	reasonably	believed	to	be	in	or	not	opposed	to	the	best	interests	of	our	Company
and,	with	respect	to	any	criminal	proceeding,had	no	reasonable	cause	to	believe	his	or	her	conduct	was	unlawful.	The
Charter	and	A&R	Bylaws	further	provide	for	the	advancementof	expenses.Â	Inaddition,	the	A&R	Bylaws	provide	that
the	right	to	indemnification	and	advancement	of	expenses	shall	not	be	exclusive	of	any	otherright	now	possessed	or
hereafter	acquired	under	any	statute,	provision	of	the	Charter	or	A&R	Bylaws,	agreement,	vote	of	stockholdersor
otherwise.	Furthermore,	our	A&R	Bylaws	authorize	us	to	provide	insurance	for	our	directors,	officers,	employees	and
agents	againstany	liability,	whether	we	would	have	the	power	to	indemnify	such	person	against	such	liability	under	the
DGCL	or	the	A&R	Bylaws.Â	Wealso	maintain	a	general	liability	insurance	policy	which	covers	certain	liabilities	of
directors	and	officers	of	our	Company	arisingout	of	claims	based	on	acts	or	omissions	in	their	capacities	as	directors	or
officers.Â	Item15.	Recent	Sales	of	Unregistered	SecuritiesÂ	TheCompany	has	not	issued	unregistered	securities	to	any
person	within	the	last	three	years,	except	as	described	below.	None	of	these	transactionsinvolved	any	underwriters,
underwriting	discounts	or	commissions,	except	as	specified	below,	or	any	public	offering,	and,	unless
otherwiseindicated	below,	the	Company	believes	that	each	transaction	was	exempt	from	the	registration	requirements
of	the	Securities	Act	by	virtueof	Section	4(a)(2)	thereof,	Rule	701	of	the	Securities	Act	and/or	Rule	506	of	Regulation	D
promulgated	thereunder.	All	recipients	hadadequate	access,	though	their	relationships	with	the	Company,	to
information	about	the	Company.Â	BetweenOctober	22,	2020	and	June	8,	2021,	we	issued	and	sold	unsecured,
convertible	promissory	notes	to	10	investors	with	an	aggregate	principalamount	of	$937,957.	These	notes	bear	interest
at	8%	per	annum	and	had	a	maturity	date	of	May	31,	2022.	These	notes	have	been	amendedand	currently	have	a
maturity	date	of	October	31,	2022.	The	principal	and	accrued	interest	under	these	notes	will	automatically	convertinto
shares	of	the	equity	security	sold	by	the	Company	in	its	next	equity	financing	involving	the	receipt	by	the	Company	of	at



least$5,000,000	at	a	price	per	share	equal	to	80%	of	the	lowest	per	share	price	paid	for	such	securities	by	the	investors
in	such	offering.Holders	of	these	notes	may	also,	at	their	option,	convert	the	principal	and	accrued	interest	under	their
notes	(or	any	portion	thereof)into	shares	of	the	Companyâ€™s	Common	Stock	at	a	price	per	share	equal	to	$4.20	per
share.Â	BetweenJune	30,	2021	and	August	28,	2021,	we	issued	and	sold	unsecured,	convertible	promissory	notes	to	6
investors	with	an	aggregate	principalamount	of	$870,000.	These	notes	bear	interest	at	8%	per	annum	and	have	a
maturity	date	of	December	31,	2022.	The	principal	and	accruedinterest	under	these	notes	automatically	converted	into
shares	of	the	Companyâ€™s	Common	Stock	upon	completion	of	our	initial	publicoffering	at	the	initial	public	offering
price	of	$6.125.	Holders	of	these	notes	also,	at	their	option,	prior	to	our	initial	public	offering,could	have	converted	the
principal	and	accrued	interest	under	their	notes	(or	any	portion	thereof)	into	shares	of	the	Companyâ€™sCommon
Stock	at	a	price	per	share	equal	to	$4.20	per	share.Â	BetweenOctober	7,	2021	and	January	20,	2022,	we	issued	and
sold	unsecured,	convertible	promissory	notes	to	23	investors	pursuant	to	a	note	purchaseagreement	with	an	aggregate
principal	amount	of	$2,425,000.	These	notes	bear	interest	at	6%	per	annum	and	had	a	maturity	date	of	May31,	2022.
These	notes	have	been	amended	and	currently	have	a	maturity	date	of	October	31,	2022.	The	principal	and	accrued
interest	underthese	notes	automatically	converted	into	shares	of	the	Companyâ€™s	Common	Stock	upon	completion	of
our	initial	public	offering	atthe	initial	public	offering	price	of	$6.125.	Holders	of	these	notes	also,	at	their	option,	prior
to	our	initial	public	offering,	couldhave	converted	the	principal	and	accrued	interest	under	their	notes	(or	any	portion
thereof)	into	shares	of	the	Companyâ€™s	CommonStock	at	a	price	per	share	equal	to	$4.20	per	share.	Pursuant	to	the
terms	of	the	note	purchase	agreement,	each	of	these	notes	was	accompaniedby	warrants	to	purchase	that	number	of
shares	of	the	Companyâ€™s	Common	Stock	equal	to	the	principal	amount	of	the	note	divided	by$4.20.	Accordingly,
warrants	to	purchase	up	to	577,380	shares	of	the	Companyâ€™s	Common	Stock	were	issued	to	the	noteholders.
Thesewarrants	have	an	exercise	price	of	$5.25	per	share	because	our	initial	public	offering	was	not	completed	on	or
before	May	31,	2022.	Thewarrants	have	a	term	of	5	years.	In	addition,	we	issued	a	warrant	to	the	placement	agent	in
the	convertible	note	offering	exercisablefor	29,464	shares	of	our	Common	Stock	at	an	exercise	price	equal	to	120%	of
the	initial	public	offering	price	of	$6.125.Â	BetweenNovember	and	December	of	2021,	we	issued	warrants	to	the
holders	of	our	convertible	promissory	notes	issued	prior	to	June	30,	2021	asconsideration	for	their	agreement	to	extend
the	maturity	date	of	such	notes	to	May	31,	2022.	We	issued	warrants	to	purchase	that	numberof	shares	of	Common
Stock	equal	to	the	original	principal	amount	of	the	notes	divided	by	$4.20.	Accordingly,	we	issued	warrants	to
purchase1,419,509	shares	of	the	Companyâ€™s	Common	Stock	to	these	noteholders.	These	warrants	have	an	exercise
price	of	$5.25	per	share	becauseour	initial	public	offering	was	not	completed	on	or	before	May	31,	2022.	The	warrants
have	a	term	of	five	years.Â	InJuly	of	2022,	we	issued	729,658	warrants	to	the	holders	of	our	convertible	promissory
notes	that	agreed	to	an	extension	of	the	maturitydate	of	such	notes	to	October	31,	2022.	The	warrants	are	exercisable
to	purchase	Common	Stock	at	an	exercise	price	of	$5.25	per	share.The	warrants	have	a	term	of	five
years.Â	Inconnection	with	the	sale	of	the	convertible	bridge	notes	and	issuance	of	the	warrants	in	the	fourth	quarter	of
2021	and	the	first	quarterof	2022	(none	of	which	were	purchased	by	the	Placement	Agent),	we	issued	to	WallachBeth
Capital,	LLC,	the	exclusive	placement	agent	forthe	convertible	bridge	notes	and	the	associated	warrants,	the	Placement
Agentâ€™s	Warrant	to	purchase	one	share	of	Common	Stock	basedon	the	investorsâ€™	bridge	note	principal	balance
investment,	or	a	total	of	29,464	shares	of	our	Common	Stock.	The	exercise	priceof	one	share	of	our	Common	Stock
pursuant	to	the	Placement	Agentâ€™s	Warrant	is	$7.35	(120%	of	the	initial	public	offering	priceof	one	Unit).Â		II-2	Â	
Â	BetweenApril	2014	and	March	2022,	we	issued	non-statutory	stock	options	under	our	2014	Stock	Incentive	Plan	to
certain	of	our	employees,	directorsand	consultants	to	purchase	up	to	969,645	shares	of	our	Common	Stock.	Some	of
those	options	were	exercised,	resulting	in	the	issuanceof	34,456	shares	of	our	Common	Stock.	Options	to	purchase
55,380	shares	of	our	Common	Stock	were	forfeited	when	the	recipientsâ€™service	to	the	Company	was	terminated.
Options	to	purchase	876,952	shares	of	our	Common	Stock	at	a	weighted	average	exercise	price	ofapproximately	$4.13
per	share	remain	outstanding	as	of	the	date	of	this	registration	statement.	The	options	generally	have	a	term	of10	years
from	the	date	of	grant.Â	BetweenAugust	2015	and	January	2022,	we	issued	41,417	shares	of	our	Common	Stock	as
restricted	stock	grants	under	our	2014	Stock	Incentive	Planto	certain	of	our	employees	and	consultants.Â	InAugust	of
2022,	we	issued	and	sold	unsecured,	convertible	promissory	notes	to	two	investors	pursuant	to	a	note	purchase
agreement	withan	aggregate	principal	amount	of	$249,000.	These	notes	bear	interest	at	6%	per	annum	and	have	a
maturity	date	of	October	31,	2022.	Theprincipal	and	accrued	interest	under	these	notes	automatically	converted	into
shares	of	the	Companyâ€™s	Common	Stock	upon	completionof	our	initial	public	offering	at	the	initial	public	offering
price	of	$6.125.	Holders	of	these	notes	also,	at	their	option,	prior	toour	initial	public	offering,	could	have	converted	the
principal	and	accrued	interest	under	their	notes	(or	any	portion	thereof)	intoshares	of	the	Companyâ€™s	Common
Stock	at	a	price	per	share	equal	to	$4.20	per	share.	Pursuant	to	the	terms	of	the	note	purchaseagreement,	each	of	these
notes	was	accompanied	by	warrants	to	purchase	that	number	of	shares	of	the	Companyâ€™s	Common	Stock	equalto
the	principal	amount	of	the	note	divided	by	$4.20.	Accordingly,	warrants	to	purchase	up	to	59,285	shares	of	the
Companyâ€™s	CommonStock	were	issued	to	the	noteholders.	These	warrants	have	an	exercise	price	equal	to	$5.25	per
share.	The	warrants	have	a	term	of	5	years.Â	OnJanuary	1,	2023,	we	issued	an	aggregate	of	57,589	restricted	shares	of
the	Companyâ€™s	Common	Stock	to	our	seven	directors,	whichshares	of	restricted	stock	will	vest	ratably	over	three
months	of	continued	service	and	which	represents	a	restricted	stock	award	toeach	director	valued	at	$18,750	granted
by	us	to	each	of	our	directors	each	quarter	during	the	calendar	year	as	part	of	our	directorcompensation
policy.Â	OnApril	15,	2023,	we	issued	an	aggregate	of	69,440	restricted	shares	of	the	Companyâ€™s	Common	Stock	to
our	seven	directors,	whichshares	of	restricted	stock	will	vest	one-third	on	the	date	of	grant,	one-third	on	May	1,	2023
and	the	remaining	shares	on	June	1,	2023,provided	each	individual	continues	to	service	as	a	director,	and	which
represents	a	restricted	stock	award	to	each	director	valued	at$18,750	granted	by	us	to	each	of	our	directors	each
quarter	during	the	calendar	year	as	part	of	our	director	compensation	policy.Â	OnJune	6,	2023,	we	issued	26,178
restricted	shares	of	the	Companyâ€™s	Common	Stock	to	our	Chief	Executive	Officer	and	52,356	restrictedshares	of	the
Companyâ€™s	Common	Stock	to	our	Chief	Financial	Officer	in	consideration	of	services	provided.Â	OnJuly	1,	2023,	we
issued	an	aggregate	of	71,715	restricted	shares	of	the	Companyâ€™s	Common	Stock	to	our	seven	directors,	which
sharesof	restricted	stock	will	vest	ratably	over	three	months	of	continued	service	and	which	represents	a	restricted
stock	award	to	each	directorvalued	at	$18,750	granted	by	us	to	each	of	our	directors	each	quarter	during	the	calendar
year	as	part	of	our	director	compensation	policy.Â	BetweenApril	1,	2023	and	September	1,	2023,	we	issued	an
aggregate	of	16,048	shares	of	the	Companyâ€™s	Common	Stock	to	a	consultant	pursuantto	the	terms	of	a	consulting
agreement	in	consideration	of	services	provided.Â	OnAugust	9,	2023,	we	issued	26,315	restricted	shares	of	the
Companyâ€™s	Common	Stock	to	an	officer	pursuant	to	the	terms	of	his	employmentagreement.Â	OnSeptember	18,
2023,	we	issued	564,972	shares	of	the	Companyâ€™s	Common	Stock	to	the	Joyce	Trust	pursuant	to	the	terms	of	the



AssetPurchase	Agreement.Â	OnOctober	1,	2023,	we	issued	an	aggregate	of	94,936	restricted	shares	of	our	Common
Stock	to	our	seven	directors,	which	shares	of	restrictedstock	will	vest	ratably	over	three	months	of	continued	service
and	which	represents	a	restricted	stock	award	to	each	director	valuedat	$18,750	granted	by	us	to	each	of	our	directors
each	quarter	during	the	calendar	year	as	part	of	our	director	compensation	policy.Â	OnOctober	1,	2023,	we	issued
3,164	shares	of	our	Common	Stock	to	a	consultant	pursuant	to	the	terms	of	a	consulting	agreement	in	considerationof
services	provided.Â	InNovember	2023	to	an	investor	relations	firm	of	50,000	shares	of	common	stock	for	services
provided.	The	investor	relations	firm	was	asophisticated	investor,	received	shares	that	had	a	restricted	legend	and	had
adequate	access,	though	their	relationships	with	the	Company,to	information	about	the	Company.Â	OnMarch	6,	2024,
we	issued	(i)	1,600,000	shares	of	the	Companyâ€™s	Common	Stock	in	a	registered	direct	offering	and;	(ii)
1,600,000warrants	to	purchase	1,600,000	shares	of	the	Companyâ€™s	Common	Stock	in	a	concurrent	private
placement;	and	(iii)	39,062	warrantsto	purchase	39,062	shares	of	the	Companyâ€™s	Common	Stock	in	a	concurrent
private	placement.Â		II-3	Â		Â	Item16.	Exhibits	and	Financial	Statement	SchedulesÂ	(a)ExhibitsÂ	Seethe	Exhibit	Index
immediately	preceding	the	signature	page	hereto	for	a	list	of	exhibits	filed	as	part	of	this	registration	statementon	Form
S-1,	which	Exhibit	Index	is	incorporated	herein	by	reference.Â	(b)Financial	Statement	SchedulesÂ	Schedulesnot	listed
have	been	omitted	because	the	information	required	to	be	set	forth	therein	is	not	applicable,	not	material	or	is	shown
inthe	financial	statements	or	notes	thereto.Â	Item17.	UndertakingsÂ	Theundersigned	registrant	hereby	undertakes:Â	
(1)	To	file,	during	any	period	in	which	offers	or	sales	are	being	made,	a	post-effective	amendment	to	this	registration
statement:	Â		Â		i.	to	include	any	prospectus	required	by	Section	10(a)(3)	of	the	Securities	Act;	Â		Â		Â		Â		ii.	to	reflect	in
the	prospectus	any	acts	or	events	arising	after	the	effective	date	of	this	registration	statement	(or	the	most	recent	post-
effective	amendment	thereof)	which,	individually	or	in	the	aggregate,	represent	a	fundamental	change	in	the
information	set	forth	in	this	registration	statement	(notwithstanding	the	foregoing,	any	increase	or	decrease	in	volume
of	securities	offered	(if	the	total	dollar	value	of	securities	offered	would	not	exceed	that	which	was	registered)	and	any
deviation	from	the	low	or	high	end	of	the	estimated	maximum	offering	range	may	be	reflected	in	the	form	of	a
prospectus	filed	with	the	Commission	pursuant	to	Rule	424(b)	under	the	Securities	Act	if,	in	the	aggregate,	the	changes
in	volume	and	price	represent	no	more	than	a	20%	change	in	the	maximum	aggregate	offering	price	set	forth	in	the
â€œCalculation	of	Registration	Feeâ€​	table	in	the	effective	registration	statement);	and	Â		Â		Â		Â		iii.	to	include	any
material	information	with	respect	to	the	plan	of	distribution	not	previously	disclosed	in	this	registration	statement	or
any	material	change	to	such	information	in	this	registration	statement;	provided,	however,	that	subparagraphs	(i),	(ii)
and	(iii)	do	not	apply	if	the	information	required	to	be	included	in	a	post-effective	amendment	by	those	subparagraphs
is	contained	in	periodic	reports	filed	with	or	furnished	to	the	Commission	by	the	Registrant	pursuant	to	Section	13	or
Section	15(d)	of	the	Securities	Exchange	Act	of	1934,	that	are	incorporated	by	reference	in	this	registration	statement,
or	is	contained	in	a	form	of	prospectus	filed	pursuant	to	Rule	424(b)	that	is	part	of	the	registration	statement.	Â		(2)
That,	for	the	purpose	of	determining	any	liability	under	the	Securities	Act,	each	such	post-effective	amendment	shall	be
deemed	to	be	a	new	registration	statement	relating	to	the	securities	offered	therein,	and	the	offering	of	such	securities
at	that	time	shall	be	deemed	to	be	the	initial	bona	fide	offering	thereof.	Â		Â		(3)	To	remove	from	registration,	by	means
of	a	post-effective	amendment,	any	of	the	securities	being	registered	which	remain	unsold	at	the	termination	of	the
offering.	Â		Â		(4)	That	each	prospectus	filed	pursuant	to	Rule	424(b)	as	part	of	a	registration	statement	relating	to	an
offering,	other	than	registration	statements	relying	on	Rule	430B	or	other	than	prospectuses	filed	in	reliance	on	Rule
430A,	shall	be	deemed	to	be	part	of	and	included	in	the	registration	statement	as	of	the	date	it	is	first	used	after
effectiveness.	Provided,	however,	that	no	statement	made	in	a	registration	statement	or	prospectus	that	is	part	of	the
registration	statement	or	made	in	a	document	incorporated	or	deemed	incorporated	by	reference	into	the	registration
statement	or	prospectus	that	is	part	of	the	registration	statement	will,	as	to	a	purchaser	with	a	time	of	contract	of	sale
prior	to	such	first	use,	supersede	or	modify	any	statement	that	was	made	in	the	registration	statement	or	prospectus
that	was	part	of	the	registration	statement	or	made	in	any	such	document	immediately	prior	to	such	date	of	first	use.	Â	
Â		(5)	That,	for	the	purpose	of	determining	liability	of	the	registrant	under	the	Securities	Act	of	1933	to	any	purchaser
in	the	initial	distribution	of	the	securities:	The	undersigned	registrant	undertakes	that	in	a	primary	offering	of	securities
of	the	undersigned	registrant	pursuant	to	this	registration	statement,	regardless	of	the	underwriting	method	used	to
sell	the	securities	to	the	purchaser,	if	the	securities	are	offered	or	sold	to	such	purchaser	by	means	of	any	of	the
following	communications,	the	undersigned	registrant	will	be	a	seller	to	the	purchaser	and	will	be	considered	to	offer	or
sell	such	securities	to	such	purchaser:	Â		Â		i.	Any	preliminary	prospectus	or	prospectus	of	the	undersigned	registrant
relating	to	the	offering	required	to	be	filed	pursuant	to	Rule	424	(Â§	230.424	of	this	chapter);	Â		Â		Â		Â		ii.	Any	free
writing	prospectus	relating	to	the	offering	prepared	by	or	on	behalf	of	the	undersigned	registrant	or	used	or	referred	to
by	the	undersigned	registrant;	Â		Â		Â		Â		iii.	The	portion	of	any	other	free	writing	prospectus	relating	to	the	offering
containing	material	information	about	the	undersigned	registrant	or	its	securities	provided	by	or	on	behalf	of	the
undersigned	registrant;	and	Â		Â		Â		Â		iv.	Any	other	communication	that	is	an	offer	in	the	offering	made	by	the
undersigned	registrant	to	the	purchaser.	Â		(6)	Insofar	as	indemnification	for	liabilities	arising	under	the	Securities	Act
may	be	permitted	to	directors,	officers	and	controlling	persons	of	the	Registrant	pursuant	to	the	foregoing	provisions,
or	otherwise,	the	Registrant	has	been	advised	that	in	the	opinion	of	the	SEC	such	indemnification	is	against	public
policy	as	expressed	in	the	Securities	Act	and	is,	therefore,	unenforceable.	In	the	event	that	a	claim	for	indemnification
against	such	liabilities	(other	than	the	payment	by	a	Registrant	of	expenses	incurred	or	paid	by	a	director,	officer	or
controlling	person	of	a	Registrant	in	the	successful	defense	of	any	action,	suit	or	proceeding)	is	asserted	by	such
director,	officer	or	controlling	person	in	connection	with	the	securities	being	registered,	that	Registrant	will,	unless	in
the	opinion	of	its	counsel	the	matter	has	been	settled	by	controlling	precedent,	submit	to	a	court	of	appropriate
jurisdiction	the	question	whether	such	indemnification	by	it	is	against	public	policy	as	expressed	in	the	Securities	Act
and	will	be	governed	by	the	final	adjudication	of	such	issue.	Â		Â		(7)	For	purposes	of	determining	any	liability	under	the
Securities	Act	of	1933,	the	information	omitted	from	the	form	of	prospectus	filed	as	part	of	this	registration	statement
in	reliance	upon	Rule	430A	and	contained	in	a	form	of	prospectus	filed	by	the	registrant	pursuant	to	Rule	424(b)(1)	or
(4)	or	497(h)	under	the	Securities	Act	shall	be	deemed	to	be	part	of	this	registration	statement	as	of	the	time	it	was
declared	effective.	Â		Â		(8)	For	purposes	of	determining	any	liability	under	the	Securities	Act	of	1933,	each	filing	of	the
registrantâ€™s	annual	report	pursuant	to	section	13(a)	or	section	15(d)	of	the	Securities	Exchange	Act	of	1934	(and,
where	applicable,	each	filing	of	an	employee	benefit	planâ€™s	annual	report	pursuant	to	section	15(d)	of	the	Securities
Exchange	Act	of	1934)	that	is	incorporated	by	reference	in	the	registration	statement	shall	be	deemed	to	be	a	new
registration	statement	relating	to	the	securities	offered	therein,	and	the	offering	of	such	securities	at	that	time	shall	be
deemed	to	be	the	initial	bona	fide	offering	thereof.	Â		II-4	Â		Â	EXHIBITINDEXÂ		Exhibit	Number	Â		Description	Â		Â		Â	
1.1	Â		Placement	Agency	Agreement,	dated	March	6,	2024,	by	and	among	the	Company	and	WallachBeth	Capital	LLC



(Incorporated	by	reference	as	Exhibit	1.1	to	the	Registrantâ€™s	Form	8-K	filed	with	the	SEC	on	March	8,	2024)	Â		Â		Â	
1.2	Â		Placement	Agency	Agreement,	dated	August	2,	2024,	by	and	between	bioAffinity	Technologies,	Inc.	and
Wallachbeth	Capital	LLC	(Incorporated	by	reference	as	Exhibit	1.1	to	the	Registrantâ€™s	Current	Report	on	Form	8-K
(File	No.	001-41463)	filed	with	the	SEC	on	August	5,	2024)	Â		Â		Â		3.1	Â		Certificate	of	Incorporation	of	the	Registrant
as	filed	with	the	Delaware	Secretary	of	State	on	March	26,	2014	(Incorporated	by	reference	as	Exhibit	3.1	to	the
Registrantâ€™s	Annual	Report	on	Form	10-K	for	the	year	ended	December	31,	2023	(File	No.	001-41463)	filed	with	the
SEC	on	April	1,	2024)	Â		Â		Â		3.2	Â		Amended	and	Restated	Bylaws	of	Registrant	(Incorporated	by	reference	as	Exhibit
3.6	to	the	Registrantâ€™s	Form	S-1/A	(File	No.	333-264463)	filed	with	the	SEC	on	June	16,	2022)	Â		Â		Â		3.3	Â	
Certificate	of	Amendment	to	the	Certificate	of	Incorporation	of	Registrant,	as	filed	with	the	Delaware	Secretary	of	State
on	May	31,	2016	(Incorporated	by	reference	as	Exhibit	3.3	to	the	Registrantâ€™s	Annual	Report	on	Form	10-K	for	the
year	ended	December	31,	2023	(File	No.	001-41463)	filed	with	the	SEC	on	April	1,	2024)	Â		Â		Â		3.4	Â		Certificate	of
Designation	of	Series	A	Convertible	Preferred	Stock	of	the	Registrant	filed	with	the	Delaware	Secretary	of	State	on	July
13,	2017	(Incorporated	by	reference	as	Exhibit	3.4	to	the	Registrantâ€™s	Form	S-1/A	(File	No.	333-264463)	filed	with
the	SEC	on	May	25,	2022)	Â		Â		Â		3.5	Â		Certificate	of	Amendment	to	the	Certificate	of	Incorporation	of	Registrant,	as
filed	with	the	Delaware	Secretary	of	State	on	November	29,	2021	(Incorporated	by	reference	as	Exhibit	3.5	to	the
Registrantâ€™s	Annual	Report	on	Form	10-K	for	the	year	ended	December	31,	2023	(File	No.	001-41463)	filed	with	the
SEC	on	April	1,	2024)	Â		Â		Â		3.6	Â		Certificate	of	Amendment	to	the	Certificate	of	Incorporation	of	Registrant,	as	filed
with	the	Delaware	Secretary	of	State	on	June	23,	2022	(Incorporated	by	reference	as	Exhibit	3.2	to	the	Registrantâ€™s
Form	S-1/A	(File	No.	333-264463)	filed	with	the	SEC	on	May	25,	2022)	Â		Â		Â		3.7	Â		Certificate	of	Amendment	to	the
Certificate	of	Incorporation	of	Registrant,	as	filed	with	the	Delaware	Secretary	of	State	on	June	6,	2023	(Incorporated
by	reference	as	Exhibit	3.1	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC
on	June	7,	2023)	Â		Â		Â		3.8	Â		Certificate	of	Amendment	to	the	Certificate	of	Incorporation	of	Registrant,	as	filed	with
the	Delaware	Secretary	of	State	on	June	5	2024	(Incorporated	by	reference	as	Exhibit	3.1	to	the	Registrantâ€™s
Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	June	5,	2024)	Â		Â		Â		4.1	Â		Form	of
Registrantâ€™s	Common	Stock	Certificate	(Incorporated	by	reference	as	Exhibit	4.1	to	the	Registrantâ€™s	Form	S-1/A
filed	with	the	SEC	on	June	16,	2022)	Â		Â		Â		4.2	Â		Common	Stock	Purchase	Warrant	issued	to	San	Antonio	Economic
Development	Corporation	dated	March	17,	2017	(Incorporated	by	reference	as	Exhibit	4.2	to	the	Registrantâ€™s	Form
S-1/A	filed	with	the	SEC	on	May	25,	2022).	Â		Â		Â		4.3	Â		Form	of	Common	Stock	Purchase	Warrant	issued	to	Holders
of	the	Registrantâ€™s	Convertible	Promissory	Notes	(Incorporated	by	reference	as	Exhibit	4.3	to	the	Registrantâ€™s
Form	S-1/A	filed	with	the	SEC	on	May	25,	2022)	Â		Â		Â		4.4	Â		Form	of	Placement	Agentâ€™s	Warrant	issued	to
WallachBeth	Capital,	LLC	(Incorporated	by	reference	as	Exhibit	4.4	to	the	Registrantâ€™s	Form	S-1/A	filed	with	the
SEC	on	August	5,	2022)	Â		Â		Â		4.5	Â		Form	of	Representativeâ€™s	Warrant	issued	to	WallachBeth	Capital,	LLC,	in
connection	with	the	Registrantâ€™s	Initial	Public	Offering	(Incorporated	by	reference	as	Exhibit	4.5	to	the
Registrantâ€™s	Form	S-1/A	filed	with	the	SEC	on	July	28,	2022).	Â		Â		Â		4.6	Â		Form	of	(Tradeable)	Common	Stock
Purchase	Warrant	issued	as	part	of	the	Units	sold	in	the	Registrantâ€™s	Initial	Public	Offering	(Incorporated	by
reference	as	Exhibit	4.1	to	the	Registrantâ€™s	Form	8-K	filed	with	the	SEC	on	September	6,	2022)	Â		Â		Â		4.7	Â		Form
of	Warrant	Agent	Agreement	for	the	Warrants	issued	as	part	of	the	Units	sold	in	the	Registrantâ€™s	Initial	Public
Offering	(Incorporated	by	reference	as	Exhibit	4.3	to	the	Registrantâ€™s	Form	8-K	filed	with	the	SEC	on	September	6,
2022)	Â		Â		Â		4.8	Â		Form	of	(Non-tradeable)	Common	Stock	Purchase	Warrant	issued	as	part	of	the	Units	sold	in	the
Registrantâ€™s	Initial	Public	Offering	(Incorporated	by	reference	as	Exhibit	4.2	to	the	Registrantâ€™s	Form	8-K	filed
with	the	SEC	on	September	6,	2022)	Â		II-5	Â		Â		4.9	Â		Form	of	Amendment	to	Common	Share	Purchase	Warrants	with
schedule	of	warrant	holders	and	warrants	(Incorporated	by	reference	as	Exhibit	4.1	to	the	Registrantâ€™s	Current
Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		4.10	Â		Form	of
Amendment	to	Initial	Public	Offering	Warrants	with	schedule	of	warrant	holders	and	warrants	(Incorporated	by
reference	as	Exhibit	4.2	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on
September	20,	2023)	Â		Â		Â		4.11	Â		Form	of	Warrant	to	Purchase	Common	Stock	(Incorporated	by	reference	as	Exhibit
4.1	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	March	8,	2024)	Â		Â	
Â		4.12	Â		Form	of	Placement	Agent	Warrant	(Incorporated	by	reference	as	Exhibit	4.2	to	the	Registrantâ€™s	Current
Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	March	8,	2024	Â		Â		Â		4.13	Â		Form	of	Purchase
Warrant	(Incorporated	by	reference	as	Exhibit	4.1	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-
41463)	filed	with	the	SEC	on	August	5,	2024)	Â		Â		Â		4.14	Â		Form	of	Placement	Agent	Warrant	(Incorporated	by
reference	as	Exhibit	4.2	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on
August	5,	2024)	Â		Â		Â		5.1*	Â		Opinion	of	Blank	Rome	LLP	Â		Â		Â		10.1+	Â		2014	Equity	Incentive	Plan	of	Registrant,
as	amended.	(Incorporated	by	reference	as	Exhibit	10.1	to	the	Registrantâ€™s	Form	S-1	filed	with	the	SEC	on	April	25,
2022)	Â		Â		Â		10.2+	Â		Executive	Chairman	Employment	Agreement	dated	January	1,	2020,	by	and	between	Registrant
and	Steven	Girgenti,	as	amended.	(Incorporated	by	reference	as	Exhibit	10.2	to	the	Registrantâ€™s	Form	S-1	filed	with
the	SEC	on	April	25,	2022)	Â		Â		Â		10.3+	Â		Employment	Agreement	dated	February	1,	2015,	by	and	between
Registrant	and	Maria	Zannes.	(Incorporated	by	reference	as	Exhibit	10.3	to	the	Registrantâ€™s	Form	S-1	filed	with	the
SEC	on	April	25,	2022)	Â		Â		Â		10.4+	Â		Employment	Agreement	dated	April	4,	2016,	by	and	between	Registrant	and
Vivienne	Rebel,	as	amended.	(Incorporated	by	reference	as	Exhibit	10.4	to	the	Registrantâ€™s	Form	S-1	filed	with	the
SEC	on	April	25,	2022)	Â		Â		Â		10.5+	Â		Employment	Agreement	dated	February	1,	2015,	by	and	between	Registrant
and	Timothy	Zannes.	(Incorporated	by	reference	as	Exhibit	10.5	to	the	Registrantâ€™s	Form	S-1	filed	with	the	SEC	on
April	25,	2022)	Â		Â		Â		10.6+	Â		Consulting	Agreement	dated	May	25,	2017,	by	and	between	Registrant	and	Michael
Edwards,	as	amended.	(Incorporated	by	reference	as	Exhibit	10.6	to	the	Registrantâ€™s	Form	S-1	filed	with	the	SEC	on
May	25,	2022)	Â		Â		Â		10.7	Â		License	Agreement	to	Participate	in	the	UTSA	New	Venture	Incubator	Program	dated
June	15,	2015,	by	and	between	Registrant	and	the	University	of	Texas	at	San	Antonio.	(Incorporated	by	reference	as
Exhibit	10.7	to	the	Registrantâ€™s	Form	S-1	filed	with	the	SEC	on	April	25,	2022)	Â		Â		Â		10.8	Â		Joint	Development
Agreement	dated	October	1,	2018,	by	and	between	the	Registrant	and	Village	Oaks	Pathology	Services,	P.A.	d/b/a
Precision	Pathology	Services	(Incorporated	by	reference	as	Exhibit	10.8	to	the	Registrantâ€™s	Form	S-1/A	filed	with
the	SEC	on	July	27,	2022)	Â		Â		Â		10.9	Â		Agreement	dated	October	17,	2020,	by	and	between	Registrant	and	GO2
Partners	(Incorporated	by	reference	as	Exhibit	10.9	to	the	Registrantâ€™s	Form	S-1/A	filed	with	the	SEC	on	July	27,
2022)	Â		Â		10.10	Â		Form	of	Note	Purchase	Agreement	used	by	the	Registrant	in	its	private	offering	of	Convertible
Promissory	Notes	issued	between	October	2021	and	January	2022	(Incorporated	by	reference	as	Exhibit	10.10	to	the
Registrantâ€™s	Form	S-1	filed	with	the	SEC	on	May	25,	2022)	Â		Â		Â		10.11+	Â		Offer	Letter	between	bioAffinity
Technologies,	Inc.	and	Michael	Dougherty	dated	April	11,	2023	(Incorporated	by	reference	as	Exhibit	10.1	to	the



Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	May	1,	2023)	Â		Â		Â		10.12	Â	
bioAffinity	Technologies,	Inc.	Amended	and	Restated	2014	Equity	Incentive	Plan	Incorporated	by	reference	as	Exhibit
10.1	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	June	7,	2023)	Â		Â	
Â		10.13	Â		Amendment,	effective	as	of	August	1,	2023,	to	Employment	Agreement,	dated	February	1,	2015,	by	and
between	bioAffinity	Technologies,	Inc.	and	Maria	Zannes	(Incorporated	by	reference	as	Exhibit	10.1	to	the
Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	July	28,	2023)	Â		Â		Â		10.14	Â	
Asset	Purchase	Agreement,	effective	September	18,	2023,	by	and	among,	Precision	Pathology	Laboratory	Services,
LLC,	Dr.	Roby	P.	Joyce	and	Village	Oaks	Pathology	Services,	P.A.	(Incorporated	by	reference	as	Exhibit	10.1	to	the
Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)Â		II-6	Â	
Â		10.15	Â		Subscription	Agreement,	dated	September	18,	2023,	by	and	between	The	Joyce	Living	Trust,	dated	March
19,	2013,	and	bioAffinity	Technologies,	Inc.	(Incorporated	by	reference	as	Exhibit	10.2	to	the	Registrantâ€™s	Current
Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		10.16	Â		Management
Services	Agreement,	effective	as	of	September	18,	2023,	by	and	between	Precision	Pathology	Laboratory	Services,	LLC
and	Village	Oaks	Pathology	Services,	P.A.	(Incorporated	by	reference	as	Exhibit	10.3	to	the	Registrantâ€™s	Current
Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	M	September	20,	2023)	Â		Â		Â		10.17	Â		Succession
Agreement,	effective	September	18,	2023,	by	and	among,	Precision	Pathology	Laboratory	Services,	LLC,	Dr.	Roby	P.
Joyce	and	Village	Oaks	Pathology	Services,	P.A.	(Incorporated	by	reference	as	Exhibit	10.4	to	the	Registrantâ€™s
Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		10.18	Â	
Professional	Services	Agreement,	effective	as	of	September	18,	2023,	by	and	between	Precision	Pathology	Laboratory
Services,	LLC	and	Village	Oaks	Pathology	Services,	P.A.	(Incorporated	by	reference	as	Exhibit	10.5	to	the
Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â	
10.19+	Â		Executive	Employment	Agreement,	dated	September	18,	2023,	by	and	between	the	Registrant	and	Roby
Joyce,	M.D.	(Incorporated	by	reference	as	Exhibit	10.6	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.
001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		10.20	Â		Assignment	and	Assumption	of	Lease
Agreement,	effective	September	18,	2023,	by	and	between	Precision	Pathology	Laboratory	Services,	LLC	and	Village
Oaks	Pathology	Services,	P.A.	(Incorporated	by	reference	as	Exhibit	10.7	to	the	Registrantâ€™s	Current	Report	on
Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		10.21	Â		Office	Lease,	dated	July	31,
2019,	by	and	between	Village	Oaks	Pathology	Services,	P.A.	and	343	West	Sunset,	LLC	(Incorporated	by	reference	as
Exhibit	10.8	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September
20,	2023)	Â		Â		Â		10.22	Â		Assignment	and	Assumption	Agreement,	effective	September	18,	2023,	by	and	between
Precision	Pathology	Laboratory	Services,	LLC	and	Village	Oaks	Pathology	Services,	P.A.	(Incorporated	by	reference	as
Exhibit	10.9	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	September
20,	2023)	Â		Â		Â		10.23	Â		Equipment	Usage	Attachment,	dated	effective	as	of	August	9,	2019,	by	and	between	Gen-
Probe	Sales	&	Service,	Inc.,	together	with	its	subsidiaries	and	affiliates	and	Village	Oaks	Pathology	Services,	P.A.	d/b/a
Precision	Pathology,	as	amended	by	that	certain	Amendment	No.	1	to	Equipment	Usage	Attachment	dated	November	2,
2020,	as	further	amended	by	that	certain	Amendment	No.	2	to	Equipment	Usage	Attachment	dated	November	2,	2020,
and	as	further	amended	by	that	certain	Amendment	No.	3	to	Equipment	Usage	Attachment	dated	December	21,	2022
(Incorporated	by	reference	as	Exhibit	10.10	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)
filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		10.24	Â		Master	Agreement,	dated	as	of	January	29,	2015,	by	and
between	Leica	Microsystems,	Inc.	and	Precision	Pathology,	as	amended	by	Amendment	No.	1	to	the	Master	Agreement,
dated	on	or	about	April	4,	2018,	as	further	amended	by	that	certain	Amendment	No.	2	to	Master	Agreement,	dated
March	23,	2021	(Incorporated	by	reference	as	Exhibit	10.11	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File
No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		10.25	Â		Strategic	Relationship	License	Agreement,
dated	December	1,	2022,	by	and	between	Pathology	Watch,	Inc.	and	Precision	Pathology	Services	(Incorporated	by
reference	as	Exhibit	10.12	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC
on	September	20,	2023)	Â		Â		Â		10.26	Â		Bill	of	Sale	signed	by	Village	Oaks	Pathology	Services,	P.A.,	effective	as	of
September	18,	2023	(Incorporated	by	reference	as	Exhibit	10.13	to	the	Registrantâ€™s	Current	Report	on	Form	8-K
(File	No.	001-41463)	filed	with	the	SEC	on	September	20,	2023)	Â		Â		Â		10.27+	Â		Jamie	Platt	Offer	Letter
(Incorporated	by	reference	as	Exhibit	10.1	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)
filed	with	the	SEC	on	December	5,	2023)	Â		Â		Â		10.28+	Â		bioAffinity	Technologies,	Inc.	Management	Incentive	Bonus
Plan	(Incorporated	by	reference	as	Exhibit	10.1	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-
41463)	filed	with	the	SEC	on	January	31,	2024)	Â		Â		Â		10.29+	Â		Amendment	to	Michel	Dougherty	Offer	Letter
(Incorporated	by	reference	as	Exhibit	10.2	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)
filed	with	the	SEC	on	January	31,	2024)	Â		Â		Â		10.30	Â		Form	of	Securities	Purchase	Agreement,	dated	as	of	March	6,
2024,	by	and	among	the	Company	and	the	investors	parties	thereto	(Incorporated	by	reference	as	Exhibit	10.1	to	the
Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	March	8,	2024)	Â		Â		Â		10.31
Â		Form	of	Support	Agreement	with	schedule	of	signatories	(Incorporated	by	reference	as	Exhibit	10.2	to	the
Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	March	8,	2024)	Â		Â		Â		10.32+
Â		bioAffinity	Technologies,	Inc.	2024	Incentive	Compensation	Plan	(Incorporated	by	reference	as	Exhibit	10.1	to	the
Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	June	5,	2024)	Â		Â		Â		10.33	Â	
Form	of	Securities	Purchase	Agreement,	dated	as	of	August	2,	2024,	by	and	among	the	Company	and	the	investor	listed
on	the	signature	page	thereto	(Incorporated	by	reference	as	Exhibit	10.1	to	the	Registrantâ€™s	Current	Report	on
Form	8-K	(File	No.	001-41463)	filed	with	the	SEC	on	August	5,	2024)	Â		Â		Â		10.34	Â		Form	of	Warrant	Inducement
Agreement	(Incorporated	by	reference	as	Exhibit	10.2	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-
41463)	filed	with	the	SEC	on	August	5,	2024)	Â		Â		Â		10.35	Â		Form	of	Support	Agreement	with	schedule	of	signatories
(Incorporated	by	reference	as	Exhibit	10.3	to	the	Registrantâ€™s	Current	Report	on	Form	8-K	(File	No.	001-41463)
filed	with	the	SEC	on	August	5,	2024)	Â		Â		Â		21.1	Â		List	of	Subsidiaries	of	the	Registrant	(Incorporated	by	reference
as	Exhibit	21.1	to	the	Registrantâ€™s	Form	10-K	filed	with	the	SEC	on	March	31,	2023)	Â		Â		23.1*	Â		Consent	of
WithumSmith+Brown,	PC,	independent	registered	public	accounting	firm	for	bioAffinity	Technologies	Inc.	Â		Â		Â		23.2*
Â		Consent	of	Blank	Rome	LLP	(included	in	Exhibit	5.1)	Â		Â		Â		24.1*	Â		Power	of	Attorney	(included	on	signature	page
of	the	initial	Registration	Statement)	Â		Â		Â		107*	Â		Filing	Fee	Table.	Â		*	Filed	herewith.	+	Indicates	management
contract	or	compensatory	plan.	Â		II-7	Â		Â	SIGNATURESÂ	Pursuantto	the	requirements	of	the	Securities	Act	of	1933,
the	registrant	has	duly	caused	this	Registration	Statement	to	be	signed	on	its	behalfby	the	undersigned,	thereunto	duly
authorized,	in	the	city	of	San	Antonio,	Texas,	on	September	11,	2024.Â		Â		bioAffinity	Technologies,	Inc.	Â		Â		Â		Â		By:
/s/	Maria	Zannes	Â		Â		Maria	Zannes	Â		Â		Chief	Executive	Officer,	President,	Founder,	and	Director	Â	POWEROF



ATTORNEYÂ	KNOWALL	BY	THESE	PRESENTS	that	each	individual	whose	signature	appears	below	constitutes	and
appoints	Maria	Zannes	and	Steven	Girgentiour	true	and	lawful	attorneys	and	agents	with	full	power	of	substitution	and
resubstitution,	with	full	power	to	sign	for	us,	andin	our	names	in	the	capacities	indicated	below,	any	and	all
amendments	to	this	registration	statement,	any	subsequent	registration	statementspursuant	to	Rule	462	of	the
Securities	Act	of	1933,	as	amended,	and	to	file	the	same,	with	all	exhibits	thereto	and	other	documents	inconnection
therewith,	with	the	Securities	and	Exchange	Commission,	granting	unto	said	attorney-in-fact	and	agent,	full	power	and
authorityto	do	and	perform	each	and	every	act	and	thing	requisite	and	necessary	to	be	done	in	and	about	the	premises,
as	fully	to	all	intentsand	purposes	as	he	might	or	could	do	in	person,	hereby	ratifying	and	confirming	all	that	said
attorney-in-fact	and	agent,	or	his	substituteor	substitutes,	may	lawfully	do	or	cause	to	be	done	by	virtue	hereof.	This
power	of	attorney	may	be	executed	in	counterparts.Â	Pursuantto	the	requirements	of	the	Securities	Act	of	1933,	this
Registration	Statement	has	been	signed	by	the	following	persons	in	the	capacitiesand	on	the	dates	indicated:Â	
Signature	Â		Title	Â		Date	Â		Â		Â		Â		Â		/s/	Maria	Zannes	Â		Founder,	President,	Chief	Executive	Officer,	and	Director	Â	
September	11,	2024	Maria	Zannes	Â		Â	(Principal	Executive	Officer)	Â		Â		Â		Â		Â		Â		Â		/s/	Michael	Dougherty	Â		Chief
Financial	Officer	Â		September	11,	2024	Michael	Dougherty	Â		Â		Â		Â		Â		Â		Â		Â		Â		/s/	Steven	Girgenti	Â		Founder,
Executive	Chairman,	and	Director	Â		September	11,	2024	Steven	Girgenti	Â		Â		Â		Â		Â		Â		Â		Â		Â		/s/	Robert	Anderson
Â		Director	Â		September	11,	2024	Robert	Anderson	Â		Â		Â		Â		Â		Â		Â		Â		Â		/s/	Stuart	Diamond	Â		Director	Â	
September	11,	2024	Stuart	Diamond	Â		Â		Â		Â		Â		Â		Â		Â		Â		/s/	Peter	S.	Knight	Â		Director	Â		September	11,	2024
Peter	S.	Knight	Â		Â		Â		Â		Â		Â		Â		Â		Â		/s/	Gary	Rubin	Â		Director	Â		September	11,	2024	Gary	Rubin	Â		Â		Â		Â		Â		Â		Â	
Â		Â		/s/	Roby	Joyce	Â		Director	Â		September	11,	2024	Roby	Joyce,	MD	Â		Â		Â		Â		Â		Â		Â		Â		Â		/s/	Jamie	Platt	Â	
Director	Â		September	11,	2024	Jamie	Platt,	PhD	Â		Â		Â		Â		Â		II-8	Â		Â	Exhibit5.1Â	Â	Â	1271Avenue	of	the	Americas	|
New	York,	NY	10020blankrome.comÂ	September11,	2024Â	TheBoard	of	DirectorsbioAffinityTechnologies,
Inc.3300Nacogdoches	RoadSuite216SanAntonio,	Texas	78217Â	Ladiesand	Gentlemen:Â	Thisopinion	is	furnished	to	you
in	connection	with	a	Registration	Statement	on	Form	S-1	(the	â€œRegistration	Statementâ€​)filed	with	the	Securities
and	Exchange	Commission	(the	â€œCommissionâ€​)	under	the	Securities	Act	of	1933,	as	amended(the	â€œSecurities
Actâ€​),	for	the	registration	of	the	resale	of	an	aggregate	of	1,801,944	shares	(the	â€œSecuritiesâ€​)of	common	stock,
par	value	$0.007	per	share	(the	â€œCommon	Stockâ€​),	of	bioAffinity	Technologies,	Inc.,	a	Delawarecorporation	(the
â€œCompanyâ€​).	All	of	the	Securities	are	being	registered	on	behalf	of	certain	stockholders	ofthe	Company	(each	a
â€œSelling	Stockholderâ€​).	The	Securities	consist	of	(i)	450,000	shares	of	Common	Stock	issuableupon	the	exercise	of
common	warrants	(the	â€œPrivate	Warrantsâ€​)	to	purchase	450,000	shares	of	Common	Stock	(the	â€œPrivateWarrant
Sharesâ€​)	purchased	by	an	institutional	investor	in	a	private	placement	transaction	pursuant	to	the	terms	of	a
securitiespurchase	agreement	dated	as	of	August	2,	2024	between	us	and	the	Investor;	(ii)	1,302,082	shares	of	Common
Stock	issuable	upon	the	exerciseof	common	warrants	(the	â€œInducement	Warrantsâ€​)	to	purchase	1,302,082	shares
of	Common	Stock	(the	â€œInducement	WarrantSharesâ€​)	purchased	by	certain	existing	warrant	holders	in	a	private
placement	transaction	pursuant	to	the	terms	of	a	warrant	inducementletter	agreement	dated	as	of	August	2,	2024,	(iii)
49,862	shares	of	Common	Stock	issuable	upon	the	exercise	of	warrants	to	purchase	49,862shares	of	Common	Stock
issued	to	designees	of	WallachBeth	Capital	LLC,	of	which	(a)	39,062	shares	of	Common	Stock	issuable	upon	the
exerciseof	warrants	(the	â€œInducement	Advisor	Warrantsâ€​)	to	purchase	39,062	shares	of	Common	Stock
(â€œInducement	Advisor	WarrantSharesâ€​)	were	partial	compensation	for	WallachBeth	acting	as	financial	advisor	in
connection	with	the	warrant	inducement	privateplacement	and	(b)	10,800	shares	of	Common	Stock	issuable	upon	the
exercise	of	warrants	(the	â€œPlacement	Agent	Warrantsâ€​)	topurchase	10,800	shares	of	Common	Stock	(the
â€œPlacement	Agent	Warrant	Sharesâ€​)	were	partial	compensation	for	WallachBeth	actingas	placement	agent	in
connection	with	the	private	placement	Each	of	the	Private	Placement	and	the	Warrant	Inducement	Private
Placementclosed	on	August	5,	2024.	The	Private	Warrants,	the	Inducement	Warrants,	the	Inducement	Advisor	Warrants
and	the	Placement	Agent	Warrantsare	collectively	referred	to	herein	as	the	â€œCommon	Warrants.â€​	The	Private
Warrant	Shares,	the	Inducement	Warrant	Shares,the	Inducement	Advisor	Warrant	Shares	and	the	Placement	Agent
Warrant	Shares	are	collectively	referred	to	herein	as	the	â€œCommonWarrant	Shares.â€​Â	Ascounsel	to	the	Company,
we	have	examined	the	Registration	Statement	and	the	Common	Warrants	and	the	originals	or	copies,	certified
orotherwise	identified	to	our	satisfaction,	of	such	other	documents,	corporate	records,	certificates	of	public	officials	and
other	instrumentsas	we	have	deemed	necessary	for	the	purposes	of	rendering	this	opinion	and	we	are	familiar	with	the
proceedings	taken	and	proposed	tobe	taken	by	the	Company	in	connection	with	the	filing	of	the	Registration	Statement
as	it	relates	to	the	Common	Warrant	Shares.	Â	Inrendering	the	opinion	set	forth	herein,	we	have	examined	originals	or
copies,	certified	or	otherwise	identified	to	our	satisfaction,of	(i)	the	Registration	Statement;	(ii)	Common	Warrants;	(iii)
resolutions	adopted	by	the	Board	of	Directors	of	the	Company;	(iv)the	certificate	of	incorporation	of	the	Company,	as
amended	(the	â€œCertificate	ofIncorporationâ€​);	and	(v)	such	other	corporate	records,	agreements,	certificates,
including,	but	not	limited	to,certificates	or	comparable	documents	of	public	officials	and	of	officers	and	representatives
of	the	Company,	statutes	and	otherinstruments	and	documents	as	we	considered	relevant	and	necessary	as	a	basis	for
the	opinion	hereinafter	expressed.Â	Inour	examination,	we	have	assumed	the	genuineness	of	all	signatures,	the
authenticity	of	all	documents	submitted	to	us	as	originals	andthe	conformity	with	the	originals	of	all	documents
submitted	to	us	as	copies.	We	have	also	assumed	that	the	Company	will,	at	the	timeof	any	issuance	of	the	Common
Warrant	Shares	have	a	sufficient	number	of	authorized	but	unissued	shares	of	Common	Stock	pursuant	to	itsCertificate
of	Incorporation	to	so	issue	the	relevant	number	of	Common	Warrant	Shares	and	such	Common	Warrant	Shares	will	be
issued	fornot	less	than	the	par	value	of	the	Common	Stock.Â	Basedupon	and	subject	to	the	foregoing,	we	are	of	the
opinion	that	the	Common	Warrant	Shares	have	been	duly	authorized	for	issuance	and,	whenissued,	delivered	and	paid
for	in	accordance	with	the	terms	of	the	Common	Warrants,	including	the	payment	of	the	exercise	price	therefor,will	be
validly	issued,	fully	paid	and	nonassessable.Â	Weexpress	no	opinion	as	to	matters	governed	by	any	laws	other	than	the
General	Corporation	Law	of	the	State	of	Delaware	(including	allrelated	provisions	of	the	Delaware	Constitution	and	all
reported	judicial	decisions	interpreting	the	General	Corporation	Law	of	the	Stateof	Delaware	and	the	Delaware
Constitution)	and	the	federal	laws	of	the	United	States	of	America,	as	in	effect	on	the	date	hereof.Â		Â		Â		Â	Â	Â	Boardof
DirectorsbioAffinityTechnologies,	Inc.September11,	2024Page2Â	Wehereby	consent	to	the	filing	of	this	opinion	as
Exhibit	5.1	to	the	Registration	Statement	and	to	the	reference	to	our	firm	under	thecaption	â€œLegal	Mattersâ€​	in	the
Registration	Statement.	In	giving	our	consent,	we	do	not	thereby	admit	that	we	are	in	thecategory	of	persons	whose
consent	is	required	under	Section	7	of	the	Securities	Act	or	the	rules	and	regulations	of	the	Commission	thereunder.Â	
Â		Very	truly	yours,	Â		Â		Â		/s/	Blank	Rome	LLP	Â		BLANK	ROME	LLP	Â		Â		Â		Â	Exhibit23.1Â	CONSENTOF
INDEPENDENT	REGISTERED	PUBLIC	ACCOUNTING	FIRMÂ	Wehereby	consent	to	the	use	in	the	Prospectus
constituting	a	part	of	this	Registration	Statement	on	Form	S-1	of	our	report	dated	April1,	2024,	which	includes	an



explanatory	paragraph	regarding	the	substantial	doubt	about	the	ability	of	bioAffinity	Technologies,	Inc.(the
â€œCompanyâ€​)	to	continue	as	a	going	concern,	relating	to	the	consolidated	financial	statements	of	the	Companyas	of
and	for	the	years	ended	December	31,	2023	and	2022,	which	is	contained	in	that	Prospectus.Â	Wealso	consent	to	the
reference	to	our	Firm	under	the	caption	â€œExpertsâ€​	in	the	Prospectus.Â	/s/WithumSmith+Brown,	PCÂ	NewYork,
New	YorkSeptember11,	2024Â		Â		Â		Â	Exhibit107Â	Calculationof	Filing	Fee	TablesÂ	FORMS-
1(FormType)Â	BIOAFFINITYTECHNOLOGIES,	INC.(ExactName	of	Registrant	as	Specified	in	its	Charter)Table1â€“
Newly	Registered	SecuritiesÂ		Security	TypeÂ		Security	Class	TitleÂ		Fee	Calculation	RuleÂ		Amount	Registered(1)Â	Â	
Proposed	Maximum	Offering	Price	per	Share(2)Â	Â		Maximum	Aggregate	Offering	PriceÂ	Â		Fee	RateÂ	Â		Amount	of
Registration	FeeÂ		Â	Â		Â	Â		Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â	Â		Â	Â		EquityÂ		Common	stock,	par	value	$0.007	per	shareÂ	
Rule	457(c)(2)Â		Â	1,801,944Â	Â		$	1.35	Â		$	2,432,625	Â		$0.0001476Â	Â		$	360	Total	Offering	AmountsÂ		Â	Â		Â	Â	
Â	1,801,944Â	Â		Â	Â	Â	Â		$	2,432,625	Â		Â	Â	Â	Â		$	360	Total	Fee	Offsets(3)Â		Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â	
Â	Â	Â	Â		Â	â€”Â		Net	Fee	DueÂ		Â	Â		Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		Â	Â	Â	Â		$	360	Â		(1)	Pursuant	to	Rule	416(a)	under
the	Securities	Act	of	1933,	as	amended	(the	â€œSecurities	Actâ€​),	this	registration	statement	also	covers	any	additional
securities	of	bioAffinity	Technologies,	Inc.	(the	â€œRegistrantâ€​)	that	may	be	offered	or	issued	in	connection	with	any
stock	split,	stock	dividend	or	similar	transaction.	(2)	Calculated	pursuant	to	Rule	457(c)	of	the	Securities	Act	solely	for
purposes	of	calculating	the	registration	fee.	The	price	for	these	shares	is	based	upon	the	average	of	the	high	and	low
sale	prices	of	the	Registrantâ€™s	Common	Stock,	par	value	$0.007	per	share,	reported	on	the	Nasdaq	Capital	Market
on	September	9,	2024.	(3)	The	Registrant	does	not	have	any	fee	offsets	to	claim.	Â		Â		Â	


